NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOMNYHUX NMPENAPATIB), LLOAO AKUX BYJIN BHECEHI 3MIHM 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATBLCA OO AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

DopaTtok 3

Ao Haka3y MiHictepcTBa OXOpOHU
3n0poB’a YKkpaiHu

30.10.2020 Ne 2467

Ne

Haszea

Popma sunycky 3asieHUK KpaiHa Bupob6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asi8HUKa 8UPOb6HUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. L-UET® cupon, 2,5 mr/5 mn no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHum | Tuny - bes UA/8612/02/01
60 mn abo no 100 mn OAPM" DAPM" 3MmiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3acid. 3miHu y peuenma
y dnakoHax i3 BMPOGHMLTBI. 3MiHM y NpoLeci BUPOOHMLITBa rOTOBOIO
nonietTuneHy abo nikapcbKoro 3acoby, BKMOYa4m NPOMKHUA NPOAYKT, L0
ckna, no 1 donakoHy 3 3aCTOCOBYETLCH NPV BUPOBGHULITBI FOTOBOTO NiKapcbKoro
MiPHOIO FTOXKOIO Y 3acoby (He3HayHa 3MiHa y NpoLeci BUPOOHMLITBA) BHECEHHS
KapTOHHIN ynakoBLji 3MiH go po3giny 3.2.P.3. MNpouec BUpOGHMLTBA NiKapCbKOro
3acoby, 30kpema: Ha CTafii NpPUroTyBaHHs cMpony 3MiHeHO
nopsiAoK 4oAaBaHHA aHTUMIKPOOHMX KOHCEPBAHTIB: HaTpito
meTunnaparigpokcnbeHsoart Ta HaTpito
nponinrigpokcnbeH3oaT (KOHCepBaHTV AOAAI0TL y Tenny
BOAY).
2. ABUKITAB® TabneTkn, BKpUTI Abpun IHais AypobiHgo Papma IHgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/11903/01/01
nniBkOBOIO dopmMynenLuH3 Nimiten, OHIT-XII OHOBIIEHHS TEKCTY MapKyBaHHs! yakoBKM NikapcbKoro 3acoby | peuenmom
obornoHkoto, 875 Met. Jita. 3 BHECEHHAM iHcbopMmalLlii LLoAo 3a3Ha4YeHHSA OANHMLb
mr/125 wmr, no 5 BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
TabneTok y 6nictepi, “MapkyBaHHsa” MKA N13. 3anponoHosaHo: MAPKYBAHHA.
no 2 6nictepu B nayui 3rigHO 3aTBepAXKEHOro TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
3 KapTOHY 3MiH NpoTSArom 6 MicsiLiB Micns 3aTBEpPOXKEHHS
3. ABUKIAB® TabneTku, BKPUTI Abpun IHAis AypobiHgo Papma IHAgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/11903/01/02
NniBKOBOIO DdopmynenLH3 TlimiTen, OHIT-XII OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW MikapcbKoro 3acoby | peyenmom
obornoHkoto, 500 MeT. JlTA. 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
mr/125 wmr, no 5 BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
TabneTok y 6nictepi, “MapkyBaHHa” MKA J13. 3anponoHosaHo: MAPKYBAHHA.
no 4 6nictepu B nayui 3rigHo 3aTBEPAXKEHOro TEKCTY MapKyBaHHs. TepMiH BBEAEHHSI
3 KapTOHY 3MiH NpOTSArom 6 MicsiLiB Micns 3aTBEPKEHHS
4. A3OMEKC TabneTku no 2,5 mr no TOB «TeBa YkpaiHa Emkinop IHAis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/3768/01/01
10 TabneTok y YkpaiHa» dapmacbioTikanc 3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3acib. Cuctema peuenmom
6nictepi; no 3 Nro. KOHTEeWHep/3aKkynoptoBanbHuUiA 3acit. 3MiHa y NepBUHHIN
Gnictepu B KapTOHHIN yMaKkoBLji FOTOBOrO NiKapCbKOro 3acoy (SIKICHWI Ta KinbKiCHWN
kopooui cknag) - Teepai nikapcbki opMu - BHECEHHSI 3MiH 0 p.
3.2.P.7. Cuctema KoHTEHep/3aKynoptoBarnbHuii 3acib, a came
He3Ha4Hi 3MiHM NakyBanbHOro MaTepiany Lo
BMKOPUCTOBYETLCS ANs Bnictepa, Sk1in cknagaeTbes 3 NiBku
PVC/PVDC 6ypLuTuHoBOro konbopy Ta AntoMiHieBoi pornbru):
3aMiHa OJHI€E0 3 YaCTUH NEPBMHHOTO NakyBaHHs 13 nniBku
PVC/PVDC Amber 206 MM 250/90 GSM Ha aHanoriyHy nnisky
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

PVC/PVDC Amber 210 MM 250/120 GSM, ska € geLo
TOBCTILLOO L0 3abe3neyye KpaLlumii 3axmCT NikapCbKoro
3acoby; siK HacniAoK BHECEHHST BiANOBIAHUX 3MiH A0
napameTpis cneuudikauii (TOBLUMHA, WMPWHA, Bara NiiBku)

A3OMEKC

TabneTku no 5 mr no
10 TabneTtok y
6nictepi; no 3
onicTepun B KApPTOHHI
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Emkinop
dapmackioTikanc
Jita.

IHAis

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuUiA 3acit. 3MiHa y NepBUHHIN
ynakoBLi FOTOBOro NikapCbKoro 3acoby (SKiCHWM Ta KinbKiCHUIA
cknag) - Teepai nikapcbki opMu - BHECEHHS 3MiH A0 p.
3.2.P.7. Cuctema KoHTEHEp/3aKynoptoBanbHUii 3acib, a came
He3HayHi 3MiHM NnakyBanbHOro maTepiany Lo
BUKOPWCTOBYETbCS ANst bnicTepa, sSkui cknagaeTbes 3 MNiBKK
PVC/PVDC 6ypLutuHoBOro konbopy Ta AntioMiHieBoi honbri):
3aMiHa OfHi€l0 3 YaCTUH NEePBUHHOTO nakyBaHHA [T13 nniBku
PVC/PVDC Amber 206 MM 250/90 GSM Ha aHanoriyHy nnisky
PVC/PVDC Amber 210 MM 250/120 GSM, ska € gewo
TOBCTILLOHO LLIO 3abe3neyvye KpaLuii 3axmcCT NikapCbKoro
3acoby; siK HacnigoK BHECEHHSI BiANOBIAHUX 3MiH 0
napamMeTpis cneuudikauii (TOBLUMHA, WWPWHA, Bara niiBku)

3a
peuerimom

UA/3768/01/02

A3OMEKC

TabneTku no 2,5 wr,
no 10 TabneTok y
6nictepi; no 3
6nicTepun B KApPTOHHIl
Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Emkinop
dapmackioTikanc
Tta.

IHAis

BHECEHHS 3MiH A0 peecTpauinHnMx matepianis: 3miHu | Tuny -
3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHW) - OHOBIIEHHS BXE 3aTBEPKEHOro TEKCTY MapKyBaHHS
BTOPUWHHOI Ta NepBUHHOI ynakoBku J13 (BHECEHHS NO3HaYeHb
OOVHMLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM fliTep NaTUHCLKOro
andasiTy, TOLO); BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHSA"
MKA N3. OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Woao
3a3Ha4YeHHs OAMHULIL BUMIPIOBaHHA y cuctemi Sl Ta yHidikauisa
BUKINaAEHHs TeKCTy (Hanpuknag iHdopmadii "Cepis:", "Oo:",
"P.M. Ne") BBegeHHst 3MiH NpoTArom 6-Tv MicauiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHH$ Ta/abo agpecu MicLs NpoBagKeHHS AiANbHOCTI
BMPOOHWKa/imnopTepa rotToBoro nikapcbkoro 3acoby,
BKITOYaK0UM AiNbHUL BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaKYX BUMYCK CEPIlt) - 3MiHa Ha3BM
Ta agpecu BupobHuka M3, 6e3 3amiHM Micusi BUpOOHULITBA.
3MiHM BHECEHI B iHCTPYKLIiO ANs Mean4Horo 3actocyBaHHs J13
y p. "BupobHuk", "MicuesHaxomkeHHs BUpobHuka Ta 1noro
agpeca Micusi NPOBaPKEHHS AisNbHOCTI" 3 BiANOBIiAHMMMU
3MiHaMK B TEKCTi MapKyBaHHS yrnakoBok (BBegeHHs 3MiH
npoTarom 6-Tu MicsiliB nicnsi 3aTBepAXKEeHHs)

3a
peuerimom

UA/3768/01/01

A30OMEKC

TabneTtkn no 5 mr, no
10 TabneTok y
6nicTepi; no 3
GnicTtepu B KapTOHHIN
kopoobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Emkinop
dapmacbioTikanc
1o,

IHAis

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay (iHwi
3MiHW) - OHOBINEHHS BXXE 3aTBEPAKEHOro TEKCTY MapKyBaHHSI
BTOPUWHHOI Ta NepBUHHOI ynakoBku J13 (BHECEHHS NO3HaYeHb
OOVHMLb BUMIPIOBAHHS, 3 BUKOPUCTAHHSIM MiTep NaTUHCLKOro
andasiTy, TOL0); BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs"
MKA 113. OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKW

3a
peuerimom

UA/3768/01/02
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
nikapcbkoro 3acoby 3 BHECEHHSIM iHdbopMalLlii LWoao
3a3Ha4YeHHs OANHULIL BUMIpIOBaHHSA y cuctemi S| Ta yHidikauisa
BUKINaAEeHHs TeKCTy (Hanpuknag iHdopmadii "Cepis:", "Oo:",
"P.IM. Ne") BBegeHHs 3MiH MPOTArom 6-Tv MicALIB nicns
3aTBEPAKEHHS; 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu Micusa NpoBagKeHHS AiANbHOCTI
BMpObHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIIOYAK0UM AiNbHUL BUMNYCKY cepii abo MmicLe npoBedeHHs
KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a Ky Bignosigae
BMPOBHMK/iMNoOpTep, BKMOYaoOYM BUMYCK Cepiit) - 3MiHa Ha3Bn
Ta agpecu BupobHuka 13, 6e3 3amiHW micusi BUpobHULTBA.
3MiHM BHeCEHI B iHCTPYKLIil0 ANs Mean4Horo 3actocyBaHHs J13
y p. "Bupobruk", "Micue3HaxomkeHHs BUpobHuka Ta 1noro
agpeca Micusi NpOBaPKEHHS AisiNbHOCTI" 3 BiANOBIiAHMMMU
3MiHaMK B TEKCTi MapKyBaHHS YNakoBoOK (BBegeHHs 3MiH
npoTarom 6-Tn MicauiB nicns 3aTBepAXXeHHs)
8. AKCETUH TabneTkn, BKpUTI Mepnokemi Kinp Mepokemi 1TA Kinp BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/8714/02/01
NNiBKOBOK 06OMOHKOW nTao (3aBopg C) 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi | peyenmom
250 mrno 10 3MiHN) OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKOro
TabneTok y cTpuni, no 3acoby 3 BHECEHHAM iHopMalLlii LLoAo 3a3Ha4YeHHSA OANHULb
1 cTpuny B KAPTOHHIN BUMIiptOBaHHs y cuctemi Sl. TepMiH BBeAEHHS 3MiH npoTsirom 3
Kopobui MicsILiB Micnsi 3aTBEPOXKEHHS.
9. AKCETUH TabneTkn, BKpUTI Mepokemi Kinp Mepokemi NT Kinp BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/8714/02/02
NNiBKOBOK 06OMNOHKOW nTao (3aBopg C) 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
500 mrno 10 3MiHM) OHOBMNEHHSA TEKCTY MapKyBaHHS yMakoBKM MiKapCbKoro
TabneTok y cTpuni, no 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oAUHULb
1 cTpuny B KApTOHHIN BUMIiptOBaHHs y cuctemi Sl. TepMiH BBeAEHHS 3MiH npoTsirom 3
Kopobui MicsILiB Micnsi 3aTBEPOXKEHHS.
10. | AKTUNI3E® niogpinizat ans BepiHrep HimeuumH BepiHrep HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: TexHi4YHa 3a UA/2944/01/01
pPO34MHYy Ans iHdY3in IHrenbxanm a IHrenbxanm ®apma nomMurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460) peuenmom
no 50 wmr; 1 dnakoH 3 IHTEepHeLwwHN Mm6X i Ko. KI BunpaBneHo TexHiYHy NOMWIKY B TEKCTi MapKyBaHHS YNaKoBK/
niogpinizatom y m6X nikapcbkoro 3acoby. SATBEPIPKEHO: 6. IHLLE
KomMnnekTi 3 1 BukopuctoByBaty anst Aktunize® 36epirat B opuriHanbHin
hnakoHOM ynakoBLi npu TemnepaTypi He Buwe 25 °C. 36epiratn B
pO34unHHKKa (BoAa Ans HeJoCTynHOMY Ans giten micui. BignosigHo oo BumMor Hakasy
iH'ekuin) no 50 mn y MinictepctBa EkoHomi4Horo Po3sutky i Toprisni YkpaiHn Ne
KapTOHHiIN kopooLi 914 Big 04.08.2015 no3HayYeHHs 0QMHULL BUMIPIOBAHHS
HaJaeTbCs YKPaiHCbKOI0 MOBOIO Ta 3 BUKOPUCTaHHSAM fliTep
natuHcbkoro andaeity: 50 mn (ml) BANMPOMNOHOBAHO: 6.
IHLWE BukopuctoByBaTtu ans Aktunize® 36epirati B
opuriHanbHil ynakoBLi npu TemnepaTypi He Bulle 25 °C.
36epirati B HegocTynHoMy Ans Aiten micui. BignosigHo oo
BuMmor Haka3sy MiHictepcTBa EkoHomi4HOro Po3suTky i Toprisni
YkpaiHn Ne 914 Big 04.08.2015 no3HayeHHs oguHULb
BMMIpIOBaHHS HaAaeTbCs YKPaiHCbKOK MOBOIO Ta 3
BVIKOPVICTaHHAM MiTep natuHcbKoro andasity: 50 mn (ml)
HasiBHuiA norotun komnaHii 3a3HayeHe BUNpaBeHHs
BignoBigae matepianam peecTpauinHoro Jocbe.
11. | AKTPANIO® PO34MH Anst iH'ekuin, A/T HoBo HaHis BUPOBHMK Oanis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/12611/01/01




4 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
HM NEH®IN® | 100 MO/mn; no 3 mny Hopaick HeposdacoBaHoro ®paHuis/ 3MiHn wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy. peuernmom
KapTpuaxi; no 5 nNpoayKTy, Bpasunis BBeaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
KapTpuoXis y HanoBHEHHS B dapmakoHarnagy (BBeAeHHs y3aranbHeHUX 4aHnX npo
KapTOHHiN kopobui MeHdin®, neperHHa cucteMy cdapmakoHarnagy, 3MmiHa ynoHoBaxeHoi ocobu,
yrnakoBKa, KOHTPOIb BiAMNOBIAANbHOI 3a 3AiNCHEHHS bapMakoHarnsay; KOHTaKTHOI
AKOCTI Ta ocobu 3 hapmakoHarnagy 3asBHMUKa ANs 3AINCHEHHS
BiAnNoBiganbHWi 3a dapmakoHarnagy B YKpaiHi, SKLo BOHa BiAMiHHa Big
BUNYCK Cepin yNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
KiHLIEBOro MpoAyKTY: apmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
A/T Hoso Hopgaick, po3milLieHHI macTep-hanna cuctemu papmakoHarnsgy) 3miHa
[OaHisi; BUpoGHUK KOHTaKTHMX JaHNX KOHTAKTHOI 0COGW YNOBHOBaXXEHOT 0cobM
NPOAYKUii 32 NOBHUM 3asBHVKa, BignoBiganbHoi 3a 34iMCHEHHS hapmMakoHarnsgy B
umknom: Hoeo YkpaiHi.
Hopgaick
MpoatokcboH CAC,
®paHuis; BUpOGHMK
ONs MapKyBaHHS Ta
ynakoBku NeHin®,
BTOPUHHOIO
nakyBaHHs: A/T
Hoeo Hopaick,
[OaHis; BUpoGHMK
Hepo3dacoBaHoi
npoayKuii, nepBnHHa
Ta BTOpPWHHA
ynakoska: Hoso
Hopgaick MNpoaykao
dapmaceyTika oo
Bpasinb Jitga.,
Bpasunis
12. | ATIEPFOMAK | cnpei HasanbHuiA, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/11696/01/01
C po34rH No 15 mn y obmexeHo obmexeHo BHECEHHS 3MiH 1o po3ainy “MapkyBaHHs” MKA N3: peuenma
dnakoHi 3 HacaaKo- BignoBsiganbHi BigNoBiganbHIiCTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo go
po3nuIoBaYem i CTIo "®apmaueBTnyHa 3aTBEpPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
3aX1CHUM KOBMa4KoM "®apmaneBTn KomnaHis "3gopos's” MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YMaKOBKM NiKapCbKOro
y kopobuj; no 15 mny YHa KOMMaHis 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oAUHULb
6anoHi 3 Hacagkoto- "3popos's" BMMIiptOBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
po3nNumoBaYeM i MiCsILiB Micnsi 3aTBEPOKEHHSA
3aXMCHMM KOBMAYyKoMm
y Kopobui
13. | ATIEPFTOMAK | kpanni Ha3arbHi, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/11696/02/01
C po34MH no 15 mny obmexeHo obmexeHo BHECEeHHSs 3MiH 4o po3ainy “MapkyBaHHs” MKA N3: peuenma
bNakoHi 3 KPULLIKOKO- BiAnoBiganbHi BiANOBiganbHICTHO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
KpanenbHuLUeto 3i cTHo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
CKITSIHOIO MINEeTKOHo; Mo "®PapmaLeBTu KomnaHisi "3popos's" MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoOBKW MikapCbKoro
1 donakoHy y kopobui 3 YHa KOMMaHis 3acoby 3 BHECEHHAM iHbopmaLii LWOoAo 3a3HaYEeHHS OOUHULb
KapTOHY "3gopos's" BMMIiptoBaHHs y cuctemi Sl. BBegeHHs 3amiH npotsarom 6-tu
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
MiCsILiB Micnsi 3aTBEPOKEHHS
14. | ANOE eKCTpaKT piakvn ans TOB "$3 YkpaiHa TOB "¢3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/3220/01/01
EKCTPAKT iH'ekuin, no 1 mn B "BIOPAPMA" "BIODPAPMA" 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
amnyni; no 5 amnyn y 3MiHW) BHeceHHs 3miH go po3sginy “MapkysaHHa” MKA J13:
6nictepi; no 2 3atBepaxeHo: MAPKYBAHHA. TekcT MapkyBaHHSA NEpBUHHOI
6nictepu B nayui 3 Ta BTOPWMHHOI yNakoBKu 3rigHo godaTky 1. 3anponoHoBaHo:
KapToHY MAPKYBAHHA. BianoBigHo 40 3aTBEPIXXEHOrO TEKCTY
MapkyBaHHS. OHOBMNEHHS TEKCTY MapKyBaHHS yNakoBKW
nikapcbkoro 3acoby 3 BHeCEHHSAM iHdopMaLii Wwoao
3a3Ha4YeHHs OAVHULL BUMIpOBaHHS Y cuctemi Sl. TepmiH
BBEAEHHS 3MiH - NpOTArom 3 MiICSLIB MICNA 3aTBEPAKEHHS.
15. | AMIBOH® TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/6493/01/01
obornoHkoto, no 0,25 ; BHECEHHS 3MiH Jo posainy «MapkyeaHHa» MKA 3; peuenma
no 10 a6o 20 3anpornoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepa)KeHoro
TabneTok y 6nicTepi; TEKCTY MapKyBaHHSA. OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
no 1 6nictepy B nayui nikapcbKoro 3acoby 3 BHECEHHAM iHbopmaLii oo
3 KapTOHY 3a3HayYeHHs1 O AMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs
3MiH NPOTAroM 6-TK MicsUIB NicNs 3aTBEPPKEHHA
16. | AMI3OH® TabneTkn, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/6493/01/02
o6onoHkoto, no 0,125 BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3; peuyenma
r; no 10 a6o 20 3anpornoHoBaHo: MAPKYBAHHA 3rigHo 3aTtBepa)KeHoro
TabneTtok y bnicrepi; TEKCTYy MapKyBaHHs1. OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKM
no 1 6nictepy B nayui nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Woao
3 KapTOHY 3a3HayYeHHs1 O AMHULIb BUMIpIOBaHHSA y cucTemi Sl. BBeaeHHs
3MiH NPOTArom 6-T MiCALB NicNsi 3aTBEPIKEHHS
17. | AMI3BOHYUK cupon, 10 mr/mn; no AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/11862/01/0
® 100 mn y chnakoHi; no 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenma
1 donakoHy Ta 1 3MiHn) BHeceHHs 3miH go posainy «MapkyBaHHsa» MKA J13
[03yBarbHin NoXui B 3atBepaxeHo: MAPKYBAHHA Po3sgin BigcyTHin
navui 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTtBepa)KeHoro
TEKCTY MapKyBaHHSI.
OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHhopMaLlii LWOAO0 3a3HaYEeHHS OONHULb
BMMIiptOBaHHs y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.
18. | AHANbIIH- PO34UH ANS iH'eKuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTepianis: 3minu Il Tuny - 3a UA/3222/02/02
OAPHULUA 500 mr/mn, no 2 mn B "dapmaneBTu "dapmaLeBTUYHa 3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acid. 3miHn y peuenmom
amnyni; no 5 amnyn y YHa cipma dipma "OapHuusa” BMPOGHMUTBI (iHLWi 3MiHN) BHECEHHS 3MiH Ao p. 3.2.P. 3.4.
KOHTYPHIl YapyHKOBIl "NapHuus" KoHTponb KpUTUYHUX CTagiv i NPOMiIXKHOI NpoAyKLii, 3okpema:
ynakoBLji; no 2 PO3LUNPEHHST KPUTEPIIB NPUAHATHOCTi 3@ NOKa3HWUKOM
KOHTYPHi YapyHKOBI "KinbkicHe BM3Ha4YeHHs MeTami3ony HaTpito MOHorigpaTty
YNaKOBKM y naui (aHanbriHy)" B cneuyudikaLii Ha NPOMKHY MNPOAYKL0.
19. | AH3UBEN® NacTWUrKK 3i CMakom HOBEN IJTAY TypeyuunH HOBE INTAY TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/10264/01/01
meHTOony, no 10 CAHAI BE a CAHAI BE 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi | peyenma
nacTurok y bnicrepi, TIOXKAPET TIKAPET A.LL. 3MiHW) BHECEHHS 3MiH fo po3gdiny «MapkyBaHHa» MKA 13:
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
no 10 nactunok y A.LL. BatBepaxeHo: MAPKYBAHHA TekcT mapkyBaHHS NepBUHHOI
6nictepi; no 1 abo no Ta BTOPVMHHOI YNakoBKN A0AAETLCHA. 3anponoHOBaHO:
3 bnictepu y MAPKYBAHHA 3rigHo 3aTBepaXeHOro TeKCTy MapKyBaHHS.
KapTOHHIN ynakoBLi OHOBIEHHS! TEKCTY MapKyBaHHS! YMaKOBKM MikapCbKoro 3acoby
3 BHECEHHAM iHopMaLlii LWOoAO0 3a3HaYeHHS OaNHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npoTtsrom 6-tu
MiCsILiB Micnsi 3aTBEPAKEHHSA
20. | AH3UBEN® NacTUIKM 3i CMakom HOBEN IJTAY TypeyuunH HOBEN IJTAY TypeuunHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/10265/01/01
Meay Ta NIMMOHa, Mo CAHAI BE a CAHAI BE 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peuyenma
10 nactunok y TIOXAPET TIO>KAPET A.LL. 3MiHW) BHECEHHS 3MiH A0 po3ainy «MapkyeaHHa» MKA 13:
6nictepi, no 10 A.LL. BatBepaxeHo: MAPKYBAHHA TekcT mapkyBaHHS NepBUHHOI
nacTunok y énicrepi; Ta BTOPWHHOI YMaKoBKW A0AAETLCA. 3anponoHOBaHO:
no 1 abo no 3 MAPKYBAHHA 3rigHo 3aTBEpaXXeHOro TEKCTy MapKyBaHHS.
onictepn y KapTOHHIN OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro 3acoby
ynakoBLji 3 BHECEHHAM iHdopMaLii LWoao 3a3HavYeHHSA OAMHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA
21. | AH3UBEN® nactunku, no 10 HOBEN IJTAY TypeyuunH HOBEN IJTAY TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6es UA/10263/01/01
nactunok y énicrepi, CAHAI BE a CAHAI BE 3MiHu Wwopo Gesnekn/edekTUBHOCTI Ta dhapmakoHarnsay (iHwi | peuernma
no 10 nacTunok y TIOXAPET TIDKAPET A.LL. 3MiHW) BHECEHHS 3MiH f0 po3ainy «MapkyBaHHa» MKA N3:
6nictepi; no 1 abo no A.LL. BatBepaxeHo: MAPKYBAHHA TekcT MapkyBaHHS NepBUHHOI
3 6nictepu y Ta BTOPVMHHOI YNaKoBKN A0AAETbCHA. 3anponoHOBaHO:
KapTOHHIN ynakoBLi MAPKYBAHHA 3rigHo 3aTBEpaXeHOro TEKCTY MapKyBaHHS.
OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHhopMaLlii LLOAO0 3a3HaYEeHHS OONHULb
BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTsrom 6-tu
MicsiLiB Micns 3aTBEPOXKEHHS
22. | APOKCUKAM | Tabnetku no 7,5 mr; AypobiHgo IHAisA AypobiHgo Papma IHAis BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/11516/01/01
no 10 TabneTok y dapma T Nimiteq (FOHiT 1II) AamiHicTpaTmBHi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu | peuenmom
6nicTepi; no 1 3asiBHUKA (BnacHWKa peecTpaLiiHoro noceigveHHst). 3miHa
onicTepy y KapTOHHI afpecw 3asBHVKa. BBegeHHs 3MiH NpoTsarom 6-Tu Micsiuis
navuj nicns 3aTBepAXEHHS.
23. | APOKCUKAM | tabnetku no 15 mr; no AypobiHgo IHAisA AypobiHgo Papma IHAis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/11516/01/02
10 Tabnetok y dapwma JlI1a Nimiteq (FOHIT 1II) AamiHicTpaTuBHi 3MiHu. 3MiHa HalimMeHyBaHHS Ta/abo agpecu | peuernmom
6nicTepi; no 1 3asiBHUKA (BnacHuKa peecTpaLiiHoro nocBigveHHst). 3miHa
6nicTepy y KapTOHHI aapecw 3asBHWKa. BBegeHHs 3MiH NpoTsarom 6-Tu Micsuis
navuj nicrsa 3aTBEpAXEHHS.
24. | APTU®JIEKC | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/12160/01/01
nnoc o6onoHkoto, no 10 obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenma
TabneTok y 6nictepi; BignoBiganbHi BiAMOBIAANbHICTIO yMakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopMallii Lwoao
no 3 abo 6 GnictepiB y CTIo "PapmaLeBTUYHa 3a3Ha4YeHHs1 OAUHULIL BUMIpIOBaHHS y cuctemi Sl. 3amiHa
KOpoO6Li 3 KapTOHY "®apmaneBTn KomnaHis "3gopos's” po3giny «[padiyHe opopMNEHHS yNakoBKU» Ha po3gin
YHa KOMMaHis «MapkyBaHHsa» B MKA 13: 3anponoHoBaHo: MAPKYBAHHA
"3gopos's" BignoBigHo Ao 3aTBEpOXKEHOro TEKCTY MapKyBaHHs. BBegeHHs
3MiH NPOTArom 6-T MicALIB NicNsl 3aTBEPAYKEHHS
25. | APTULLOKA kancynu no 100 mr no ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/0140/01/01
EKCTPAKT- 10 kancyn y 6nicTepi; obMmexeHo obMexeHo OHOBMEHHS TEKCTY MapKyBaHHA NEPBMHHOI Ta BTOPUHHOI peuenma
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
300POB'A no 2 abo no 6 BignoBsiganbHi BiANOBIgANbHICTIO yNaKkoBKW NikapcbKoro 3acoby 3 BHECEHHSAM iHopMaLlii LWoao
6nicTepiB y KapTOHHIl CTIo "®apmaueBTnyHa 3a3Ha4YeHHs OANHULL BUMIPIOBAHHSA Y cucTemi Sl. BHECEHHS
Kopobui "dapmaLneBTn KoMnaHisi "3gopos's" 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
YHa KOMMNaHis MAPKYBAHHA BignoBigHo 40 3aTBEPAKEHOrO TEKCTY
"3popos's" MapKyBaHHs. BBeAeHHs 3MiH MpoTarom 6-Tu micauiB nicns
3aTBEPOKEHHS
26. | APTULLOKA kancynu no 300 mr no ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/0140/01/02
EKCTPAKT- 10 kancyn y nicTepi; oBMexXeHo obmexeHo OHOBMEHHS TEKCTY MapKyBaHHs NEPBUHHOI Ta BTOPUHHOI peuenma
300POB'A no 3 abono 6 BignoBsiganbHi BiAnoBiganbHICTIO yNaKoBKW fikapcbKoro 3acoby 3 BHeCeHHSAM iHdopMalii Wwoao
6nicTepiB y KapTOHHIl CTIo "®apmaueBTnyHa 3a3Ha4YeHHs OANHULL BUMIPIOBAHHSA Y cucTemi Sl. BHECEHHS
Kopooui "®apmaneBTn KomnaHis "3gopos's” 3MiH go po3giny “MapkysaHHa” MKA J13: 3anponoHoBaHo:
YHa KoMMaHis MAPKYBAHHA BignosigHo 40 3aTBEPAKEHOrO TEKCTY
"3popos's" MapKyBaHHs. BBeaeHHs 3MiH mpoTsarom 6-Tu micauis nicns
3aTBEpPKEHHSA
27. | ACAKON® cynosutopii pektaneHi | Tinotc ®apma | LUsenuapi Bupo6HuK, LLseniyapis/ BHECEHHS 3MiH 10 peecTpauiliHux maTepianis: 3minu Il Tuny - 3a UA/A770/02/01
no 500 mr no 5 Al a BiAMOBiAanbHWIA 3a Himeuunna 3MiHn 3 gkocTi. A®Il. KonTtponb A®I. 3miHa y napameTpax peuernmom
CynosnTopiiB y BUMYCK Cepint: cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
6nictepi; no 4 Tinotc ®apma AT, cneundikauisix Ha A®l, abo BUXIgHUA/NPOMIXKHWIA
6nictepn B kopobui 3 LLisenuapis npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIEC
KapToHY Bupo6HuK, BMpo6HMUTBa ADI (3MiHa No3a MexamMu 3aTBEPAXEHOro
BigNOBiganbHUIM 3a gianasoHy y cneumdikadii Ha A®l) KoperysaHHs
[030BaHy hopmy Ta BCTAHOBJIIEHMX MEX MPUAHATHOCTI 32 NOKasHWkoMm «Po3mip
nNakyBaHHS: yacTtok» y Cneundikauii Ha A®l MecanasvH MikpoHi3oBaHWA.
XaynT ®apma 3amictb «D90 ?20um; D99 ?30um» BcTaHoBneHo «D10 ?5um;
BronboiHr MMEX, D50 ?10um; D90 ?20um». Mexi NpUAHATHOCTi OHOBMEHO
HimeuuunHa BignosigHo Ao Bumor €sp.dapM. 2.9.31. BusHaueHHs
NpoBOAATb METOAOM Na3epHOi Andpakuii.
28. | ACKOPBIHO PO34UH ANS iH'eKUiN, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/4017/01/01
BA 50 mr/mn; no 2 mn B obmexeHo obmexeHo BHECEeHHs 3MiH Ao po3giny “MapkysaHHs” MKA N3: peuenmom
KUCINOTA- amnyni; no 10 amnyny | BignoeiganbHi BiAnoBiganbHICTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
3A0POB'A KapTOHHiIn kopobuj; no CTIo "®apmaueBTnyHa 3aTBEpPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
2 mn B amnyni; no 5 "®PapmaLeBTn KomnaHisi "3popos'a” MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoOBKW MikapCbKoro
amnyn y 6nictepi; no 2 | 4Ha koMnaHis 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oAUHULb
Gnictepu y KapTOHHiIn "3popos's" BMMIiptOBaHHs y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
kopobui; no 2 mn B MicsILiB Micnsi 3aTBEPOKEHHS
amnyni; no 10 amnyn y
6nictepi; no 1
GnicTepy y KapTOHHIl
kopobui
29. | ACKOPBIHO PO34UH ANS iH'eKUiN, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/4017/01/02
BA 100 mr/mn; no 2 mn B obmexeHo obmexeHo BHECEHHS 3MiH Jo posainy “MapkysaHHa” MKA J13: peuenmom
KUCINOTA- amnyni; no 10 amnyny | BignoeiganbHi BianoBigansbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
3[A0POB'A KapTOHHiIn kopobuj; no CTIo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBIEHHS TEKCTY
2 mn B amnyni; no 5 "®apmaLeBTu KomnaHisi "3popos's” MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT YNaKOBKW MikapCbKoro
amnyn y 6nictepi; no 2 | 4Ha kOMnNaHis 3acoby 3 BHECEHHAM iHhopMalLlii LLoao 3a3HaYeHHs! OAUHULb
GnicTepu y KapToHHiIN "3gopos's" BMMIiptoBaHHs y cuctemi Sl. BBegeHHs 3amiH npotsarom 6-tu
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
kopo6ui; no 2 mn B MiCsILiB Micnsi 3aTBEPOKEHHS
amnyni; no 10 amnyny
6nictepi; no 1
GnicTepy y KapTOHHI
KopoouUi
30. | ACKOPIN Tabnetku, no 10 "meHmapk IHais meHmapk IHgis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/11237/01/01
TabneTok y 6nicTepi; dapmMacbioTUK dapmacbioTukana 3MiHn wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy. peuernmom
no 1 abo no 2, abo no ans JlTa. Nra. BeeaeHHs abo 3MiHu [0 y3aranbHeHWX AaHKX Npo CUCTEMY
5 6nictepis B dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
KapTOHHIN ynakoBLi cucTemy cdhapmMakoHarnsiy, 3MiHa ynoBHOBaXeHoT ocobu,
BiANOBIganbHOI 3a 34iINCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMKa NS 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLW0 BOHa BiAMiHHa BiJ
YNOBHOBaXEHOi 0CcO6M, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsgy (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI macTep-anna cuctemu papmakoHarnsgy) 3miHa
YMOBHOBaXeHOoi 0cobu 3asBHUKa, BiAMOBIAANLHOI 3a
cbapmakoHarnag,.
[itoya pepakuis: MameTtosa [iHa HisiziBHa. [ponoHoBaHa
pepakuisa: Y1e XogHep / Ute Hoeffner. 3miHa KOHTaKTHMX
[OaHnx ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
dapmakoHarnag. BBegeHHs1 KOHTaKTHOT 0CO6U YNMOBHOBAXEHOT
ocobu 3asBHUKA, BiANOBIAANbLHOI 3a hapMakoHarnsag B
YkpaiHi. NMponoHoBaHa pegakuis: MameTtoa HiHa HiasiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0COBM YNOBHOBaXeEHOI
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsas B
YkpaiHi. 3miHa Micus 3AiNCHEHHSI OCHOBHOI OiSNbHOCTI 3
dapmakoHarnsagy. 3miHa micuesHaxomKeHHs macTep-anna
cvucTeMu dpapmakoHarmsay.
31. | AOOUOA kancynu m'siki no 400 DenbTta LLisenuapi xentek MpariBet IHAis BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: BunpaeneHHs 6e3 UA/18232/01/01
MAKC mr, no 10 kancyn Megiken A Nimiten TEXHIYHMX MOMUIIOK, 3rigHo N.2.4. po3ainy VI Hakasy MO3 peuenma
EKCNPEC Mm'skux y bnictepi, no MpomoyLH3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
1,2, 3a6o 10 Al Ykpainu Big 23.07.2015 p Ne 460), ponyuieHux nig yac

6nicTepiB B KapTOHiW
Kopobui

npoBefeHHs npoueaypu peectpadii (Hakas MO3 Ykpainu i
04.08.2020 Ne1789 PN UA/18232/01/01), wo nos'sidaHe 3
HEKOpPEKTHVM NepeknagoM Ha yKpaiHCbKy MOBY Ha3BM
nepBuHHOI ynakosku J13 (3aTBepakeHo: cTpun;
3anponoHoBaHo: bnictep): BupobHuk J13 BukopuctoBye y
p.3.2.P.7.Cuctema KoHTelHep/3akynoptoBanbHui 3aci6. Ta
iHWKMX po3pinax gocke Ha3By blister strip, wo npuseno o
HeBipHOro nepeknagy - 6nicreposanui ctpun. HasesHa 3asaBa
Big BUpOOHWKa, Lo nuiie 6nictep 6yB i € E4UHUM TUMOM
nepBuUHHOI ynakoBku J13. 3asHaveHi BUNpaBrneHHs
BiAMOBIAaTb MaTepianam peecTpauinHoOro Aocbe. TexHIYHy
NOMWIIKY BUNPaBMeHO B iHCTPYKUIT AN MeguyHoro
3acTtocyBaHHs J13 y p. "YnakoBka". 3atBepaxeHo: Mo 10
Kancyn M’sikux y ctpuni; no 1, 2, 3 abo 10 cTpuniB y KapTOHHil
kopobui. 3anponoHosaHo: o 10 kancyn M’skux y 6nictepi; no
1, 2, 3 abo 10 6nicTepiB y kKapTOHHI kopobui. B TekcTi
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
mMapkyBaHHs ynakosok J13. 3atsepmkeHo: AOPUNOA MAKC
EKCMNPEC, kancynu m’siki no 400 mr, no 10 kancyn M’akux y
cTpuni, no 1 abo 2 abo 3 abo 10 cTpunie B KAPTOHHIN KOPOOLi.
3anponoHoBaHo: AGONIOA MAKC EKCIIPEC, kancynu M’saki
no 400 mr, no 10 kancyn M’sikux y 6nictepi, no 1 abo 2 abo 3
abo 10 GnicTepiB B KAPTOHHIN KOPOOLL
32. | AOOPUOA rpaHynu ans opansHoi HenbTa LLisenuapi dariH Pyac ena ITanisa BHECEHHS 3MiH 40 peecTpaLiiHUX MaTepianiB: yTOYHEHHS B 3a UA/12718/01/01
POPT- cycneHsii, 100 mr/2 r Mepiken a dapmackioTikanc Hakasi Ne 945 Big 23.04.2020 poky Logo HanucaHHs Buay peuenmom
HIMECYNIA no2ry cawe; no 1 MpomMoyLH3 H.T.M. C.IMN.A. ynakoBKu: 3MiHW | Tuny - 3MiHK Woao 6e3nekun/edeKTUBHOCTI
abo no 3, abo no 6, Al Ta hapmakoHarnsagy. BeeaeHHs abo 3miHW [o y3aranbHeHUx
abo no 30 abo no 999 AaHUX Npo cuctemy apmMakoHarnsgy (BBeAeHHst
cawue, 3'eQHaHUX No y3aranbHeHVX AaHuxX Npo cuctemMy dapmakoHarnsgy, aMiHa
TpW 3 NiHieo YMOBHOBaXXEHOi 0COOM, BignoBiganbHOI 3a 30iNCHEHHS
nepdopalii, B apmakoHarnsay; KOHTakTHoOI ocobu 3 dhapmakoHarnsay
KapTOHHIN kopooui 3asBHMKa ANs 34iNCHeHHs bapmakoHarnagy B YKpaiHi, aKwo
BOHa BiAMiHHa Bif yNoBHOBakeHOi ocobu, BiaNoBiaanbLHOI 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYavm KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilleHHi MacTep-caiina cuctemm
dapmakoHarnagy) - 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA,
BigNoBiganbHoI 3a 34iMCHEHHSA chapMakoHarnsay.
MponoHoBaHa pepakuis: BeHrep Nlogmuna AHatoniisHa.
3MiHa KOHTaKTHMX AaHNX YNIOBHOBAaXEHOi ocobu,
BiANOBIganNbHOI 3a 34iMCHEHHSA hapMakoHarnsay
33. | ALUECOJ1b PO34uH NS iHdys3ii; TOB "HOpisi- YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/13740/01/01
no 200 mn a6o 400 mn dapm” 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
Y CKINSHUX NAsILIKaX; 3MiHu) OHOBMNEHHS TEKCTY MapKyBaHHS! YMakoBKMN MikapCbKoro
no 200 mn a6o 400 mn 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs OAUHULb
y noniMepHux BMMIiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTSAroM
KOHTerHepax 6 MicauiB nicns 3aTBEPOXEHHS.
34. | BAJTAHC pO34uH Ansi DdpeseHiyc HimeuunH | ®peseHiyc Megwukan HimeuunHa BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - 3a UA/18018/01/01
1,5% nepuToHeansHoro Megukan Kep a Kep donunang 3MmiHu Wwoao 6e3nekun/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
FMIOKO3U dianisy Oonunang M6X 3MiHM) OHOBMEHHSA TEKCTY MapKyBaHHS YNaKkoBKW NikapCcbKoro
1,25 no 2000 mn a6o 2500 6X 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oAUHULb
MmMonb/n My cuCTeMi BMMIipIOBaHHS y cuctemi Sl. TepmiH BBeAeHHS 3MiH NpoTArom 6
KANbUIKO [ABOKaMepHOro Millka MicsiLiB micnst 3aTBEpOXKEHHS.
cTenscend; no 4
MILLIKM Y KAPTOHHIl
Kopobui;
no 3000 mn y cuctemi
[ABOKaMepHOro Mmilka
cninecend; no 4 MiLku
Y KapTOHHIlA kopobLi;
no 5000 mn y cuctemi
[ABOKaMepHOro MiLlka
cninecend; No 2 MiLku
Y KapTOHHIi KOpoobUi
35. | BAJTAHC pO34KH Ans dpeseHiyc HimeuwunH | Ppeseniyc Megukan HimeyuunHa BHECEHHA 3MiH [0 peecTpauiiHix maTtepianis: 3MmiHu | Tuny - 3a UA/16099/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
1,5% nepuToHearbHOro Meawvkan Kep a Kep OonunaHg 3MiHu 3 sikocTi. F'oToBWI Nikapcbkuii 3acib. Cuctema peuernmom
FMIOKO3U Aianisy no 2000 mn Honunang mM6X KOHTenHep/3akynoptoBanbHuUi 3aci6. 3MiHa po3mipy ynakoBku
1,75 abo 2500 mn y m6X roTOBOrO MikapCbKoro 3acoby (3miHa KinbKoCTi 0ANHULIb
MMOonb/n cuctemi (Hanpuknag TabneTok, amnyn TOLWO) B yNakoBLi:) - 3MiHa y
KANbLUIKO OBOKaMepHOro MiLluka [iana3oHi 3aTBEpXXEHNX PO3MIPIB YNaKoBKM - A0AABaHHS
cTenscend; no 4 [0[aTKOBOI YNaKoBKM 3 MapKyBaHHSM YKpaiHCbKOIO Ta iHLIMMM
MiLLKa Y KapTOHHiW MOBaMM [10 BXXE 3aTBEPPKEHOI YNaKOBKM NikapCbkoro 3acoby
kopo6ui; no 3000 mn y 3i cTukepamm, 6e3 3MiHM NEPBMHHOI YNakoBKkK Ta 3
cucrtemi Bi4NOBIgHMMYM 3MiHaMK 0 p. YNakoBka. 3MiHU BHECEHO B
OBOKaMepHOro MiLluka iHCTPYKLUilO AN MeQMYHOro 3aCTOCyBaHHs y p. "YnakoBka" 3
cninscend; no 4 miwka BiAMOBIAHMMM 3MiIHAMW Y TEKCTi MapKyBaHHS yMakoBKN
Y KapTOHHIl KopobLi; nikapcbkoro 3acoby (BeeaeHHs 3MiH npoTsrom 6-Tu micauis
no 5000 mn y cuctemi nicns 3aTBepaKeHHs); 3MiHu | Tuny - 3MiHn Wwopao
ABOKaMEepHOro Millka 6esnekn/edekTMBHOCTI Ta hbapmakoHarnaay (iHLwi 3miHu) -
cninecend; no 2 miwka 3MiHM BHECEHO Y TEKCT MapKyBaHHSI CTUKEpPIB A4S yNakoBOK
Y KapTOHHi KOpoobUi 2000 mn ta 2500 mn, a came: godaBaHHS iHbopmallii Wwoao
BMPOGHMKa (BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBEpOKEHHS); 3MiHM | Tuny - 3MiHK Wwono
6esnekn/edekTMBHOCTI Ta hapmakoHarnaay (iHLwi 3miHu) -
OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKoro 3acoby
3 BHECEHHAM iHdopMaLii Woao 3a3HavYeHHs OANHULb
BMMIipIOBaHHs y cuctemi S| (BBegeHHs 3MiH NpoTsrom 6-1m
MicsLiB nicnsi 3aTBEpOXKEHHS)

36. | BAJTAHC pO34MH ans PdpeseHiyc HimeuunH | ®peseHiyc Megwukan HimevuunHa BHECEHHS 3MiH A0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/18019/01/01
2,3% nepuToHeansHoro Megukan Kep a Kep donunang 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
FNMIOKO3U Aianidy no 2000 mn Oonunang m6X 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHA YNaKOBKW MiKapCbKOro
1,25 abo 2500 mn y 6X 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs! oaUHULb
MmMonb/n cuctemi BMMIipIOBaHHS y cuctemi SI. TepmiH BBeAeHHS 3MiH NpoTsrom 6
KANbLUIKO OBOKaMepHOro MiLluka MiCsILiB Micnsi 3aTBEPOKEHHSA

cTenscend; no 4
MILLIKM Y KAPTOHHIl
kopo6bui; no 3000 mny
cuctemi
OBOKaMepHOro MiLluka
cninecend; no 4 miwku
Y KapTOHHIl kopobLi;
no 5000 mn y cuctemi
OBOKaMepHOro MiLluka
cninecend; No 2 MiLku
Y KapTOHHI Kopoobui

37. | BAINAHC po34uH AN PdpeseHiyc HimeuunH | ®peseHiyc Megukan HimeuunHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16100/01/01
2,3% nepuToHearbLHOro Megukan Kep a Kep JonunaHg 3MiHu 3 AkocTi. FoToBWI Nikapcbkuii 3acib. Cuctema peuenmom
FNIOKO3U gianisy no 2000 mn Honunang Mm6X KOHTeWHep/ 3aKynoptoBanbHui 3acib. 3MiHa po3mipy ynakoBku
1,75 abo 2500 mn y oX roTOBOro MiKapCbKoro 3acoby (3MiHa KinbKOCTi OQNHULb
MMOnb/n cucTemi (Hanpuknag TabneTok, amnyn TOLWO) B yNakoBLi:) - 3MiHa y
KANbUIKO OBOKaMepHOro MiLluka [iana3oHi 3aTBEpAXEHNX PO3MIPIB YNaKoBKM - A0AABAHHS

cTeviecend; no 4 [O[aTKOBOI YMaKoBKM 3 MapKyBaHHAM YKPaiHCBKOIO Ta iHLLIMMMN
MiLLKa Y KapTOHHIW MOBaMU [0 BXe 3aTBEPPKEHOI YNaKoOBKM NikapCcbkoro 3acoby
kopo6ui; no 3000 mny 3i cTvkepamu, 6e3 3MiHM NePBUHHOI YNAKOBKK Ta 3




11 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
cuctemi BiAMOBIAHMMM 3MiHaMU 40 p. YnakoBka. 3MiHW BHECEHO B
OBOKaMepHOro MiLluka IHCTPYKLUilO AN MeQMYHOro 3aCTOCyBaHHs y p. "YnakoBka" 3
cninecend; no 4 Miwka BiANOBIAHVMM 3MiHAMM Y TEKCTi MapKyBaHHS ynakoBKN
Y KapTOHHIN kopobLyi; nikapcbkoro 3acoby (BBeaeHHs 3MiH NpoTArom 6-Tv MicauiB
no 5000 mn y cuctemi nicns 3aaTBepaKeHHs); 3MiHu | Tuny - 3MiHn Wwoao
[BOKaMepHOro Milka 6e3nekn/edekTMBHOCTI Ta hapmakoHarnaay (iHLwi 3miHu) -
cninecend; no 2 miwka 3MiHM BHECEHO Y TEKCT MapKyBaHHs1 CTUKEpPIB ANS yNaKoBOK
Y KapTOHHIl kopoobuUi 2000 mn Ta 2500 mn, a came: gogaBaHHs iHcpopmalii Wwoao
BMpOGHMKa (BBeaeHHs 3MiH npoTsrom 6-Tu micauis nicns
3aTBEPAKEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edekTVBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHu) -
OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHhopMaLlii OO0 3a3HaYEeHHsT OONHULb
BMMIipIOBaHHs y cuctemi S| (BBegeHHs 3MiH npoTsrom 6-1m
MicsaLiB nicns 3aTBepAXeHHS)
38. | BAJIAHC po34MH Ans PdpeseHiyc HimeuunH | ®peseniyc Megwukan Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/16101/01/01
4,25% nepuToHearbHOro Meawkan Kep a Kep OonunaHg 3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acid. Cuctema peuernmom
FMIOKO3U gianizy no 2000 mn Honunang M6X KOHTenHep/3akynoptoBanbHuin 3acib. 3MiHa po3mipy ynakoBku
1,75 abo 2500 mny m6X roTOBOro MiKapCbKOro 3acoby (3MiHa KinlbKOCTi OANHULb
MMOnb/Nn cuctemi (Hanpuknag TabneTok, amnyn ToLWO) B yNakoBLi:) - 3MiHa y
KAnNbUIKO OBOKaMepHOro Millka [ianasoHi 3aTBepAXXeHNX PO3MIpIB YNakoBKX - A0AABaHHS
cTeviecend; no 4 [0AAaTKOBOI YMaKOBKM 3 MApKyBaHHAM YKPaiHCLKOIO Ta iHLLIMMMN
MiLLKa Y KapTOHHiW MOBaMU 0 BXe 3aTBEpPOKEHOI YNaKOBKW MikapCbKoro 3acoby
kopo6ui; no 3000 mn y 3i cTukepamm, 6e3 3amMiHM NEePBMHHOI YNakoBK/ Ta 3
cuctemi BiAMOBIAHMMU 3MiHaMU [0 p. YNakoBka. 3MiHW BHECEHO B
OBOKaMepHOro MiLluka iHCTPYKLiO AN MeQMYHOro 3aCTOCYBaHHs y p. "YnakoBka" 3
cninecend; no 4 miwka BigMNOBIgHVMM 3MiHAMU Y TEKCTi MapKyBaHHS ynakoBKN
Y KapTOHHI KOpOOLi; nikapcbkoro 3acoby (BeegeHHs 3amiH npotsrom 6-tu micauis
no 5000 mn y cuctemi nicns 3aTBepaKeHHs); 3MiHu | Tuny - 3MiHn Wwopao
ABOKaMepHOro Milluka 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLwi 3miHn) -
cninecend; no 2 miwka 3MiHM BHECEHO Y TEKCT MapKyBaHHsI CTUKEPIB A yNaKoBOK
Y KapTOHHI kopoobui 2000 mn Ta 2500 mn, a came: gofgaBaHHs iHpopmalii Wwoao
BMpOGHMKa (BBeaeHHs 3MiH npoTsirom 6-Tu Micsuis nicns
3aTBEPAKEHHS); 3MiHM | Tuny - 3MiHW Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnaay (iHLwi 3miHu) -
OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
3 BHECEHHAM iHhopMaLlii LWOAO0 3a3HaYEeHHS OONHULb
BMMIipIOBaHHs y cuctemi S| (BBegeHHs 3MiH NpoTsrom 6-1u
MicsaLiB nicnsa 3aTBepAXEHHS)
39. | BEH3UNBEH ma3b, 200 mr/r,no 30 r | AT "IpiHgekc” JlaTBist AT TanniHHcbKkui EcToHin BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - be3 UA/7710/01/01
30AT B Ty6i; no 1 Ty6i B dapmaLleBTUYHUIA 3MiHu wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy (iHwi | peuyenma
FPIHOEKC navli KapTOHHiIN 3aBof 3MiHK) - OHOBMEHHSA TEKCTY MapKyBaHHS YNakoBKW NikapcbKoro

3acoby 3 BHECEHHAM iHcbopmaLii LWOoAo 3a3HaYEeHHS OQUHULb
BMMIiptoBaHHs y cuctemi Sl. 3amiHa posginy “I'pacuyeckoe
odhopmneHmne ynakosku” Ha “Mapkuposka” MKA J13.
3aTBepaxeHo: Mpadmyeckoe ohopmneHne ynakoBkm
CoOTBETCTBYET NpeaocTaBneHHoMy rpacduyeckomy
0hopMIEHNIO YNakoBKK. 3anponoHOBaHO:
MapkupoBka CornacHo yTBep>aeHHOMY TEKCTY MapKMPOBKU.
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BBegeHHs 3MiH NpoTsArom 6-Tv MicaUiB Nicnsi 3aTBEPAXKEHHSA
40. | BEPOOYAII® | aepo30rb 4030BaHWI BepiHrep HimeuunH BepiHrep HimeyunHa BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: TexHi4Ha 3a UA/5322/01/01
H no 10 mn (200 pos) y IHrenbxanm a IHrenbxavim ®apma nomwurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460). peuernmom
mMeTanesoMy IHTEepHeLwwHN MG6X i Ko. KI BunpasneHHs TexHiyHoi nomunkn y MKA, sika 6yna gonylieHa
6anoHuunky 3 m6X npu BHeceHHi 3MiH oo MK#A (Hakas Ne 777 Big 04.04.2020 p)
[03Y4MM KnanaHom; CTOCY€ETbCS1 HEBIPHO 3a3HayeHoi Ha3Bu napameTpy 3a n.13 B
no 1 6anoH4KKy B MKA B cneuudikauii rotoBoro nikapcbkoro 3acoby Ta Haseu
KapTOHHiI kopooLi BiANOBIAHOro MeToy KOHTPONS, a CaMe 3a3Ha4YeHo:
«OpgHopoaHoCTb Jo3MpoBaHus B npeaenax cepun SCH 1000
BR(moHorngpat) TH 1165 BR» 3amictb: «OgHopogHOCTL
BbICBOOOXOaemon Ao3bl B npeaenax cepun SCH 1000 BR
(moHorugpat), TH 1165 BR». 3micT cneuudikadii (aonyctumi
rpaHuli, MeTon) Ta METOA KOHTPONS 3anuvLialTbesa 6e3 3MiH.
3a3HaveHe BUNpaBrieHHs Bignosigae martepianam
peecTpauiiHoro JOCLE.
41. | BETAMOAO cnpen Ansa poToBoi ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/16473/01/01
nnoc NOPOXHMHK; Nno 20 mn obMexeHo obBMexeHo BHECEHHS 3MiH J0 po3ainy “MapkyBaHHa” MKA J13: peuenma
abo no 30 mn, abo no BignoBiganbHi BigNoBiganbHIiCTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo oo
50 mn y conakowi 3i CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
cKna 3 opanbHUm "dapmaneBTu KoMnaHisi "3gopos's" MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOT YNaKOBKW MikapCbKoro
po3nunoBanbHUM YHa KoMMaHis 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oauHULb
NPUCTPOEM Ta "3popos's" BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
3anobikHUM MicAUiB Nicnsa 3aTBEPAXEHHSA
KOBMaykoM B
KomnnekTi; no 1
(hnakoHy 3 opanbHUM
po3nunoBanbHUM
NMPUCTPOEM i
3anobixHUM
KOBMaykoM y kopobui 3
KapTOHY
42. | BETAMAKC Tabnetku no 200 wmr; AT "Ipinaekc" Natsis AT "Ipinaexc" Natsis BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/16487/01/03
no 10 TabneTok y 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
6nictepi; no 3 3MiHn) BHeceHHs 3miH go po3sginy “ Mapkuposka” MKA N3.
6nictepu B navui 3aTBepaxeHo: B cooTBETCTBUM C YyTBEPXKAEHHBIM TEKCTOM
MapKMpPOBKW, KOTOPbIV Npunaraetcs. 3anponoHoBaHoO:
CornacHo yTBepXXAEHHOMY TEKCTY MapKVpOBKU. BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB Nicns 3aTBepAKEHHSA
43. | BETAMAKC Tabnetku no 50 mr no AT "Ipinaekc" Natsis AT "Ipinaexc" Natsis BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/16487/01/01
10 TabneTtok y 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
6nicTepi; no 3 3MiHW) BHeceHHs1 3amiH o po3gainy “ Mapkuposka” MKA N3.
6nictepu B nayui 3 3aTBepaxeHo: B cooTBETCTBUM C YyTBEPKAEHHBIM TEKCTOM
KapToHY MapKupOBKM, KOTOPbIV NpuraraeTcs. 3anponoHOBaHO:
CornacHo yTBepXOEHHOMY TEKCTY MapKUpOBKU. BBeeHHS
3MiH NPOTSArom 6-Tu MICAILIB NiCNs 3aTBEPOKEHHS.
44. | BETAMAKC Tabnetkun no 100 wmr; AT "IpiHaexc" Natsis AT "Ipinaexc" Natsis BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/16487/01/02
no 10 TabneTok y 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy (iHwi | peyenmom
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepi; no 3 3MiHW) BHeceHHs 3miH go po3sginy “ Mapkuposka” MKA 3.
6nictepu B nayuij 3 3aTBepaxeHo: B cooTBETCTBUM C YTBEPXKAEHHBLIM TEKCTOM
KapToHY MapKMpPOBKW, KOTOPbIV NpunaraeTcs. 3anponoHoBaHoO:
CornacHo yTBepXAEHHOMY TEKCTY MapKVpOBKU. BBeaeHHs
3MiH NPOTArom 6-Tu MICSILIB MiCNs 3aTBEPOXKEHHS.
45. | BIOAPOH C cvpon no 100 mn 'y ditochapm Monbla ditodhapm KneHnka Monbwa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/0687/01/01
nakoHi; no 1 Knenka C.A. C.A. 3MiHun wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
dnakoHy pasom 3 3MiHN) - 3MiHM BHECEHi B TEKCT MapKyBaHHS! yNakoBKU
MipHOIO CKIMSIHKOI B nikapcbKkoro 3acoby LoAo 3a3HaYeHHs MiXXHapOAHMX
KapTOHHiN kopobui no3HayveHb OAVHWLL BUMIPOBaAHHA. TepMiH BBEAEHHS 3MiH
npoTArom 6 MicsuUiB nicnsi 3aTBepAKEHHS
46. | BPAOIYM® TabneTkn, BKpUTI AT "dapmak” YkpaiHa MAT "dapmak”, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17406/01/01
NMiBKOBOO Ykpaina BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA N3; peuenmom
060noHKoto, Nno 5 wr, (BUpPOOHULTBO 3 3anpornoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepa)KeHoro
no 14 tabnetoky npoaykuii in bulk TeKCTy MapkyBaHHs. OHOBMEHHSI TEKCTY MapKyBaHHS YNakoBKu
6nictepi; no 4 dipmun-BUpoBHMKa nikapcbKoro 3acoby 3 BHECEHHAM iHdopmaLii Woao
Gnictepu y nayui IxeHedapm CA, 3a3HayYeHHs1 O AMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs
peuist) 3MiH NPOTAroM 6-TK MicsUIB NicNs 3aTBEPKEHHSA
47. | BPAOIYM® TabneTkn, BKpUTI AT "®apmak” YkpaiHa MAT "dapmak”, YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/17406/01/02
NniBkOBOIO YkpaiHa BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3; peuenmom
06ornoHkoto, no 7,5 mr, (BUpPOOHULTBO 3 3anpornoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaKeHoro
no 14 tabnetoky npoaykuii in bulk TEeKCTy MapkyBaHHSA. OHOBNEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
6nictepi; no 4 dipMu-BUpOGHMKa nikapcbkoro 3acoby 3 BHECEHHSM iHdopMaLii Woao
Gnictepu y navui IxeHedapm CA, 3a3HayYeHHs1 O AMHULb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs
peuis) 3MiH MPOTAroM 6-Tu MicsAUiB NicnsA 3aTBEPAKEHHS
48. | BPIOHIT® Kpanni o4Hi, po3unH no | AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17935/01/01
5 mn y dnakoHi; no 1 BHECEHHS 3MiH o po3sainy «MapkyBaHHa» MKA N3; peuernmom
abo 3 nakoHu y 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaxeHoro
navui TeKCTy MapkyBaHHs1. OHOBMEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
nikapcbKkoro 3acoby 3 BHECEHHAM iHdopmaLii Woao
3a3HauYeHHs1 O AMHULL BUMIPIOBAHHS y cucTemi Sl. BBeaeHHsi
3MiH NPOTArom 6-Tn MicsLiB NicNs 3aTBepAKEHHS
49. | BPOMIEKCWU | cupon, 4 mr/5 mn; no AT "Ipinaexc" Natsis AT "I'pinaexc" Natsis BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHm | Tuny - bes UA/3727/02/01
H rPIHOEKC 100 mn y chnakoHi; no 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenma
1 donakoHy B nayui i3 3MiHW) 3MiHM B TEKCTi MapKyBaHHS! YNaKkoBKW fikapCbKoro
KapTOHY 3aco0y LWoA0 3a3HaYeHHs MDKHApOAHWNX NMO3HaYeHb OAVHULb
BMMiptoBaHHs. 3amiHa posainy “I'pacduyeckoe odopmneHne
ynakoBku” Ha “MapkupoBka” MKA J13. 3aTtBepmxkeHo:
"padmnyeckoe odpopmneHmne ynakosku CooTBeTCTBYET
npefocTaBreHHOMY rpadpuieckomy N306pakeHMIo YNakoBKU.
3anponoHoBaHo: MapkupoBka CornacHo yTBepXX4eHHOMY
TEKCTY MapKUpPOBKM.
TepMiH BBeAEHHS 3MiH - 6 MicALIB Nicris 3aTBEPAXEHHS.
50. | BPOHXATIC- | Tabnetku, no 50 Bionoriwe HimeuumH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu | Tuny - be3 UA/1932/01/01
XEEINb Tabnetok y Xannbmittens a Xannemitrens 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy (iHwi | peuyenma
KOHTElHepi; no 1 Xeenb M'm6X Xeenb 'M6X 3MiHN1) OHOBMEHHSA TEKCTY MapKyBaHHS NEPBUHHOI Ta
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTelHepy B kopobui BTOPWHHOI YNakoBKW Nikapcbkoro 3acoby i3 3a3HavyeHHAM
MiXXKHapOAHUX NO3HaYeHb OAMHULL BUMIpIOBAHHSA. BHECEHHs1
3MiH go po3giny “MapkyBaHHa” MKA J13. 3aTBepaxeHo:
MAPKYBAHHA. nepB1HHOI Ta BTOPUHHOT yNaKoBKK
[oaaeTbes. 3anponoHOBaHO:
MAPKYBAHHA. BignosigaHo Ao 3aTBEpPOXKEHOro TEKCTY
MapKyBaHHs. BBeaeHHs 3MiH MpoTarom 6-Tu micauiB nicns
3aTBEPAKEHHS.
51. | BATAUUT TabneTkn, BKpUTI MaHaues IHpis MaHaues BioTek IHAis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/17550/01/01
NniBKOBOI 0BONOHKO Biotek JlTa. dapwma JlTa. AamiHicTpaTvBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu | peuernmom
no 450 mr no 2 MicLs NPOBafKeHHs AisinbHOCTI BUpoBOHWKa/imnopTepa
TabneTku y 6nictepi, roTOBOro MiKapCbKOro 3acoby, BKIMOYaUM AiNbHUL BUMYCKY
no 5 Gnictepis y cepii abo MicLle NpoBeAEeHHS KOHTPOIIO AKOCTI. (QiANbHICTb, 3a
KapTOHHiIN kopobui SKy BiAMNOBiAae BUPOOHWMK/IMMOPTEP, BKIOYA4M BUMYCK CEpiit)
3MiHa Ha3Bu BUpobHuka 13, 6e3 3aMiHu micusa BUpobHMLTBa
BBegeHHs 3MiH npoTsarom 6-T1 MicauiB nicns 3aTBepAKeHHS.
52. | BA3UNIN® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHux MmaTtepianiB: yTOYHEHHSA 3a UA/3792/01/04
NniBkOBOIO HoBeo mecTo mecTo, CrioBeHis peecTpauiniHoro Homepa B Haka3i MO3 YkpaiHu Ne 1980 peuenmom
oboroHkoto, no 40 mr; (B1po6HMLTBO "in Bif 28.08.2020 B npoLieci BHECEHHSA 3MiH (3MiHu | TNy -
no 7 TabneTtok y bulk", nepBuHHe Ta 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy (iHwi
6nictepi; no 2 abo no BTOPWHHE 3MiHW) - OHOBMNEHHA TEKCTY MapKyBaHHS YMakoBKW NiKapCbKOro
4, abo no 12 Gnictepis nakyBaHHs, 3acoby 3 BHECEHHAM iHdopMaLlii O[O 3a3Ha4YeHHSA OAMHULb
Y KapTOHHIlA kopoobui KOHTPOrb Ta BUMYCK BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3mMiH npoTsrom 6-x
Cepin; KOHTPONb MicsauiB nicns 3aTBepaxeHHs1). Pepakuis B Hakasi:
cepin); llabena UA/3792/01/01. BipHa pepakuin: UA/3792/01/04.
n0.0.0., CrnoseHis
(kOHTpOIb cepiit)
53. | BA3OCTAT- TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/3579/01/01
3[00POB'A NniBKOBOO obmexeHo obmexeHo OHOBIEHHSA TEKCTY MapKyBaHHS yNakoBKv Nikapcbkoro 3acoby | peuernmom
obornoHkoto, no 10 wr, BignoBiganbHi BignoBiganbHiCcTIO 3 BHECEHHSAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
no 10 TabneTok 'y CTIo "®apmaueBTnyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo posainy
6nictepi; no 3 "®PapmaLeBTn KOMMaHis “MapkyBaHHsa” MKA J13: 3anponoHoBaHo: MAPKYBAHHA
6nictepu B kopobui YHa KOMNaHis "38pnopos's", YkpaiHa BignosigHo Ao 3aTBepaXeHOro TEKCTY MapKyBaHHS. TepMiH
"3pnopos'a" (Bci cTagii BBEAEHHS 3MiH NPOTAroM 6 MicaUiB nicrs 3aTBEpAXKEHHSI
BMPOGHMLTBA,
KOHTPOMb AKOCTI,
BUNYCK cepii);
ToBapucTtBo 3
obmexeHo
BiANOBigaNbHICTHO
"®APMEKC IPYM",
YkpaiHa (Bci cTagii
BUPOOHMUTBA,
KOHTPOMb SKOCTi)
54. | BA3BOCTAT- TabneTku, BKPUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/3579/01/02
300POB'A NniBKOBOKO oBMexXeHo obmMexeHo OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW MikapcbKoro 3acoby | peyenmom
obornoHkoto, no 20 wmr, BianoBiganbHi BignoBiganbHIiCTIO 3 BHECEHHSAM iHopMaLlii LWOAO0 3a3HaYeHHsT o anHULb
no 10 Tabnetok y CTIo "PapmaueBTUYHa BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
6nictepi; mo 3 "®apwmaneBTu KOMMaHis “MapkyBaHHs” MKA J13: sanponoHoBaHo: MAPKYBAHHA
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepu B Kopobui YHa KoMnaHis "3popos's", YkpaiHa BignosigHo 40 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. TepMmiH
"3popos's" (Bci cTapji BBEAEHHSA 3MiH NpoTArom 6 micauis nicns saTBepoXeHHs
BUPOGHMUTBA,
KOHTPOMb SKOCTI,
BMNYCK cepii);
ToBapucTtBeo 3
obmexeHoto
BiANOBIgANbHICTIO
"®APMEKC Py,
YkpaiHa (Bci cTtagii
BMPOOHMLTBA,
KOHTPOMb SKOCTi)
55. | BA3BOCTAT- TabneTtkn, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTtBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/3579/01/03
300POB'A NniBKOBOIO obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW MikapcbKkoro 3acoby | peyenmom
obornoHkoto, no 40 wr, BignoBiganbHi BigNoBiganbHIiCTIO 3 BHECEHHAM iHdopMaLii LWoao 3a3HavYeHHSA OAMHULb
no 10 Tabnetoky CTIo "®apmaueBTnyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MiH go posainy
6nictepi; no 3 "®apmaneBTn KOMMaHis “MapkyBaHHs” MKA J13: 3anponoHosaHo: MAPKYBAHHA
6nictepu B kopobLi YHa KOMNaHis "3popos's", YkpaiHa BignosigHo Ao 3aTBepOXEHOro TEKCTY MapKyBaHHS. TepMiH
"3popos's" (Bci cTapji BBEAEHHA 3MiH NpoTArom 6 micauis nicns saTBepaXeHHs
BMPOGHMLTBA,
KOHTPOMb AKOCTI,
BMNYCK cepii);
ToBapwucTtBo 3
obmexeHo
BiAMNOBIgANbHICTIO
"®APMEKC IPYM",
YkpaiHa (Bci cTagii
BUPOBHMLTBA,
KOHTPOIb SKOCTI)
56. | BAPIIPUKC niogpinizat ans nakcoCmiTKn Benuka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH 10 peecTpauifHUX MaTepianis: TexHiYHa 3a UA/15966/01/01
™/ PO34UHY ANS iH'eKuin anH Exkcnopt BpuTtaHisa Bionogxikans C.A. nomunka MIBIT (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) - | peuennmom
VARILRIX™ no 1 gosi; 1 conakoH 3 Nimiteq BUMpPAaBIEHHSA TEXHIYHOT MOMUIIKN B HOMEPI peecTpaLinHoro
BAKLIMHA niogpinizatom Ta 1 NOCBIAYEHHS, 3a3Ha4E€HOMY Y KOMOHTUTYNI NPOEKTY IHCTPYKLiT
ansa amMnyna 3 08 MeAMYHOro 3aCTOCyBaHHS; 3anpornoHOBaHO:
NPO®INAKT PO34YMHHMKOM (BOAA SATBEPI)KEHO
KU Ans iH'ekuin) B Haka3s MiHictepcTBa oxopoHu 3gopos'sa Ykpainu 13.05.2017
BITPAHOI NNacTMKOBOMY Ne516 PeectpauiitHe nocsigueHHs Ne UA/15966/01/01.
BICIMU XXUBA | koHTeliHepi B 3asHayeHe BMMNpaBMeHHs BiAMoBidae MaTepianam
ATEHYMOBA | kapToHHiit kopobLi; 1 peecTpaLinHoro 4ocbe
HA bnakoH 3

niocpinizatom Ta 1

nonepegHbL0

HaMoOBHEHMWI LWNpUL, 3
PO34YMHHMKOM (BOAA
Ans iH'ekuin) y
KOMMMEKTi 3 ABOMa
rornkamv B
nnacTukoBOMYy
KOHTeViHepi B
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KapTOHHiIl kopobuyj;
100 cbnakoHiB 3
niocpinizatom Ta 100
amMnyn 3 PO34YNHHUKOM
(soga ans iH'ekuin) (8
YapyHKOBI/ ynakoBLii)
B OKPEMUX KAPTOHHUX
KopobGkax
57. | BENO3 TabneTkn, BKpUTI ToppeHT IHais ToppeHT IHgis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/4849/01/02
06010HKoI0, dapmacbioTika dapmacbioTikanc 3MiHun wopo 6e3neku/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peuenmom
KMLLKOBOPO34MHHI, N0 ncntg It 3MiHM) OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKW ikapCbKOro
20 mr, no 10 TabneTok 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oAuHULb
y cTpwni; no 2 abo 3 BMMIpIOBaHHS y cuctemi Sl
CTPVNV B KapTOHHIMN BHeceHHs 3miH Ao posainy MKA: MAPKYBAHHA. BeepgeHHs
ynakoBLi 3MiH NPOTAroM 6-T1 MicsUIB NicNs 3aTBEPKEHHA
58. | BEHKNIKCTO | tabnetku, BKpuTI E66Bi LLisenuapi E668i Annpneng HI Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu |l Tuny - 3a UA/16667/01/01
® NNiBKOBOO Biodapmackto A B.B., IpnaHaia HimevuunHa 3miHn wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuenmom
obonoHkoto, 10 mr; Ne Tikan3 M6X (BMPOGHMLTBO 3MiHM y TepaneBTUYHKX NOKa3aHHSX (4oAaBaHHS HOBOroO
14: no 2 Tabnetkn y nikapcbKoro 3acooy, TepaneBTUYHOro Noka3aHHA abo 3miHa y 3aTBEpAKEHOMY
Gnictepino 7 TECTYBaHHs); rokasaHHi). 3MiHM BHECEHO A0 IHCTPYKLUii NS MeanYHoro
GnicTepiB y KapTOHHil EGGBi JonuneHa 3acTocyBaHHS nikapcbkoro 3acoby o po3giny "lMokaszaHHs"
Kopooui 'mbX i Ko. KT, (mopaBaHHs MokasaHHs 40 3aCTOCyBaHHS 3 00iHyTy3ymabom)
HimeuuunHa Ta, siK Hacnigok, Ao po3ainis "OcobnmMBOCTi 3acToCcyBaHHA",
(BpOBHMLTBO, "Cnoci6 3actocyBaHHs Ta go3un", "MobiuHi peakuii" Ta
nakyBaHHs Ta aHaroriyHi 3MiHM BHECEHO A0 KOPOTKOI XapakTepucTukn
TEeCTyBaHHs nikapcbkoro 3acoby fo posainis 4.1, 4.2, 4.5, 4.9, a Takox Ao
NPOMIiXXHOrO po3giny 5.1 (dogaeTbcs onvc JocnigKeHb CTOCOBHO HOBOMO
ekcTpyaarty nokasaHHs1). BBeieHHs 3MiH NpoTsArom 6-Tn MicsLiB nicns
BEHETOKINaKCy; 3aTBepAKeHHS. 3Mminu Il Tuny - 3miHn WwWoao
nepBuHHe Ta 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3MiHU y KOPOTKil
BTOPUHHE XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta

nakyBaHHs, BUMyCK
cepii rotoBoro
nikapcbKkoro 3acoby)

IHCTPYKUIiT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3 HOBUMU
[aHMMIN 3 AKOCTI, AOKMIHIYHUMM, KIiHIYHUMK AaHUMK Ta
AaHnMu 3 dpapmakoHarnagy. 3MiHM BHECEHO [0 iHCTPYKLUi Ans
MeAMNYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3Ainis
"®apmakonoriyHi BnacTmBocTi" (LL0J0 KaHLEepOreHHOCTi),
"OcobnuBocTi 3acTocyBaHHsA" (oo iHdekuin), "Cnocid
3aCTOCYBaHHS Ta A03U" (YTOYHEHHS peXMMY A03yBaHHS),
"MobiyHi peakuii" (qogaBaHHst NOBIYHMX peakuiit) Ta iHLi
peAaKLilHi NpaBKK Ta YTOYHEHHS A0 TEKCTY, @ TAKOX BHECEHO
aHaroriyHi 3MiHM 40 KOPOTKOi XapaKTepPUCTUKN FTiKkapCbKoro
3acoby Ao posgainis 4.2, 4.5, 4.9, 5.3 Ta iHWi peaakuinHi
npaBKu Ta YTOYHEHHS [0 TeKCTy. BBeAeHHs 3MmiH npoTsrom 6-
Tn MicauiB nicnst 3atBepakeHHs. 3miHun |l Tuny - 3miHn wono
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. 3MiHM y KOPOTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
[aHUMN 3 SKOCTI, AOKMIHIYHUMM, KIiHIYHUMM OaHUMK Ta
[aHuMK 3 papMakoHarnagy. 3mMiHM BHECEHO [0 iHCTPYKUii ansi
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
MeaMYHOro 3acToCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BnacTMBocTi" Ta 40 KOPOTKOI
XapaKTepuCTUKK nikapcbKkoro 3acoby Ao posginy 5.3 (wopo
BNMBY Nikapcbkoro 3acoby Ha emMopiodeTanbHUiA PO3BUTOK).
BBegeHHs 3MiH NpoTArom 6-Tv MicAUiB Nicnsi 3aTBEPAXKEHHS
59. | BEHKNIKCTO | tabnetku, BKpUTI EG6BI LLIsenuapi E668i AipneHg HI1 Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiHix maTepianis: 3MiHu |l Tuny - 3a UA/16667/01/03
® NniBKOBOO Biodapmacskio a B.B., Ipnangis Himeuunna 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnaay. peuernmom
obornoHkoto, 100 wmr; Tikan3 'mM6X (BMPOGHMLTBO 3MiHM y TepaneBTUYHMX NOKa3aHHSAX (4oAaBaHHS HOBOro
Ne7, Ne14: no 1 abo 2 nikapcbkoro 3acoby, TepaneBTUYHOIO NOKa3aHHA abo 3MiHa y 3aTBEpAKEHOMY
TabneTku y bnictepi, TECTyBaHHS); nokasaHHi). 3MiHM BHECeHO A0 IHCTPYKUIT ANS Mean4Horo
no 7 Gnictepis y E66Bi Joiunena 3acTocyBaHHS fikapcbkoro 3acoby Ao po3ainy "lMokasaHHs"
KapTOHHiIn kopobui; Ne 'vm6X i Ko. KT, (mnopaBaHHA NokasaHHA A0 3aCTOCYBaHHS 3 0BiHYTy3ymabom)
112: no 4 Tabnetkn y Himevumna Ta, SIK Hacnigok, Ao po3ainis "OcobnMBOCTI 3acTOCYBaHHS",
6nictepi, no 7 (BUpOBHMLTBO, "Cnocib 3actocyBaHHs Ta go3un", "MobivHi peakuii” Ta
GnicTepiB y KapTOHHil nakyBaHHs Ta aHanoriyHi 3MiHM BHECEHO 0 KOPOTKOI XapaKTEPUCTUKM
KopoOui, 4 KapTOHHiI TeCTyBaHHSA nikapcbkoro 3acoby no posginie 4.1, 4.2, 4.5, 4.9, a Takox oo
KOpOGKU y rpynosin NPOMiXXHOro po3giny 5.1 (aopaeTbCa onvc JOCHiAKEHb CTOCOBHO HOBOMO
ynakoBLji eKkcTpyaaTy nokasaHHs). BBegeHHsi amiH npoTsrom 6-T MicaUiB nicns
BEHETOKIaKcy; 3aTBepAkeHHs. 3minm Il Tuny - 3miHn wopo
nepBuHHe Ta 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsgy. 3MiHN Yy KOPOTKin
BTOPWHHE XapakTepucTuLi nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
nakyBaHHs1, BUNYCK iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
cepii rotoBoro OaHUMW 3 SIKOCTi, JOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
nikapcbkoro 3acoby) OaHnMu 3 dpapmakoHarnagy. 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3Ainis
"®apmakonoriyHi BnacTmBocTi" (LOAO KaHLLePOreHHOCTi),
"OcobnueocTi 3acTocyBaHHsA" (oo iHdekuin), "Cnocio
3aCTOCYBaHHS Ta A03U" (YTOYHEHHS pEXMMY A03yBaHHS),
"Mo6iuHi peakuii" (qoaaBaHHA NOBIYHMX peakuin) Ta iHLi
pefakLUiliHi NpaBKW Ta YTOYHEHHS O TEKCTY, a TaKoX BHECEHO
aHaroriyHi 3MiHM 40 KOPOTKOI XapaKTepPUCTUKN fiKkapCbKoro
3acoby no po3ginis 4.2, 4.5, 4.9, 5.3 Ta iHWi pegakuinHi
npaBKu Ta YTOYHEHHS 40 TeKCTy. BBeAeHHs 3MiH NpoTsrom 6-
TV MicAUiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3miHn wono
6esnekn/edekTMBHOCTI Ta bapmakoHarnagy. 3MiHW y KOpOTKil
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTI, AOKNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
OaHnMu 3 dpapmakoHarnagy. 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby oo po3ainy
"®dapmMakonorivyHi BnacTUBOCTI" Ta 4O KOPOTKOT
XapaKkTepuCTuKK Nikapcbkoro 3acoby Ao po3giny 5.3 (woao
BMNMBY NikapcbKoro 3acoby Ha embpiocdeTansbHUn pO3BUTOK).
BBegeHHs 3MiH npoTarom 6-Tu MicAUiB Nicns 3aTBEpAXEeHHSA
60. | BEHKIIKCTO | Ttabnetku, BKpUTI EG6BI LLiseruapi E668i Alipneng HIN Ipnangis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu |l Tuny - 3a UA/16667/01/02
® NniBKOBOO Biodapmachkio A B.B., Ipnangis Himeuunna 3miHu wopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsaay. peuernmom
obornoHkoto, 50 wmr; Tikan3 'mM6X (BMPOBHMLTBO 3MiHM y TepaneBTUYHMX NOKa3aHHAX (O4oAaBaHHA HOBOroO
Ne7: no 1 Tabnetui y nikapcbkoro 3acoby, TepaneBTUYHOIO Noka3aHHsA abo 3MiHa y 3aTBEpAKEHOMY
onictepi, no 7 TECTYBaHHs); nokasaHHi). 3MiHM BHeCeHo [0 iHCTPYKUIii ANS Meau4Horo
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nicTepiB y KapTOHHIl E66Bi Joiunena 3aCTOCyBaHHS fikapcbKkoro 3acoby Ao poaainy "MokasaHHs"
KopobuLi v6X i Ko. KT, (mopaBaHHA NokasaHHs A0 3aCTOCYBaHHS 3 0BiHYTy3ymMabom)
HimeuuunHna Ta, SiK Hacnigok, Ao po3sainis "OcobnMBOCTi 3acToCcyBaHHS",
(BUPOBHMLTBO, "Cnoci6 3actocyBaHHs Ta go3un", "Mobivni peakuii" Ta
nakyBaHHs Ta aHaroriyHi 3MiHM BHECEHO A0 KOPOTKOI XapakTepucTuku
TECTYBaHHs nikapcbkoro 3acoby fo posainis 4.1, 4.2, 4.5, 4.9, a Takox Ao
NPOMiXHOro posginy 5.1 (aopaeTbca onvc AOCniAKeHb CTOCOBHO HOBOMO
ekcTpygary nokasaHHs1). BBegeHHs 3miH NpoTsrom 6-Tn micsuiB nicns
BEHEeTOKIaKcy; 3aTBepaKeHHs. 3minu Il Tuny - 3miHn wopo
nepBuHHe Ta 6e3nekun/edeKkTVBHOCTI Ta hbapmakoHarnsgy. 3MiHu y KOPOTKil
BTOPUHHE XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
nakyBaHHS, BUNYCK iHCTPYKLUIii 4N MEAWYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
cepii rotoBoro OaHUMW 3 SIKOCTi, JOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
nikapcbkoro 3acoby) AaHnMu 3 dpapmakoHarnagy. 3MiHM BHECEHO [0 iHCTPYKLi Ans
MeANYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BMacTmBocTi" (LLO0[0 KaHLIePOreHHOCTi),
"OcobnuBocTi 3acTocyBaHHsA" (oo iHdekuin), "Cnocid
3aCTOCyBaHHSA Ta 403W" (YTOUYHEHHSI PEXUMY 403YBaHHS),
"MobiyHi peakuii" (qoaaBaHHs NOBIYHMX peakuin) Ta iHLWi
peAakLUifHi NpaBKn Ta yTOYHEHHS A0 TEKCTY, @ TaKOX BHECEHO
aHanoriyHi 3MiHM 0O KOPOTKOI XapaKTePUCTUKM NiKapCbKOro
3acoby fo po3ginis 4.2, 4.5, 4.9, 5.3 Ta iHWi pegakuinHi
npaBKu Ta YTOYHEHHS OO0 TeKCTy. BBeaeHHs 3MmiH npoTarom 6-
Tn MicsiliB nicnsi 3aTBepakeHHs. 3miHu |l Tuny - 3miHn wono
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy. 3MiHN Yy KOPOTKiN
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIiT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’sI3KY i3 HOBUMU
OaHUMW 3 SKOCTI, AOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
OaHuMu 3 papMakoHarnagy. 3mMiHM BHECEHO [0 iHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHSI Mikapcbkoro 3acoby Ao po3ainy
"®apmakonoriyHi BMacTMBocTi" Ta 40 KOPOTKOI
XapaKTepUCTUKK Nikapcbkoro 3acoby Ao posainy 5.3 (wono
BMNMBY Nikapcbkoro 3acoby Ha embpioeTansbHUn pO3BUTOK).
BBegeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEpPAXEHHSA
61. | BEHOCMIN kancynu no 200 mr; no daec dapma, IcnaHis daec dapma, C.A. Icnanis BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/9600/01/01
10 kancyn y 6nicTepi; CA. 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
no 6 abo 9 bnictepiB y 3MiHM) - OHOBNEHHS TEKCTY MapKyBaHHA YNaKOBKW MiKapCbKOro
KapTOHHIN kopobui 3acoby 3 BHECEHHAM iHbopMalLlii LLoAo 3a3Ha4YeHHSA OAVNHNLb
BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3amiH npoTtsrom 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS
62. | BIBAUPA TabneTku xyBarnbHi No Benyno, niku XopgarTis Benyno, niku Ta XopsarTis/ BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/15370/01/02
100 mr; no 1 abo 4 Ta KOCMETUKA, KOCMeTuKa, Aa.4., [peuis 3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-cepTudikart peuenmom
TabneTku y 6nictepi; a.o. XopsarTis (BTOPUHHE BiAMOBIAHOCTI €Bponenckin dapmakonei/MmoHorpadii.
no 1 6nictepy y nakyBaHHs, MopaHHsa HoBoro abo oHoBrEHoOro cepTudikaTta BiANOBIAHOCTI
KapTOHHIN nayui BiANoBiganbHUIA 3a abo BuUny4eHHs cepTudpikata BignoBigHOCTI €EBpONENChKil
BUNYCK cepii); capmakonei: gna A®l; gnsa BuxigHoro
Ixenedapm CA, mMaTtepiany/peareHTy/NpoMiKHOroO NPOAYKTY, Lo
[peuis BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADIl; Ans fonoMixHOI
(BMpPOBHMLUTBO pPeYoBUHM (CepTudikaT BiAMoOBIgHOCTI €BpONenchKin
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
roToBOro dapmakonei) - OHoBneHun cepTudikaT Bif yxe
nikapcbkoro 3acoby, 3aTBEPAKEHOrO BUPOBHMKA -
nepBuHHE nopaHHsi oHoBneHoro ceptudikaty CEP (R1-CEP 2012-317-
nakyBaHHs, Rev 00) Bia yxe 3aTBepmKeHoro BupobHunka Mylan
KOHTPOIb SKOCTI) Laboratories Limited, IHgis ans A®| cungeradiny umtpary.
3atBepaxeHo: CEP (RO-CEP 2012-317-Rev 04)
3anponoHosaHo: CEP (R1-CEP 2012-317-Rev 00)
63. | BIBAUPA TabneTku xyBasnbHi No Benyno, niku XopsarTis Benyno, niku Ta Xopsaris/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3miHu | Tuny - 3a UA/15370/01/01
50 m; no 1 abo 4 Ta KOCMeTUKa, KOCMeTWKa, a.4., Ipeuis 3minHun 3 skocTi. CepTtudcikat BignosigHocTi/l'E-cepTudikat peuenmom
TabneTku y GnicTepi; a.o. XopsarTis (BTOPUHHE BiAMNOBIAHOCTI €Bponencokiv papmakonei/moHorpadii.
no 1 6nictepy y nakyBaHHs, MopaHHsa HoBOro abo oHoBMNEHOro cepTudikaTa BigMOBIAHOCTI
KapTOHHIN navui BigNOBiganbHUIM 3a abo Buny4eHHs cepTudikata BignoBigHOCTI EBpONechKin
BUMYCK cepii); capmaxkonei: gna A®l; onsa BuxigHoro
Ixenedapm CA, maTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
[peuis BUKOPUCTOBYOTbCS Y BUpobHUUTBI API; onst fonoMixxHOT
(BpOBHMLTBO peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI €BpPONENChKin
roToBOro dapmakonei) - OHoBneHW cepTudikaT Bif yxe
nikapcbkoro 3acoby, 3aTBEPAKEHOrO BUPOOHMKA -
nepBuHHe nopaHHs oHosneHoro ceptudikaty CEP (R1-CEP 2012-317-
nakyBaHHs, Rev 00) Big yxxe 3aTBepaxeHoro BupobHmka Mylan
KOHTPOIb SIKOCTi) Laboratories Limited, IHgis ans A®| cungeHadiny uutpary.
3atBepaxeHo: CEP (RO-CEP 2012-317-Rev 04)
3anponoHosaHo: CEP (R1-CEP 2012-317-Rev 00)
64. | BIBAHAT PO34MH Ons iH ekuin, 3 EnEnCi pysis K.T. POM®APM PymyHis BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/17489/01/01
POM®APM mr/3 mn, no 3 mn'y Pomdapm KOMMMAHI C.P.J1. AamiHicTpaTuBHi 3MiHu. 3MiHa HaliMeHyBaHHSA Ta/abo agpecn | peuenmom
nonepegHL0 KomnaHi (KoHTponb sikocTi 3asiBHUKA (BracHUKa peecTpauinHoro noceig4eHHs) Kopekuis
HanoBHEHOMY LUNpUL; [hxopoxns BUXIOHWX Ta nepeknagy Ha3By 3asiBHUKa 3 aHrMINCbKOI Ha YKPaiHCbKy MOBY.
no 1 abo 4 nakyBarnbHUX 3miHu | Trny - 3miHn wWopo 6esnekvn/edekTMBHOCTI Ta
nonepegHL0 maTepianis, dapmakoHarnsgy (iHwi 3miHM) OHOBMEHHSI TEKCTY MapKyBaHHS
HaMoOBHEHMWX LLNPULN Y NPOMDKHUX Ta ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSM iHdopMaLii LWoao
6nictepi, pasom 3 1 Hepo3dacoBaHNx 3a3HauYeHHs1 O AMHULIL BUMIPIOBAHHS y cucTemi Sl. BBeaeHHsi
abo 4 ronkamu y NPOAYKTIB, rOTOBOrO 3MiH NPOTArom 6-Tn MicsLiB NicNs 3aTBepAKEHHS
KapTOHHiI kopobui nikapcbkoro 3acoby,
BTOPWHHE
nakyBaHHs
nikapcbkoro 3acoby,
cepTudikauia Ta
BUWMNYCK Cepil;
Bupo6HuuTBO Ta
nepBuHHE
nakyBaHHs
nikapcbkoro 3acoby)
65. | BIKC AKTUB masb no 25r abo 50r, MpokTep eHA, Lsenuapi | MpokTtep eHa embn HimeuunHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/11440/01/01
BAINNb3AM 3 abo 100r y 6aHui; no 1 Fembn A MaHydekyypiHr 3MiHu Wwopo 6esneku/edekTUBHOCTI Ta dhapmakoHarnsaay (iHwi | peuenma
MEHTOJIOM 6aHLj y kopobui IHTEpHeLHN M6X 3MiHW) - BHECEHHSI 3MiH [0 po3gainy «MapkyBaHHsi» MKA J13:
TA OnepeniwHs 3anpornoHoBaHo: BignosigHo 4o 3aTBEepAXEHOro TekcTa
EBKANINTO CA MapKyBaHHs1. OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKM
M nikapcbkoro 3acoby 3 BHECEHHsIM iHdbopmMalLlii Woao
3a3HaYeHHs OAMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3MiH NPOTArom 6-Tn MicsLIB NicNs 3aTBEpPAKEHHS
66. | BITAMIH Kancynu m'ski, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/16043/01/01
A+E- kancyn y 6nicrepi; no obmexeHo obmexeHo BHECEHHS 3MiH Ao po3giny “MapkysaHHs” MKA N13: peuenma
3[00POB'A 1 6nictepy abo no 3 BignoBiganbHi BiAMNOBIAAMNbLHICTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo go
6nictepun, abo no 5 cTHo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
6nictepis, abo no 6 "dapmaneBTu KoMnaHisi "3gopos's" MapKyBaHHs MEPBUHHOT Ta BTOPUHHOI YMaKoBKM NiKapCbKoro
6nictepis y kopobuli YHa KoMnaHis 3acoby 3 BHECEHHAM iH(hopMaLii Loao 3a3HavYeHHs1 OQMHULb
"3popos's" BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npoTsrom 6-tu
MicauiB Micnsa 3aTBepAXEHHSA
67. | BITAMIH A- Kancynm m ski, no 100 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/16142/01/02
300POBA 000 MO no 10 kancyn obGMexeHo obMexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NePBUHHOI Ta BTOPUHHOT peuenma
y bnicTtepi; no 1 abo BignoBiganbHi BigNoBiganbHIiCTIO ynaKkoBKW NikapcbKoro 3acoby 3 BHECEHHSAM iHdopMaLii LWwoao
no 2, abo no 5 cTio "®apmaueBTnyHa 3a3Ha4YeHHs OAMHULL BUMIPIOBAHHA Y cuctemi Sl. BHECEHHS
GnicTtepiB y kopobui 3 "dapmaneBTu KoMnaHisi "3gopos's" 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
KapTOHYy YHa KoMMaHis MAPKYBAHHA BignosigHo 4o 3aTBEPAKEHOrO TEKCTY
"3popos's" MapKyBaHHs. BBeaeHHs 3MiH mpoTsarom 6-Tu micauis nicns
3aTBEPAKEHHS
68. | BITAMIH A- Kancynu m'siki, no 33 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/16142/01/01
300POB'A 000 MO no 10 kancyn obMmexeHo obMmexeHo OHOBMEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOI peuenma
y bnicTtepi; no 1 abo BignoBiganbHi BigNoBiganbHIiCTIO ynaKkoBKW fnikapcbKoro 3acoby 3 BHECEHHSM iHdopMalii LWoao
no2,abono5 CcTHO "papmaueBTnYHa 3a3Ha4YeHHs 0QNHULL BUMIpIOBaHHSA Y cuctemi Sl. BHECEHHS!
6nictepis y kopobuii 3 "®apmaneBTn KomnaHis "3gopos's” 3MiH go po3giny “MapkysaHHa” MKA J13: 3anponoHoBaHo:
KapTOHY YHa KOMMaHis MAPKYBAHHA BignosigHo o 3aTBEPAKEHOrO TEKCTY
"3gopos's" MapKyBaHHs. BBegeHHs 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPOKEHHS
69. | BOOA AN PO3YMHHWK AN ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/9630/01/01
IH EKLIN- napeHTepansHoro obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHA NEPBMHHOI Ta BTOPUHHOT peuenma
300POB'A 3aCTOCYBaHHS MO 2 M BignoBigansHi BiZNoOBIganbHiCcTO YMaKOBKW MiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii woao
abo 5 mn B amnyni, no CTIo "®papmaLeBTUYHa 3a3Ha4YeHHs1 0AUHULIL BUMIptoBaHHS y cuctemi Sl. BHeceHHs
10 amnyn y KapTOHHiN "®apmaneBTn KomnaHis "3gopos's” 3MiH go po3giny “MapkysaHHa” MKA J13: 3anponoHoBaHo:
kopobui; no 2 mn abo YHa KOMNaHis MAPKYBAHHA
5 mn B amnyni, no 5 "3gopos's" BignoBigHo Ao 3aTBepKEHOro TEKCTY MapKyBaHHs. BBegeHHs
amnyn y 6nictepi, no 2 3MiH NPOTArom 6-T MiCALB NicNsi 3aTBEPIKEHHS
onictepn y KapTOHHIN
kopobui; no 2 mn B
amnyni, no 10 amnyn y
6nictepi, no 1
GnicTepy B KapTOHHi
kopobui
70. | BOOA AnA PO3YUMHHWK ANs TOB "lOpis- YkpaiHa TOB "lOpis-®apm" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/5625/01/01
IH'EKLIN napeHTepanbHoro dapm" 3MiHu wopao 6e3neku/edekTMBHOCTI Ta dhapMakoHarnagy (iHwi | peuenma
3actocyBaHHs; no 100 3MiHN) OHOBMNEHHSA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
mn, abo no 200 mm, 3aco0y 3 BHECEHHAM iHdopMaLlii LoAo 3a3Ha4YeHHS OAVMHULb
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
abo no 400 mn y BMMIiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM
NAsiWKax CKAsSHUX; Mo 6 MmicsLiB micnsi 3aTBEPOXEHHS.
100 mn, abo no 200
mn, abo no 250 mn,
abo 400 mn, abo no
500 mn, abo no 1000
mn, abo no 2000 mn,
abo no 3000 mn, abo
no 5000 mn 'y
KOHTeWHepax
noniMepHux; no 2 mn,
abono5wmny
KOHTeWHepi
ogHogo3soBomy; no 10
KOHTerHepiB y nayui 3
KapToHy; no 10 mn,
abono 20 mny
KOHTENHepI
0QHOA030BOMY; MO 5
KOHTEVHepiB y navui 3
KapToHY
71. | TACTPAIb CycneHasisi oparnbHa no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3amiHu | Tuny - bes UA/17032/01/01
M ATHA 90 mn abo no 180 mn obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenma
CYCINEH3IA y donakoHi; no 1 BignoBsiganbHi BiAnoBiganbHICTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEHHSM iHdopMalii Woao
dnakoHy y kopobui 3 CTo "®apmaueBTUYHa 3a3HayYeHHs1 OAMHULb BUMIPIOBaHHS y cucTemi Sl. BHECEHHSsI
KapToHy; no 10 mny "®apmaneBTn KomnaHis "3gopos's” 3MiH go po3giny “MapkysaHHa” MKA J13: 3anponoHoBaHo:
cawe; no 20 cawe y YHa KOMMaHis MAPKYBAHHA BignosigHo o0 3aTBEpAXXEHOro TeKCTy
KopobLi 3 KapTOHY "3pnopos'a" MapKyBaHHSA. BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB nicnsi
3aTBEPOKEHHS
72. | TACTPUKYM Tabnetku, no 50 Bionoriwe HimeuumH Bionoriwe HimeuunHa BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - bes UA/1629/01/01
Ellb Tabnetok y Xannbmitrens a Xannbmitrens 3MmiHu Wwoao 6esnekun/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenma
KOHTerHepi; no 1 Xeenb 'M6X Xeenb M6X 3MiHu) OHOBMEHHS! TEKCTY MapKyBaHHS NEPBUHHOI Ta
KOHTEeWHepy B Kopobui BTOPWHHOI YNaKoBKW NikapCbKoro 3acoby i3 3a3Ha4YeHHAM
3 KapTOHY MiKHapOAHMX NO3HaYeHb OAMHWLE BUMIpIOBaHHS. BHeCeHHs
3MiH go po3giny “MapkysaHHa” MKA J13. 3atBepaxeHo:
MAPKYBAHHA. nepBuHHOI Ta BTOPUHHOT YNaKoBKU
[oAaeTbcsa. 3anponoHOBaHO:
MAPKYBAHHA. BignoBiaHo Ao 3aTBEPOKEHOrO TEKCTY
MapKyBaHHS. BBegeHHs 3MiH NpoTsarom 6-Tu Micauis nicns
3aTBEPAKEHHS.
73. | TEAEPUH cvpon; no 90 mn y TOB "OKM YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - be3 UA/7526/01/01
hnakoHi abo GaHuj; no | "dapmauesTu "PapmaLeBTUYHa 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
1 donakoHy abo 6aHLi YyHa ¢abpuka” dabpuka" 3MiHn) BHeceHHs 3miH go po3ainy “MapkyBaHHs” MKA 1137
3 [103y104OI0 3artBepaxeHo: MapkyBaHHs. BignosigHo Ao 3aTBepaKeHoro
CKMSAHOYKOIO B MauLi TEKCTY MapKyBaHHS, L0 A0AaETbCA 3anponoHOBaHO:
MapkyBaHHs1. 3riHO 3aTBEPIKEHOTO TEKCTY MapKyBaHHS
OHOBIEHHSI TEKCTY MapKyBaHHs yNakoBKuW Nikapcbkoro 3acoby
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

3 BHECEHHAM iHopMaLlii LWOoAO0 3a3HaYeHHS OaNHULb
BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
MicALiB MicNsa 3aTBEPAXEHHS.

74.

FEQEPUH
MA3b

masb no 20 r abo no
25 ry 6aHui; no 1
6aHui B nayuj

TOB "OKM
"dapmaneBTu
YHa habpuka"

YkpaiHa

TOB "[OKI
"papmaueBTUYHa
tabpuka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny -
3MiHu 3 skocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTelHep/ 3aKkynoptoBanbHui 3acib. 3MiHa po3mipy ynakoBKku
roTOBOIO fikapcbKoro 3acoby (3MiHa Macu/o6'emy BMiCTy
KOHTelHepa 6araTogo30Boro nikapcbKoro 3acoby Ans
HenapeHTepanbHOro 3acTocyBaHHs (abo 0gHOA030BOrO,
4aCTKOBOTO BUKOPUCTaHHS)) -

BBepaeHHsA goaaTkoBOT ynakoBku - no 25 ry 6aHui, 6e3 3aMiHn
NnepBUHHOIO NakyBanbHOro Matepiany, 3 BignoBigHNMM
3MiHaMu o po3ainy «YnakoBkay Ta cneuudikadii/metogax
KOHTpOMIO SKOCTi M. «Maca BMicTy ynakoBkuy». BBegeHHs 3MiH
npoTarom 6-Tn micsuiB nicnsi 3aTBepaXKeHHs. 3MiHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHS YMakKoBKMN MNiKapCbKoro
3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs OauHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.

6e3
peuenma

UA/11790/01/01

75.

FEKCOPAI®

cnpen gns poTtoBoi
nopoxHuHn 0,2%; no
40 mn B antomiHieBoMy
6anoHi; no 1 6anoHy B
KapTOHHIN ynakoBLji

MakHin
Mpopaktc
Nimiten

AHnia

OENb®APM
OPNEAH

dpaHuis

BHECEHHS 3MiH A0 peecTpauinHmx matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
MicLsi NpoBaMKEHHS AisinbHOCTI BUpoGHMKa/imnopTepa
roTOBOrO MikapCbKoro 3acoby, BKMOYaoUM AinbHULI BUNYCKY
cepii abo MicLle NpoBeAEeHHS KOHTPOIIO AKOCTI. (QiANbHICTb, 3a
SIKy BignoBigae BUpOOHMK/iMNOPTeP, BKIOYaKUM BUMYCK CEPIlt)
- 3MiHa Ha3BW BUPOGHKKa, 6e3 3MiHM Micus BUpOOHMUTBA.
3MiHM BHECEHO B IHCTPYKLIiO ANt MEAUYHOTO 3aCTOCYBaHHS y
p. "Bupo6HKK" 3 BiONOBIgHMMU 3MiHAMW Y TEKCTi MapKyBaHHs!
ynakoBKkW fikapcbkoro 3acoby (BBeaeHHst 3aMiH npoTtsirom 6
MicsLiB nicnsi 3aTBepAKEHHS)

6e3
peuenma

UA/7714/01/01

76.

FEMOTPAH®

PO34MH ANs iH eKLin,
50 mr/mn no 5 mn abo
10 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepu B
navui 3 KapToHy

AT "dapmak"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: TexHi4YHa
nomurnka (3rigHo Hakazy MOS Big 23.07.2015 Ne 460) -
BWMpPaBIIEHHSA TEXHIYHOT MOMUIKN Ha TUTYNbHIV cTopiHUi MKA
13, a came 3a3HayeHHst ynakoBku no 10 mn B amnyni no 5 abo
no 10 amnyn y naJui, sika 6yna 3aTBepg)xeHa Hakazom MO3
Ykpainu Big 20.07.2020 Ne 1637 (3miHa go MKA J13 Ne 2)

3a
peuenmom

UA/13975/01/01

77.

FEPNECTIN

kpem, 10 mr/r, no 5ry
Ty6i Ne1

TosapucTBo 3
obGMexeHo
BiAnoBiganbHi
cTio
"®PapmaLeBTu
YHa KOMMaHis
"3gopos's"

YkpaiHa

ToBapucTtBo 3
obGMexeHo
BiANOBiganbHICTHO
"PapmaLeBTUYHa
KomnaHisi "3popos's”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny -
OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKW NikapcbKoro 3acoby
3 BHECEHHAM iH(hopMaLlii OO0 3a3HaYEHHS OONHULb
BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
“MapkyBaHHs” MKA N13: 3anponoHoBaHo: MAPKYBAHHA
BignoBigHO [0 3aTBEpAKEHOro TEKCTY MapKyBaHHS. TepMiH
BBeOEHHS 3MiH MPOTAroM 6 MicALUiB Nicns 3aTBEPAXEHHS

6e3
peuenma

UA/16189/01/01

78.

FEPUENTUH
®

niocpinizat ans
KOHLeHTpaTy Ans
PO34MHY Ans iHdy3in

. XodpdhmaHH-
J1a Pow Jltg

LLisenuapi
P

BupobHuLTBO
Hepo3dacoBaHoi
npoaykuii, nepBnHHe

CLUA/
LLiBenuapis

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi

3a
peuenmom

UA/13007/01/02
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupob6Huk KpaiHa

eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

no 440 mr y dnakoHi,
pasom 3 20 mn
PO34YUHHMKA
(PO3YMHHUK:
GakTepiocTaTuvHa
BoAda Ans iH ekuin 20
M, Wwo mictntb 1,1%
6EH3NNOBOro CnMpTy
Ta BoAy AN iH eKuil)
y NaKkoHi B KAPTOHHIN
Kopoo6uUi

nakyBaHHs,
BMNPOBYBaHHS
KOHTPOMIO AKOCTI
(Tinbkn
CTEepUIbHICTb Ta
MeXaHiyHi
BKINIOYEHHS):
IbkeHeHTeK IHK.,
CLUA; >xeHeHTek
IHk., CLLUA
BvinpobyBaHHs
KOHTPOMIO AKOCTI
(Tinbkn
CTEepUIbHICTb Ta
MeXaHiyHi
BKITIOYEHHS):
I[xeHeHTek IHK.,
CLUA BunpobyBaHHs
KOHTPOIIO SIKOCTI:
. XocpdpmaHH-T14
Pow ITa,
LLiBeviuapis
BTopuHHe
nakyBaHHs,
BMNpobyBaHHs
KOHTPOIIO SIKOCTI,
BUNYCK cepii:
. XodpdpmaHH-T4
Pouw JTa,
LLisenuapis
Po3uynHHuK:
BupobHuuTBO
Hepo3adacoBaHol
npoaykuii, NnepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
BUNPoByBaHHS
KOHTPOIIO AKOCTI,
BUNYCK cepii:
. XocpdpmaHH-T4
Pow ITta,
LLisevuapis
BunpobyBaHHs
KOHTPOIIO SKOCTi:
d.XodhdpmaHH-I15
Pouw JTa,
LLiBevuapis

MapKyBaHHS Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHSA Ha
niacTaei perynsipHoO OHOBIOBAHOIO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauinHuii nepiod, abo sk
pe3ynbTaT OUiHKM 3BIiTY 3 OCNIAKEHb, NPOBEAEHNX BigNoOBIAHO
[0 nnaHy negiatpuyHux gocnigkeHb (PIP) (iHwi 3miHW) 3miHn
BHECEHO A0 iHCTPYKLUii AN MEAUYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3aainy "lMobiyHi peakuii” BianosigHO
0o pekomeHgauin PRAC. BeegeHHst 3MiH npoTsirom 6 micsauis
nicnsa 3aTBepaXeHHsi. 3minu Il Tuny - 3miHn Wwoao
6e3nekn/edeKkTVBHOCTI Ta hbapmakoHarnsgy. 3mMiHu y KOPOTKil
XapakTepucTumLi Nnikapcbkoro 3acoby, TeKCTi MapKyBaHHS Ta
iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, JOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
AaHvMu 3 hapmakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKUil
AN MeQUYHOro 3acToCyBaHHS NiKapcbKoro 3acoby 4o po3ainis
"OcobnueocTi 3acTocyBaHHA" Ta "Cnocib 3acTocyBaHHSA Ta
[o3n" BignoBigHO A0 MaTepianis peecTpaLiiHoro 4oChE.
BBeaeHHs 3MiH NpoTsarom 6 MicAUIB MiCNsA 3aTBEPKEHHS

79.

FEPUENTUH

niocpinizat ans

. XodpdhmaHH-

LLisenuapi

BupobHuuTBO CLUA/

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny -

3a

UA/13007/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
® KOHUeHTparty Ans Ila Pow It a Hepo3dacosaHoi LLisenuapis 3MiHn wopao 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy. peuernmom
PO34unHy ANs iHdY3in npoaykuii, NnepBuHHe 3MiHa y KOpOTKil XapaKTepuCTuLIi nikapCcbKoro 3acoby, TeKkcTi
no 150 mry cpnakoHi, nakyBaHHs: MapKyBaHHS Ta iHCTPYKLii AN MeaW4HOro 3acToCyBaHHA Ha
no 1 dnakoHy B [xeHeHTek IHK., niacTaei perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3nekn
KapTOHHiN Kopobui CLWA nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
BupobHuLTBO nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepiog, abo sk
Hepo3dacosaHoi pe3ynbTaT OUiHKM 3BiTY 3 AOCHIMKEHb, MPOBEAEHMX BiANOBIAHO
npoaykuii, NnepBuHHe A0 nnaHy neaiatpnyHux gocnigkeHs (PIP) (iHwi 3miHn) 3MiHn
nakyBaHHs, BHECEHO [0 iHCTPYKLii AN MeAnYHOro 3acToCyBaHHS
BTOPUHHE nikapcbkoro 3acoby Ao po3ainy "Mo6iyHi peakuii" BiANOBIAHO
nakyBaHHs, Ao pekomengauin PRAC. BeegeHHst 3amiH npoTarom 6 micsuis
BUNpobyBaHHs nicns 3aTeepaeHHs. 3MiHu Il Tuny - 3miHn wopo
KOHTPOIIO SIKOCTI, 6esnekn/edekTMBHOCTI Ta bapmakoHarnaay. 3mMiHW y KOpOTKil
BUMNYCK Cepil: XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
Pow [iarHocTuke iHCTPYKLUIii 4N MEAWYHOro 3aCTOCYBaHHS y 3B’A3Ky i3 HOBUMM
'm6X, HimeuunHa OaHUMW 3 SIKOCTi, AOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta
BTopuHHe AaHyMu 3 hapmakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKUIl
nakyBaHHs, ANA MeAUYHOro 3acTOCYBaHHS NikapcbKoro 3acoby [0 po3ainis
BMNpobyBaHHs "OcobnueocTi 3acTocyBaHHA" Ta "Cnocib 3acTocyBaHHSA Ta
KOHTPOIIO SIKOCTI, [o3un" BignoBigHoO A0 maTtepianis peecTpaLiiHoro 4oChe.
BUNYCK cepii: BBeneHHst 3MiH NpoTsrom 6 mMicsuiB nicns 3aTBEpPOXKEHHSA
. XocpdpmaHH-T14
Pouw JTg,
LLiBenyapis
80. | MAPOKOPTU | kpem, 1 mr/r;no 15t ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/17750/01/01
30HOBUN abo no 30 ry Ty6i, no obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW MikapcbKoro 3acoby | peyenmom
KPEM 1 Ty6i y KOpPOOUi BignoBsiaanbHi BianoBiganbHICTIO 3 BHECEHHSAM iHopMaLlii LLOAO 3a3HaYeHHsT OaNHULb
CTIo "®apmaueBTnyHa BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
"®apmaLneBTu KOMMNaHis MiCsILiB Micnsi 3aTBEPOKEHHSA
YHa KOMNaHis "38pnopos's", YkpaiHa
"3pnopos'a" (Bci cTagii
BUPOBHMLTBA,
BUNYCK cepii);
ToBapwucTtBo 3
obmexeHo
BignoBiganbHIiCTIO
"®apmaLeBTUYHa
KOMMaHisi
"38pnopos's", YkpaiHa
(Bci cTapii
BUPOOHMUTBA,
KOHTPOMb SKOCTI,
BUWMYCK cepii);
ToBapwucTtBo 3
obmexeHo
BiANOBiganbHICTHO
"®APMEKC IPYyM",
YkpaiHa (KOHTporb
AKOCTi)
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

3a

Homep

peecmpauiliHo2o
noceid4yeHHsI
UA/2006/01/01

81.

FK®

PO34uH ANS iHAY3in;
no 100 mn a6o no 200
M1y NAsWKax

TOB "lOpis-
Papm"

Ykpaina

TOB "fOpisi-®apm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiinHMX maTepianis: 3miHu | Tuny -
3MiHn wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM) OHOBMEHHSA TEKCTY MapKyBaHHS YNaKOBKW MiKapCbKoro
3acoby 3 BHECEHHSAM iHpopMalLlii LLoao 3a3HaYEHHS! OAUHULb
BMMIiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM
6 MicsuiB nicnsi 3aTBEpAXKEHHSI

peuenmom

82.

FHKrobBA

kancynu no 40 mr no
10 kancyn y 6nicTepi;
no 2 abo 6 6nictepi y
nayui

ToBapucTBo 3
[04aTKOBOK
BignoBiganbHi
cTo
"IHTEPXIM"

Ykpaina

ToBapwucTtBo 3
[04aTKOBOK
BigNOBiganbHICTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHm | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hbapMakoHarnsgy.
3MmiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHSA Ha
niacTaei perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecTpauinHun nepioa, abo sik
pe3ynbTaT OUiHKM 3BIiTY 3 4OCNIOKEHb, NPOBEAEHUX BiAMNoOBIgHO
00 nnaHy negiatpuyHux gocnigxeHs (PIP) (3miHy y3rogeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpraHoM) 3MiHU BHECEHI 0
IHCTpYKUIT ANS MeanYHOro 3acToCyBaHHSA MikapCbKoro 3acoby
0o posainis: "MpotunokasaHHs", "Baaemogis 3 iHWKMK
nikapcbknumun 3acobamu Ta iHWi BUAM B3aemogin”,
"OcobnusocTi 3acTocyBaHHA", "3acTocyBaHHS y nepioa
BariTHocTi abo rogyBaHHs rpyaa”, "3gaTHicTb BINuBaTu Ha
LUBMAKICTb peakLjii Npu KepyBaHHi aBToTpaHcnopToM abo
iHWKMK mexaHismamu”, "Oitn", "MepenosyBaHHa", "ToGiYHi
peakuii” wopao 6e3neku 3acTocyBaHHS Ail040i PEHOBUHN.
BBegeHHs 3MiH npoTsaroM 3 MicsLIB MiCNsA 3aTBEPAKEHHS

be3
peuenma

6e3

UA/15691/01/01

UA/15691/01/02

83.

FNHKFOBA

kancynu no 80 mr no
10 kancyn y 6nicTepi;
no 2 abo 6 6nictepis y
navuj

TosapucTBo 3
[00aTKOBOO
BignoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapwucTtBo 3
[00aTKOBOO
BiANOBIgANbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaLiiHui nepioa, abo sk
pes3ynbTaT OUiHKW 3BIiTY 3 OCNISKEHb, NPOBEAEHNX BiAnoBigHO
00 nnaHy neaiaTpuyHux gocnigxkeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpraHoM) 3MiHU BHECeHi 0
IHCTPYKUIT ANS MeaMYHOro 3acTocyBaHHs nikapcbKoro 3acoby
no posginis: "lMpoTtunokasaHHsa", "B3aaemopgis 3 iHWMMK
nikapcbknumun 3acobamu Ta iHWi BUAK B3aemogin”,
"OcobnusocTi 3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaa”, "3gaTHiCTb BNnMBaTtu Ha
LUBMAKICTb peakLjii Npu KepyBaHHi aBTOTpaHcnopToM abo
iHWKuMK mexaHismamn”, "Oitn", "Mepeno3ysaHHs", "MoGivHi
peakuii" oao 6e3nekn 3acTocyBaHHS Aitl040i PEHOBUHM.
BBefeHHs 3MiH NpoTArom 3 MicsLiB nicnsi 3aTBEPAXKEHHS

peuernma

84.

FMHKrOBA

kancynu no 120 mr no
10 kancyn y 6nicTepi;
no 2 abo 6 GnictepiB y
navuj

TosapucTBo 3
[04aTKOBOK
BianoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[04aTKOBOK
BignoBiganbHIiCTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHoO OHOBIOBAHOIO 3BiTy 3 6e3neku

6e3
peuyenma

UA/15691/01/03




26 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpauinHuii nepiod, abo sk
pe3ynbTaT OUiHKW 3BIiTY 3 AOCNIOKEHb, NPOBEAEHNX BiANOBIAHO
A0 nNnaHy neaiatpuyHnx gocnigkers (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpraHoM) 3MiHU BHECEHI A0
IHCTPYKUIT ANS MeAMYHOro 3acTocyBaHHs nikapcbKoro 3acoby
o posginie: "lMpoTunokasaHHs", "B3aemogis 3 iHWmMK
nikapcbknuMmn 3acobamu Ta iHWi BUan B3aemogin",
"OcobnusocTi 3acTocyBaHHS", "3acTocyBaHHS y nepiog,
BariTHoOcTi abo ropgyBaHHs rpyaat”, "34aTHicTb BNNMBaTH Ha
LUBUAKICTb peakLii Npu KepyBaHHi aBTOTpaHCNopTom abo
iHWuMK mexaHismamun®, "Oitn", "MNepenosysaHHs", "MobivHi
peakuii” Wwoao 6esneku 3acToCyBaHHS Ail040i PEHOBUHW.
BBegeHHs 3MiH npoTsaroM 3 MicALIB MiCNsA 3aTBEPKEHHS
85. | FIOKCU30H masb, no 15 r masiy NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/14979/01/01
Ty6i; no 1 Ty6i y nayui "Ximcpapm3sas "Ximchapm3aasog 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
3 KapTOHY op "YepsoHa "YepsoHa 3ipka" 3MiHN) OHOBMNEHHSA TEKCTY MapKyBaHHS NEPBUHHOI Ta
3ipka" BTOPUWHHOI YNaKOBKM NiKapCbKOro 3acoby 3 BHECEHHSAM
iHbopMmaUii Woao 3a3HaYeHHA OAVHMLL BUMIPIOBAHHS Y
cuctemi Sl.
BHeceHHs 3miH Ao po3sginy “MapkyBaHHa” MKA 13
3arBepokeHo: MapkyBaHHsl. HagaHo TEKCT MapKyBaHHS
BTOPWHHOI Ta NEPBUHHOI yMakoBKM 3anpornoHOBaHO:
MapkyBaHHs. BignoBigHO 40 3aTBEPAKEHOrO TEKCTY
MapKyBaHHsi BBegeHHs 3MiH NpoTsirom 6-Tu micauiB nicns
3aTBEPOKEHHS.
86. | MMIKNA3UA- Tabnetku no 80 mr, no | ToBapucTBO 3 YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHuX maTtepianis: 3miHu | Tuny - 3a UA/7826/01/01
300POB'A 10 TabneTok y obmexeHo BUPOBHMLTBA, OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW MikapcbKoro 3acoby | peyenmom
6nictepi, no 3 BignoBsiganbHi KOHTPOMb SIKOCTI, 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
GnicTepu B KApTOHHIN CTIo BUNYCK cepii: BMMIiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
kopobui; no 30 "®apmaneBTn ToBapucTso 3 “MapkyBaHHs” MKA J13: 3anponoHoBaHo: MAPKYBAHHA
TabneTok y 6nictepi, YHa KOMNaHis obmexeHo BignoBigHo Ao 3aTBEpAXKEHOro TEKCTY MapKyBaHHs. BBegeHHs
no 1 6nictepy B "3gopos's" BignoBiganbHIiCcTIO 3MiH NPOTArom 6-Tn MicsLiB NicNs 3aTBepAKEHHS
KapTOHHIN kopooLi "®apmaLeBTUYHa
KOMMaHisi
"38pnopos's", YkpaiHa
BCi cTaaii
BUPOBHMLTBA,
KOHTPOMb SIKOCTI:
ToBapwucTtBo 3
obmexeHo
BignoBiganbHiCcTIO
"®APMEKC IPYM",
YkpaiHa
87. | MILUEPUH pO34uH Ansi MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - be3 UA/8363/01/01
30BHILUHbOIO "OITOPAPM" 3MiHu 3 gKkocTi. FoToBMIA Nnikapcbkuii 3acib. KoHTponbk rotoBoro | peuenma

3actocyBaHHs 85 %;
no 25 r y dpnakoHax

nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[0NyCTUMMUX MEX FOTOBOTO fikapcbkoro 3acoby (iHLi 3MiHuM)

BHeceHHs pegakuiviiux 3miH o Cneuudikadii Ta MeTogis
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTPOIMIO SKOCTi (MpUBEAEHHS NOKa3HUKIB Yy BIiANOBIAHICTb A0
MoHorpadii «IniuepuH (85%)» OPY) MNpuseaeHHs kputepiis
NPUAHATHOCTI M. «MikpobionoriyHa YucToTay y BiAMNOBIAHICTb
Ao sumor [dY CynyTHA 3miHa - 3MiHK 3 akocTi. [oToBMI
nikapcbkuin 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MmiHa y meTofax BunpobyBaHHA rOTOBOrO MikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAXKEHUX MeToAax BUNpobyBaHHs)
88. | rnog- HacTonka; no 50 mn TOB "[OKI YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/16720/01/01
BILL®A abo no 100 mny "dapmaneBTu "papmaueBTUYHa 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peuyenma
hrnakoHax YHa cpabpmka” chabpuka” 3MiHNn) BHeceHHs 3miH go po3ainy “MapkysanHs” MKA 1137
3aTtBepaxeHo: MapkyBaHHs. BignosigHo 0o 3aTBepaKeHOro
TEKCTY MapKyBaHHS, L0 A0AaETbCA 3anponoHOBaHO:
MapkyBaHHS. 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS
OHOBMEHHSA TEKCTY MapKyBaHHS YMaKoBKM MiKapCbKoro 3acoby
3 BHECEHHAM iHdopMaLii Woao 3a3HavYeHHSA OANHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
MiCSILiB MiCcnsi 3aTBEPAXKEHHS.
89. | rnoay HacToka, no 25 mn TOB "OKM YkpaiHa TOB "OKIM YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6e3 UA/8513/01/01
HACTOWMKA abo no 50 mn abo no "®apmaLeBTu "®apmaueBTUYHa 3MmiHn Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenma
100 mn y dpnakoHax; YHa habpuka" tabpuka” 3MiHM) OHOBMEHHS TEKCTY MapKyBaHHS YMakoBKM NikapCbKoro
no 25 mn a6o no 50 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oauHULb
mn abo no 100 mny BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo posainy
conakoHi; no 1 “MapkyBaHHsa” MKA N13”: 3atBepmkeHo: MapkyBaHHS.
dnakoHy B navui BignosigHo Ao 3aTBEpOXXEHOro TEKCTY MapKyBaHHS, WO
AopaeTbes
3anponoHoBaHo: MapkyBaHHsI. 3rigHO 3aTBEPAXXEHOro TEKCTY
MapKyBaHHsi BBegeHHs 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPOKEHHS.
90. | TNYTAPIH KOHLIeHTpaT Ans ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/4022/03/01
PO34MHyY Ans iHdysin, obmexeHoto obmexeHoto OHOBINEHHSA TEKCTY MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby | peyenmom
400 mr/mMmn no 5 mn B BignoBiganbHi BiANOBIgANbLHICTHIO 3 BHECEHHAM iHopMaLlii LLOAO0 3a3HaYEeHHS OONHULb
amnyni; no 10 amnyn y CTIo "®PapmaLeBTUYHa BMMiptoBaHHs y cuctemi Sl. 3amiHa poaginy «[padiyHe
KapTOHHiN kopobui; no "®PapmaLeBTn KomnaHisi "3popos'a” 0ohOpMMeHHs ynakoBku» Ha po3ain «MapkysaHHs» B MKA 13:
5 mn B amnyni; no 5 YHa KOMMaHis 3anpornoHoBaHo:
amnyn y 6nictepi; no 2 "3gopos's" MAPKYBAHHA BignosigHo 0o 3aTBEpAXEHOro TeKCTy
6nicTepu B KApTOHHIN MapKyBaHHS. TepMiH BBeAEHHS 3MiH NpOTArom 6 Micsuis nicns
Kopooui 3aTBEpKEHHSA
91. | TNYTAPIIH PO34uH ANs iH'exUin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHA 3MiH 0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - 3a UA/4022/01/01
40 mr/mn, no 5 mn B obmexeHoto obmexeHoto OHOBIEHHS TEKCTY MapKyBaHHS yNakoBKv Nikapcbkoro 3acoby | peuernmom
amnyni; no 10 amnyny | BignosiganbHi BiANOBiganbHICTHO 3 BHECEHHAM iHhbopMaLlii OO0 3a3HaYEHHS OONHULb
KapTOHHiIl kopobuj; no CTIo "PapmaLeBTUYHa BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
5 mn B amnyni; no 5 "®PapmaLeBTu KomnaHisi "3popos's” “MapkyBaHHsa” MKSA 13: 3anponoHosaHo: MAPKYBAHHA
amnyn y 6nictepi; no 2 | 4Ha KOMMaHis BignoBigHo [0 3aTBEpKEHOro TEKCTY MapKyBaHHA. TepMiH
GnicTepu y KapTOHHIN "3gopos's" BBeOEHHS 3MiH MPOTAroM 6 MicALUiB Nicns 3aTBEPAXEHHS
kopoobui
92. | TNYTAPIH Tabnetkn no 0,25r, mo | ToBapucTBoO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/4022/02/01
10 TabneTok y obmexeHo obmexeHo BHECEHHS 3MiH Jo posgdiny “MapkyBaHHa” MKA J13: peuyenma




28

[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepi; no 3 abo 6 BignoBsiganbHi BiANOBIgANbHICTIO 3anponoHoBaHo: MAPKYBAHHA. BignosigHo oo
6nicTepiB y KapTOHHIl CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
Kopobui "dapmaLneBTn KoMnaHisi "3gopos's" MapKyBaHHs MEPBUHHO| Ta BTOPUHHOI YMaKoBKM NiKapCbKoro
YHa KoMnaHis 3acoby 3 BHECEHHSAM iH(opMaLii Loao 3a3HavYeHHs1 OOQMHULb
"3popos's" BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MicauiB nicnsa 3aTBepAXEHHSA
93. | TNYTAPIH Tabnetkm no 0,75, no | ToBapucTBO 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/4022/02/03
10 TabneTtok y obmexeHow obmexeHot BHECEHHS 3MiH Jo po3ainy “MapkyBaHHs” MKA J13: peuenma
6nictepi; no 3 abo 5 BignoBiganbHi BigNOBiganbHICTHO 3anponoHoBaHo: MAPKYBAHHA. BignosigHo oo
6nicTepiB y KapTOHHIl CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHA. OHOBMEHHS TEKCTY
Kopooui "®apmaneBTn KomnaHis "3gopos's” MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YMaKOBKM NiKapCbKOro
YHa KoMMaHis 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oAuHULb
"3popos's" BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
MiCSILIiB Micnsi 3aTBEPOKEHHSA
94. | TPAHY®IHK® | kancynu TBepgino 10 TOB YkpaiHa Owmera ®apma HimevuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 6es UA/16225/01/01
YPO kancyn y 6nictepi; no «MNEPPIFO MeHbtodekyepiHr AamiHicTpaTuBHi 3MiHn. 3MiHa HaMeHyBaHHs Ta/abo agpecn | peuenma
5 BbnictepiB y YKPATHA» Mv6X i Ko. KI' 3asiBHUKA (BnacHUKa peecTpaLinHoro NocBig4eHHs)
KapTOHHIN ynakoBLi;
no 20 kancyn y
6nictepi; no 5 abo 8
GnicTepiB y KapTOHHil
ynakoBLi
95. | TPUNOLUMUTP | emynbcis HawwkipHa, 3 ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/16045/01/01
OH r/10ry100rno 10, obmexeHo obmexeHo 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKOBKW NiKapCbKoro peuenma
BANNIb3AM no20rabono40ry BignoBiganbHi BiANOBIgANbLHICTHIO 3aco0by LL0a0 3a3HaYEHHsS1 MibKHApOAHMX NO3HA4YeHb OOUHMULb
Ty6i antomiHiesii; no 1 CTIo "®papmaLeBTUYHa BUMIipIOBaHHS. BHeceHHs 3MiH go posginy “MapkyBaHHa” MKA
Ty6i y kopobui 3 "®PapmaLeBTn KomnaHisi "3popos'a” N3: 3anponoHoBaHo: MAPKYBAHHA BignosigHo o
KapToHy YHa KOMMaHis 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. TepMiH BBEAEHHS 3MiH
"3gopos's" nNpoTSArom 6 MicsiLiB nicns 3aTBepaKeHHS
96. | TPUNOLIUTP cnpen Ansa poToBoi ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/11005/01/01
OH NnoP NopoXHWHM no 30 mn obmexeHo obmexeHo BHECEHHS 3MiH 1o po3ainy “MapkyBaHHs” MKA N3: peuenma
y 6anoHi, BignoBiganbHi BignoBiganbHIiCTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
3abesneyeHnm CTIo "®apmaueBTnyHa 3aTBEpPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
KrnanaHoM-Hacocom, "®apmaneBTn KomnaHis "3gopos's” MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YMaKOBKM NiKapCbKOro
Hacagkoto- YHa KOMMaHis 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs OANHULb
posnunoBayem Ta "3gopos's" BMMiptoBaHHs y cuctemi Sl. BBeaeHHsi 3mMiH npoTsrom 6-Tu
3aXMCHMM KOBMa4KoMm; MicSALIB MiCnsa 3aTBEPIKEHHS
no 1 6anoHy B
KapTOHHI kopobui
97. | TPUNOLUTP NMOpPOLLOK ANA ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/1470/01/01
OH XOT OpanbHOro po34ynHy no obmexeHo obmexeHo BHECEHHS 3MiH Jo posainy “MapkysaHHa” MKA J13: peuenma
OPAHX 4 r y nakeTi; no 10 BignoBiganbHi BiANOBiganbHICTHO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
nakeTiB Y KApTOHHI CTIo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBIEHHS TEKCTY
kopobui; no4ry "®apmaLeBTu KomnaHisi "3popos's” MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
nakeTi; no 5 cnapexHumx YHa KOMMaHis 3acoby 3 BHECEHHSAM iHdopMalLlii Loao 3a3Ha4YeHHs OAVHMLb
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
nakeTiB y KApTOHHIN "3popos's" BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
KopoouUi MiCsILiB Micnsi 3aTBEPAXKEHHS
98. | rPMnNounTP cupon, 1,5 mr/mn in ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnux martepianis: 3miHu | Tuny - - UA/13784/01/01
OH-BPOHXO | bulk: no 10 n a6o no obmexeHo BMPOOHMLTBA, OHOBMEHHS BXE 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS Y
50 n y meTaneBux BignoBiganbHi KOHTPOMb AKOCTI, meTanesux 6oukax KEI™ (BHeceHHsI No3HayeHb OAMHMLbB
6oukax KEI CTHO BUWMNYCK cepil: BUMIpIOBAHHS, 3 BUKOPUCTAHHAM fiTep NaTUHCLKOrO
"®apmaneBTn ToBapuctso 3 andasiTy); BHECEHHSA 3MiH A0 po3giny “MapkysaHHs” MKA 13:
YHa KOMMaHis obmexeHoto 3anponoHosaHo: MAPKYBAHHA BignosigHo oo
"3popos's" BigNOBiganbHICTHO 3aTBepKeHoro Tekcty MmapkysaHHs. MAPKYBAHHA wopo
"®apmaueBTnyHa npoaykuii in bulk TekcT mapkyBaHHs fogaeTbest. OHOBMNEHHS
KomnaHis "3gopos’s"” TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBKN
nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Woao
3a3Ha4YeHHs OANHULIL BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
3MiH NPOTArom 6-T MicALIB NiCNsi 3aTBEPIKEHHS
99. | rPMnounTP cupon, 1,5 mr/mn no ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/13783/01/01
OH-BPOHXO 100 mn abo 200 mn y obmexeHo BUPOBHMLTBA, OHOBJIEHHS BXe 3aTBEPAXXEHOro TEKCTY MapKyBaHHS. peuenma
dnakoHi; no 1 BignoBiganbHi KOHTPOMb AKOCTI, BHeceHHs 3MiH go po3ainy “MapkyBaHHs” MKA J13:
dnakoHy pasom 3 CTiO BUNYCK cepii: 3anponoHosaHo: MAPKYBAHHA BignosigHo oo
MipPHOIO JTOXKOHO Y "®apmaneBTn ToBapucTso 3 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
kopobLi 3 KapToHY; Mo YHa KOMNaHis obMeXxeHo MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOIT YNaKOBKW MikapCbKoro
5wmnabo 15 mny "3popos's" BigNoBiganbHIiCTb 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oaMHULb
cawe; no 20 cawe y «PapmMaueBTUYHa BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
KopobLUi 3 KapTOHY KoMnaHisa MicAUiB Nicnsa 3aTBEPAXEHHSA
«300poB’sy,
YkpaiHa Bci cTagii
BMPOGHMLTBA,
KOHTPOMb SIKOCTI:
ToBapwucTtBo 3
obmexeHo
BignoBiganbHIiCTIO
"XapkiBCbke
cdapmaLeBTUYHe
niagNpUEMCTBO
"3popoB'st Hapoay",
Ykpaina
100.| FPUN-XEENb | Ttabnetkn, no 50 Bionoriwe HimeuumH Bionoriwe HimeuunHa BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3MiHu | Tuny - 3a UA/4268/02/01
TabneTok y Xawnbmittenb a XavnbmiTTens 3MiHn wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
KOHTelnHepi Xeenb 'M6X Xeenb M6X 3MiHu) OHOBMEHHS! TEKCTY MapKyBaHHS NEPBUHHOI Ta
noninponineHoBoMmyj; BTOPWHHOI YNaKoBKW NikapcbKoro 3acoby i3 3a3Ha4eHHsIM
no 1 KOHTENHepy B MiXKHapOAHUX NO3HAaYeHb OAMHULIL BUMIPIOBAHHSA. BHECEHHSI
KopobLUi 3 KapToHY 3MiH go po3giny “MapkyBaHHs” MKA J13. 3aTBepaxeHo:
MAPKYBAHHA. nepBuHHOI Ta BTOPUHHOT YNaKoBKU
[0[aeTbesl. 3anpornoHOBaHO:
MAPKYBAHHA. BignoBiaHo A0 3aTBEpPOKEHOro TEKCTY
MapKyBaHHs. BBegeHHs 3MiH NpoTsarom 6-Tu micauis nicns
3aTBEpPOKEHHS.
101.| BANMAKCIH masb, 20 mr/r; no 25r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaliiHnx maTtepianis: 3miHu | Tuny - bes UA/4182/01/01




30 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
y Ty6i; no 1 T1y6i B "Ximhapmaas "Ximcbapm3sasog OHOBIEHHS TEKCTY MapKyBaHHS1 yNakoBKky nikapcbkoro 3acoby | peuenma
nadui 3 KapToOHy of "YepeoHa "YepBoHa 3ipka" 3 BHECEHHAM iHopMaLlii LWOoAO0 3a3HaYeHHs OaNHULb
3ipka" BUMIpIOBaHHSA Y cucteMi Sl. BHeceHHs 3miH o posainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHS.
BignosigHo g0 3aTBepOXEHOro TEKCTY MapKyBaHHS BBeaeHHsi
3MiH NPOTArom 6-T MicsLiB Nicnsl 3aTBEpPAKEHHS
102.| QE3UPETT TabneTku, BKpUTI AnsoreH Bonrapis JTABOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/15002/01/01
NNiBKOBOI 0BOSOHKO dapma EYABAPHE, C.A,, BHECEHHS 3MiH 0 po3Ainy “MapkyBaHHa” MKA J13™: peuenmom
no 0,075 mr no 28 TpenguHr Icnanis 3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEPAXKEHOIO TEKCTY
TabneTok y 6nicTepi; Opon OTOB (mikpobionoriyHuii MapKyBaHHs. [pnBeAeHHs TEKCTY MapKyBaHHS 40 BUMOT
no 1 abo 3 6nictepn B KOHTpOrb); Haka3y MOS Ykpainu Big 23.07.2015 p. Ne 460 3 BHeCeHHsM
KapTOHHiIN kopoOLi ITaGopaTtopioc JleoH iHdbopMaUii Woao 3a3HavYeHHS OAUHULL BUMIPIOBAHHS Y
dapwma, C.A., cuctemi Sl. BBeeHHs 3MiH NpoTsArom 6-Tm micsAuiB nicns
Icnanis 3aTBEepPPKEHHS
(BMPOGHMLTBO
roTOBOro NPOAYKTY,
nakyBaHHs1,
KOHTPOMb AKOCTI,
Bunyck cepii); TOB
"MaHaHTian
IHTerpa", IcnaHis
(anbTepHaTyBHA
ninsHka ans
BTOPWHHOIO
nakyBaHHs)
103.| AEKCA- rpaHynu ans ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16777/01/01
300POB'A OpanbHOro Po34uHy, obmexeHo obmexeHo BHECEHHs 3MiH Ao po3giny “MapkysaHHs” MKA N3: peuenmom
25Mr/2,5r,n0o2,5r BianoBiganbHi BiAgnoBiganbHicTiO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
npenapary y naketi 3 cTio "®apmaueBTuyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
arntoMoKoMMeKcy, no "®PapmaLeBTn KomnaHisi "3popos'a” MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBKW MikapCbKoro
10 abo no 30 naketiB YHa KOMMaHis 3acoby 3 BHECEHHAM iHdopMaLlii LOoAo 3a3Ha4YeHHSA OAMHULb
y kopobLj 3 kapToHy "3gopos's" BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3amiH npoTtsrom 6-Tu
MicsILiB Micnsi 3aTBEPOXKEHHS
104, AEMONEHEM | nopoluok Ans po34uHy Abpun IHAis OEMO C.A. Ipeuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14759/01/01
® ans iH'ekuin no 1000 DopmynenH3 dapmachbtoTikan BBeJEHHS 04AaTKOBOro po3Mipy cepii FOTOBOro Nikapcbkoro | peyernmom
Mr no 1 donakoHy 3 Mer. N14. IHpacTpi 3acoby; 3anponoHoBaHo: 10 kr (7418 cnakoHis); 20 kr (14836
MOPOLLKOM Y dnakoHiB); 40 kr (29672 conakoHwn); 60 kr (44510 cpnakoHis)
KapTOHHIN ynakoBLji
105.| AEHIFMA® pO34uH Ansi TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17456/01/01
opanbHOro "endapm DAPM" BHECEHHS 3MiH Jo po3ainy “MapkyBaHHa” MKA J13: peuenmom
3aCTOCyBaHHs, 2 nTor 3anponoHoBaHo: MAPKYBAHHA 3rigHo i3 3aTBepaXeHnm
mr/mn, no 100 mn TEKCTOM MapKyBaHHS. OHOBMEHHS TEKCTY MapKyBaHHS!
pO34uHy y chrakoHi, no yMakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopMalLlii Lwoao
1 donakoHy y 3a3HayYeHHs1 O AMHULb BUMIpIOBaHHSA y cucTemi Sl. BBeaeHHs
KapTOHHIN ynakoBLji
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
pa3oM i3 MipHoIo 3MiH MPOTAroM 6-Tu MicsAUiB NicNsA 3aTBEPAKEHHS
TIOXKOHO
106. AEMPATAN TabneTkn AT "Anamep MonbLlwa BUPOBHMLTBO Monbwa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/17428/01/02
KMLLKOBOPO3YMHHI NO dapma” "rpaHynarty": 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
60 mr, no 7 TabneTok y AT «Apamven 3MiHM) 3MiHM BHECEHI 40 IHCTPYKUiT AN MeguyHoro
6nictepi; no 1 abo 4 dapmay, Monblua 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMNobivHi peakuii”,
GnicTepu y KapTOHHIN BUPOBHMLUTBO, nigpo3ain "3eiTyBaHHA Npo nigosptoBaHy nobivHy peakuito” Ha
KopobuLi nepBuHHe Ta nigcTasi 3miHM 3asBHUka Hakas MO3 Big 14.11.2019 p. Ne
BTOPUHHE 673, a came 3MiHa Ha3BM NpeacTaBHMLUTBA B YKpaiHi.
nakyBaHHs1, BUNYCK BBeneHHs 3MiH NpoTArom 6-Tu MicaUiB nicnsi 3aTBEPAKEHHS
cepii:
AT «Apavep
dapmay, Monblua
107.| AENPATAN TabneTku AT "Apamven MonbLa BMPOBHMLTBO Monbwa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHm | Tuny - 3a UA/17428/01/01
KMLLKOBOPO34YMHHI NO dapma” "rpaHynarty": 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
30 mr, no 7 TabneTok y AT «Apamvepq 3MiHM) 3MiHW BHECEHI 0 iIHCTPYKLii Ans MeguyHoro
6nictepi; no 1 abo 4 dapmanr, MNonbLia 3acTocyBaHHS nikapcbkoro 3acoby y po3ain "lMNobivHi peakuii”,
GnicTepun y KapToHHiN BUPOBHMUTBO, nigpo3ain "3eiTyBaHHSA Npo nigo3ptoBaHy nobivHy peakuito” Ha
Kopobui nepBuHHE Ta nigcTaei 3mMiHu 3asiBHMKa Hakasz MOS Big 14.11.2019 p. Ne
BTOPUHHE 673, a came 3MiHa Ha3BM NPeACTaBHULTBA B YKpaiHi.
nakyBaHHS, BUNYCK BBegeHHs 3MiH NpOTArom 6-TU MiCALIB NiCNs 3aTBEPOYKEHHS
cepii:
AT «Apavep
dapmay, Monblua
108.] AUKNOKAIH pO34MH ans iH'ekuin no | ToBapncTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux martepianis: 3miHu | Tuny - 3a UA/8315/01/01
2 mn B amnyni; no 10 obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenmom
amnyn y KapTOHHIN BignosiganbHi BiAnoBiganbHicTo ynaKkoBKW nikapcbKoro 3acoby 3 BHECEHHSIM iHdopMaLii LWoao
kopobui 3 cTHO "®PapmaLeBTUYHa 3a3Ha4YeHHs OANHULL BUMIPIOBaHHS Y cuctemi Sl. BHECEHHSI
neperopogkamu; no 2 "®apmaneBTn KomnaHis "3gopos's” 3MiH Ao po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
MI B amnyni; no 5 YHa KOMMaHis MAPKYBAHHA BignosigHo 0 3aTBEPAKEHOro TEKCTY
amnyn y 6nictepi; no 2 "3gopos's" MapKyBaHHs. BBegeHHs 3MiH NpoTAarom 6-Tu micauis nicns
onictepun B KQpTOHHI 3aTBEpPAKEHHSA
kopobui; no 2 mn B
amnyni; no 10 amnyn y
onictepi; no 1
GnicTepy B KapTOHHiV
kopooui
109.| AUKNO®PEHA | po3unH ans iH'ekuin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/1539/02/01
K-3AOPOB'A | 25 mr/mn no 3 mn B obmexeHo obmexeHo OHOBINEHHSA TEKCTY MapKyBaHHS YNakoBKy Nikapcbkoro 3acoby | peuyenmom
amnyni; no 5 amnyn y BignoBiganbHi BignoBiganbHicTIO 3 BHECEHHsAM iHopMaLlii LWOAO0 3a3HaYeHHs oanHULb
KapTOHHiIn kopobui 3 CTIo "®apmaueBTnyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
neperopoakamu; no 3 "®PapmaLeBTu KomnaHisi "3popos's” “MapkyBaHHs” MKA N13: 3anponoHoBaHo: MAPKYBAHHA
MI B amnyni, no 5 YHa KOMNaHis BignosigHo Ao 3aTBepOXeHOro TEKCTY MapKyBaHHS. TepMiH
amnyn y énictepi; no 1 "3gopos's" BBEZIEHHHA 3MiH NpoTarom 6 micauis nicns 3aTBepaXeHHS
GnicTepy B KapTOHHil
kopobui
110.; AUKNO®EHA | renb 1% no 30 r abo ToBapucTBO 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiHMX maTtepianis: 3miHu | Tuny - 6e3 UA/1539/01/01
K-3AOPOB'A | no 50 ry 1y6i; no 1 obmexeHo obMexeHo OHOBMEHHS TEKCTY MapKyBaHHA NEPBMHHOI Ta BTOPUHHOI peuenma




32 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
Ty0i B KAPTOHHIl BignoBiganbHi BiAMOBIAAMNbLHICTIO ynaKoBKW NnikapcbKoro 3acoby 3 BHECEHHAM iHdhopMalLii woao
KopobuLi CTIo "®apmaueBTnyHa 3a3Ha4YeHHs OANHULL BUMIPIOBAHHSA Y cucTemi Sl. BHECEHHS
"dapmaneBTu KoMnaHisi "3gopos's" 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
YHa KOMMNaHis MAPKYBAHHA BignoBigHo 40 3aTBEPAKEHOrO TEKCTY
"3popos's" MapKyBaHHs. BBeAeHHs 3MiH MpoTarom 6-Tu micauiB nicns
3aTBEPOKEHHS
111 AMMEAPON PO34UH ANS iH'eKUin, MAT Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHm | Tuny - 3a UA/4950/01/01
10 mr/mn; no 1 mn B "Tannugapm"” AamiHicTpaTvBHiI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecun | peuenmom
amnyni; no 10 amnyn y MicLS NPOBaAXeHHS AiANbHOCTI BUPOBOHYMKa (BKMoYatoum, 3a
kopob6ui; no 1 mn B HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOIHO SIKOCTi), abo
amnyni; no 10 amnyn y BnacHvka mactep-gavina Ha A®I, abo noctayanbHuka
KOHTYPHIW YapyHKOBI Adl/BuxigHoro maTepiany/peareHTy/npoMiXXHOro NPoAyKTy, LU0
ynakosui; no 1 3acTOCOBYIOTbCA Y BUPOOHMUTBI ADI (SIKLLIO 3a3HAYEHO y AOChE
KOHTYPHI/ YapyHKOBIl Ha nikapcbkuii 3acib) 3a BigCyTHOCTI cepTudikaTa
ynakoBLji B nayui BigMNOBIgHOCTI €Bponenckii hapmakonei y 3aTBepaKeHoOMy
nocbke, abo BUpobHMKa HOBOT AOMOMIXKHOI PEYOBUHN (SIKLLLO
3a3HaYeHo y A0CbE) 3MiHa aapecy MiCUs NPOBaKEHHS
fisnbHocTi BUpobHuka APl [udpeHrigpaminy rigpoxnopug
Qidong Dongyue Pharmaceutical Co., Ltd., Kutawn, 6e3 3amiHn
micus BupobHuuTea 3ateepaxeHo: No. 153 Hehe Street, Hehe
Town, Qidong City, Jiangsu Province, China 3anponoHoBaHo:
No. 268 Shanghai Road, Binjiang Fine Chemical Industry
Zone, Qidong City, Jiangsu Province 226200, China
112.| AUMETUHOE | kpanni opanbHi, ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/16699/01/01
H-30OPOB'AA | po3uuH, 1 mr/mn no 20 obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS1 YNakoBKW MikapcbKkoro 3acoby | peuenma
My drnakoHi 3i ckna, BignoBiganbHi BignoBiganbHIiCcTIO 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHs oanHULb
3aKynopeHomy CTIo "®PapmaLeBTUYHa BMMIiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
npobkoto- "®apmaneBTn KomnaHis "3gopos's” “MapkyBaHHs” MKA J13: 3anponoHosaHo: MAPKYBAHHA
KpanenbHuueto Ta YHa KOMNaHis BignosigHo Ao 3aTBepOXeHOro TEKCTY MapKyBaHHS. TepMiH
3aKPUTOMY KPULLIKOIO, "3gopos's" BBEAEHHS 3MiH MPOTAroM 6 MicALiB NiCnsa 3aTBEPAXEHHS
no 1 dnakoHy y
kopo6Lli 3 KapTOHY
113.| AUHOPUK®- TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/6496/01/01
OAPHUUA o6onoHkoto no 10 "®apmaLreBTu "®apmaLeBTUYHa 3miHun 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax peuenmom
TabneTok y KOHTYPHIl YHa dipma cipma "OapHuus” BunpobysaHHa APl abo BMxigHOro maTepiany/npoMixxHOro
YapyHKOBIN ynakoBLi, "OapHuus” npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLECI
no 1 abo no 3 BMPOGHMUTBa ADI (iHLWi 3mMiHM y MeToAax BUNpobyBaHHSA
KOHTYPHi YapyHKOBI (Bkntoyatoum 3amiHy abo gonoBHeHHs) ADI abo
ynakoBKM B nauLli BMXigHOro/NpomixkHoro npoaykTy) BHeceHHs 3MiH y meTogax
BUNPOBYBaHHS M. «3anuLLKOBI KiNbKOCTi OpraHivyHmx
po3uunHHukiB» APl ATeHonon BupoGHuka M3 MpAT
"®apmaueBTnyHa dipma "OapHuus”
114, ANCKYC PO34MH Ans iH'eKuin,no Bionoriwe HimeyuunH Bionoriwe Himeyuunna BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/3959/01/01
KOMMO3WUTY | 2,2 mn B amnyni; no 5 XannbMmitTenb a XanbMiTTenb 3MiHu wopo 6e3neku/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
M amnyrn y KOHTYpPHi Xeenb 'M6X Xeenb M6X 3MiHM) OHOBMEHHSA TEKCTY MapKyBaHHS NEPBUHHOI Ta
YapyHKOBIV ynakoBLyj; BTOPWHHOI YNaKOBKW IikapCbKOro 3aco0y i3 3a3Ha4YeHHAM
no 1 abo no 2, abo no MiXXHapOAHUX NO3HaYeHb OAMHULb BUMIpIOBAHHSA. BHECEHHSs!
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o
noceid4yeHHsI

1165.

20 KOHTYpHMX
YapyHKOBMX YMaKoBOK
y KOpobLi 3 KapTOHY

3MiH go po3gainy “MapkysaHHa” MKA J13. 3atBepaxeHo:
MAPKYBAHHA. nepB1HHOI Ta BTOPUHHOT yNaKoBKK
noaaeTbes. 3anponoHOBaHO:
MAPKYBAHHA. BignosiaHo Ao 3aTBepaXeHoro TekcTy
MapKyBaHHs. BBeAeHHs 3MiH MpoTarom 6-Tu micauiB nicns
3aTBEPAKEHHS.

OIAMAKC®

kancynu Teepgi no 50
mr, no 10 kancyn y
6nictepi; no 3
Gnictepu B nayui

TOB
"®APMEKC
reymn"

Ykpaina

TOB "®APMEKC

rPymn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHm | Tuny -
3MiHn 3 AkocTi. FoToBMIA Nikapcbkuid 3acib. Onuc Ta cknag,.

3miHa y cknagi (4OMoMiXKHUX peYOBMHAX) FOTOBOTO fikapCbKoro

3acoby (cmakoBi fobaBkM abo GapBHUKHM) - [logaBaHHs,
BUIyYeHHs1 abo 3amiHa -
3MiHa cknagy o6onoHKM kancynu - 6yno 3amiHeHo 6apBHMK
asopybiH (E 122) Ha 6apsHuk xoBTui 3axig FCF (E110), sk
Hacnigok 3miHa crneumdikaLii roToBoro nikapcbkoro 3acoby y
YaCTWHI 30BHILUHBOrO BUIMIAAY Kancyn: Kopnyc i KpuLlka
YepBOHOTO KOMbOPY Ha KOPMYC i KPULLIKA CBITI10-0pPaHXeBOoro
KONbOpY. 3MiHW BHECEHI B iHCTPYKLIitO AN MEANYHOIO
3actocyBaHHs J13 y p. "Cknag" sk Hacnigok y p. "Jlikapcbka
copma" (OCHOBHi (i3NKO-XiMi4HI BMAaCTMBOCTI) 3 BiANOBIAHMMM
3MiHaMm B TEKCTi MapKyBaHHS ynakoBoK. BBeeHHS 3miH
npoTarom 6-Tn micsiB nicnsi 3aTBepaXkeHHs. 3MiHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA Nnikapcbkuii 3acid. Cuctema
KOHTeNHep/3aKynoptoBanbHuUii 3acio. 3miHa y NepBUHHIN
ynakoBLi rOTOBOro NikapCbKoro 3acoby (SKiCHWI Ta KinbKiCHUIA
cknap) - Teepadi nikapcbki OpMU - BHECEHHS A0AATKOBOIO
nakyBaHHs - 6nicTepy 3 NniBKv ABOLIAPOBOI 3
nonisiHiNxnopuay Ta nonisiHinAeHxnopuay Ta gonsru
anoMiHieBoi. BBeeHHsA 3MiH NpOTArom 6-Tu MicsLiB micns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 akocTi. FoToBMIN
nikapcbkuii 3aci6. Cuctema KoHTenHep/3akynoproBarbHUiA
3aci6. 3miHa napameTpis cneuudikauin Ta/abo gonycTummnx
MeX NePBUHHOI YMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHK) akTyanisauis cneundikauii Ha nnisky MNMBX Ta
MBX/MNMBOX 3a nokasHukom "MikpobionoriyHa unctora" -
npviBeaeHHs oo sumor EP/O®Y 3 BignosigHMMu 3miHamu B
MeTOAax KOHTPOnio.

3a
peuerimom

UA/11090/01/01

116.

OIOCMEKTUT
-300POB'A

NOPOLLOK Ans
opanbHoi cycneHsii, 3
r/3,76 r; no 3,76 ry
cawe; no 10 a6o 30
calue y kopobui

ToBapucTBO 3
obmexeHo
BignoBiganbHi
CTHo
"®apmaneBTn
YHa KOMNaHis
"3popos's"

YkpaiHa

ToBapwucTtBo 3

obmexeHo

BignoBiganbHIiCTIO
"®apmaueBTnyHa
KomnaHis"3gopos's”

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny -
OHOBIEHHSA TEKCTY MapKyBaHHS YNaKoBKU MikapcbKoro 3acoby
3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
BMMIiptOBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
“MapkyBaHHs” MKA J13: 3anponoHoBaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpOXEHOro TEKCTY MapKyBaHHS. TepMiH
BBEZIEHHHA 3MiH NpoTarom 6 micauis nicns 3aTBepaXeHHS

6e3
peuyenma

UA/17181/01/01

117.

Ol®OoCooLm
H

pO34MH Ans iH'ekuin,
500 mMr/4 mnno 4 mn B
amnyni; no 5 amnyn y

KOHTYPHIi/ YapyHKOBIV

Maric
dapmacbtoTivi
C.p.n.

ITanis

Mitim C.p.n.

ITanis

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHN) OHOBMNEHHSA TEKCTY MapKyBaHHS YMakoBKU MiKapCbKOro
3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3HaYeHHs! OAUHULb

3a
peuerimom

UA/13936/01/01
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(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk
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eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

YMaKoBLji y KAPTOHHIN
Kopoo6uUi

BMMiptoBaHHS y cuctemi Sl. 3amina posginy «[padiyHe
ohopMmeHHs ynakoBku» Ha po3gin «MapkysaHHsa» MKA J13
3areepmkeHo: Posgin «F’PASIYHE OPOPMITIEHHA
YTAKOBKWM» Oonaetbes. 3anponoHoBaHo: Po3ain
«MAPKYBAHHA» 3rigHo 3aTBEpAKEHOr0 TEKCTY MapKyBaHHS
BBefeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPAXKEHHS.
3MinHu | Tvny - 3miHn wopo 6esneku/edekTUBHOCTI Ta
apmakoHarnagy. BeegeHHsi abo 3MiHv [0 y3aranbHeHux
AaHuX nNpo cuctemMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsay; KOHTaKTHoi ocobu 3 hapmakoHarnsay
3asiBHUKA ANA 34iNCHEHHS dhapmakoHarnsay B YKpaiHi, SKwo
BOHa BiAMiHHa BiZ yNoBHOBakeHOi ocobu, BiANoBiaanbHOI 3a
3[iCHeHHs hapmakoHarnagy (BKMoYakvm KOHTaKTHi AaHi)
Ta/abo 3miHM y po3mileHHi macTep-caiina cuctemm
dapmakoHarnagy) 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu 3asiBHMKa, BignoBiganesHoi 3a hapMakoHarnsg. 3miHa
KOHTAKTHOI 0COOM YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
pepakuis:KpynHosumubkuin OcTan Monikapnosuy.
[MponoHoBaHa pepakuisi: JlenewkiHa IpyHa AHaTtoniiBHa. 3miHa
KOHTAKTHMX JAHMX KOHTAKTHOI 0COBU YNMOBHOBaXEHOT 0CObU
3aaBHMKa, BiANOBIAaNbHOI 3a hapMmakoHarnag B YkpaiHi.
3MiHa Micus 34iINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsagy. 3miHa micuesHaxomKeHHs macTep-anna
cvucTeMu dpapmakoHarnsigy.

118.

Jillofelel To)NN7]
H

pO34MH Ans iH'ekuin,
1000 mr/4 mn no 4 mn
B amnyni; no 3 amnynu
Y KOHTYpHi#
YapyHKOBIV ynakoBLji Y
KapTOHHiI kopobui

Maric
dPapmacbioTivi
C.p.n.

ITanis

Mitim C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
3MiHM) OHOBEHHSA TEKCTY MapKyBaHHS YNaKoBKW NikapCbKoro
3acoby 3 BHECEHHAM iHbopmaLii LWOoAo 3a3HaYEHHS OONHULb

BUMiptOoBaHHSA y cuctemi Sl. 3amiHa posginy «padiyHe
0ohopMIEHHS yNakoBKkW» Ha po3gin «MapkyBaHHs» MKA J13
3arBepoxeHo: Posgin «TPA®IMHE OPOPMJIEHHA
YTAKOBKW» Oonaetbes. 3anponoHoBaHo: Po3ain
«MAPKYBAHHSA» 3rigHo 3aTBEpAKEHOr0 TEKCTY MapKyBaHHS

BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.

3minn | TMny - 3miHn wWopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3aranbHeHUX
AaHuX npo cuctemMy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHnx Npo cuctemy papmakoHarnsgy, 3amiHa
yNoBHOBaXeHOoI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay; KOHTaKTHOI ocobu 3 hapmakoHarnsagy
3asiBHUKA ANA 34iCHEHHs dhapmakoHarnsay B YKpaiHi, SKwo
BOHa BiIMiHHa Bif YNOBHOBaXeHOi 0cobu, BianoBiganbHoi 3a
3[iiCHeHHs hbapmakoHarnaay (BKMOYayM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi macTep-daiina cuctemm
hapmakoHarnsigy) 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXEHO!
ocobu 3asiBHUKA, BiAMOBIiAanbHOI 3a dapmakoHarnsg. 3MiHa

3a
peuernmom

UA/13936/01/02
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTaKTHOT 0COBM YNOBHOBaXXEHOI 0COOU 3asiBHIKA,
BignoBiganbHoi 3a hapMakoHarnsag B Ykpaini. Lirova
pepakuia:KpynHoBumubkuin OcTan MNonikapnosuy.
[MponoHoBaHa pepakuisi: JlenewkiHa IpyHa AHaTtoniiBHa. 3miHa
KOHTaKTHMX JaHNX KOHTaKTHOI 0COGW YNOBHOBaXXEHOT 0cobu
3asiBHMKA, BignoBigansHoi 3a hapmakoHarnsg B YkpaiHi.
3MmiHa Micus 34iNCHEHHSI OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3miHa micLe3HaxomKeHHs macTep-anna
cucTeMmn hapMakoHarnagy.
119, EBKANINTA HacTovka; no 25 mny TOB "[OKT Ykpaina TOB "OKM YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu Woao bes UA/8517/01/01
HACTOUKA dnakoHax; no 25 mny | "dapmauestu "®apmaueBTuyHa 6e3neku/edeKkTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHm) peuenma
dnakoHi; no 1 YHa habpuka" tabpuka” 3aMiHa rpadiyHoro opopMIEeHHSA NEPBUHHOI Ta BTOPUHHOT
nakoHy B mayui YNaKoBOK Ha TEKCT MapKyBaHHS yMakoBOK 3 BiAMOBIAHUMM
3miHamu go posainis MKA J13 (po3ain «padivHe
odhopMmeHHs» 3amiHeHo po3sginom «MapkyBaHHs»( 3rigHo
3aTBEPAKEHOro TEKCTY MapKyBaHHS)). OHOBMNEHHSA TEKCTY
MapKyBaHHs1 YNakoBKM MikapCbKOro 3acoby 3 BHECEHHAM
iHdbopMaUii Woao 3a3HavYeHHS OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHs 3MiH NpoTsArom 6-Tm micsAuiB nicns
3aTBEPOKEHHS.
120.| EBOHEKCA® | niogoinisaTt gns AT "dapmak” YkpaiHa AT "dapmak” , YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/16030/01/01
PO34UHY ANS iH EKLiN Ykpaina BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA N3; peuenmom
Ta iHdysin no 40 mr no (BUpPOOHULTBO 3 3anpornoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepa)KeHoro
10 mn y dpnakoHi; no nakyBaHHs in bulk TeKCTy MapkyBaHHs. OHOBMEHHSI TEKCTY MapKyBaHHS yNaKkoBKu
1, 5 abo 10 cpnakoHis dipmun-BUpOBHMKa nikapcbKoro 3acoby 3 BHECEHHAM iHdopmaLii Woao
y navui TNa6opaTopioc 3a3HayYeHHs1 O AMHULIb BUMIpIOBaHHSA y cucTemi Sl. BBeaeHHs
HopmoH C.A., 3MiH NPOTArom 6-T MicsLiB NicNs 3aTBepAKEHHSA
Icnanis)
121 E3OHEKCA® | Tabnetku AT "®apmak” YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16607/01/01
KWLLIKOBOPO34MHHI MO YkpaiHa BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3; peuenmom
20 mr no 7 TabneTtok y (BUpPOBOHULTBO 3 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaeHoro
6nictepi, no 2 abo 4 nakyBaHHs in bulk TeKCTy MapkyBaHHSA. OHOBMEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
Gnictepu y navui ipMun-BUpOBHYMKa nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Woao
BankaHdapma 3a3HayYeHHs1 O AMHULIb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs
OynHuus AT, 3MiH NPOTArom 6-T MicALB MicNsi 3aTBEPIKEHHS
Bonrapist)
122 EBOHEKCA® | Tabnetku AT "®apmak” YkpaiHa AT "®apmak”, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16607/01/02
KWLLIKOBOPO34MHHI MO YkpaiHa BHECEHHS 3MiH o po3ainy «MapkyBaHHa» MKA N3; peuenmom
40 mr no 7 TabneTok y (BUpPOOHMLTBO 3 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaXeHoro
6nicTepi, no 1 abo no nakyBaHHs in bulk TeKCTy MapkyBaHHs1. OHOBMEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
2 abo 4 6nictepu y ipMun-BUpoBHMKa nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Lwoao
navui BankaHdapma 3a3HayYeHHs OAVHULIb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs
OynHuus AT, 3MiH NPOTArom 6-Tn MicsUiB Nicns 3aTBepAKEHHS
Bonrapis)
123, EK3IK PO34UH HaLLKipHWUIA 1 TOB "OKM YkpaiHa TOB "OKMN YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/17183/01/01
%; no 20 mny "®apmaneBTn "®apmaueBTnyHa 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy (iHwi | peuenma
dnakoHi; no 1 YHa ¢abpmka” habpuka" 3MiHN) - BHeceHHs 3miH go po3ainy “MapkyBaHHs” MKA N13”:
nakoHy B mayui 3aTBepaxeHo: MapkyBaHHs. BignosigHo fo 3aTBEpAXEHOr0
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
TEKCTY MapKyBaHHS, WO A0AaETbCA 3anponoHOBaHo:
MapkyBaHHs. 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS
OHOBMEHHS TEKCTY MapKyBaHHS yMakoBKM MikapcbKoro 3acoby
3 BHECEHHSAM iHhopMaLii LLOoAOo 3a3HaYeHHS OQUHMLb
BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MicAUiB Micnsa 3aTBEPAXEHHSA
124 EHricTon Tabnetku, no 50 Bionoriwe HimeyumH Bionoriwe Himeuunna BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/2053/02/01
TabneTok y Xannbmitteno a Xannbmitteno 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peuyenma
KOHTeWHepi Xeenb M'M6X Xeenb M6X 3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHs MEPBUHHOI Ta
noninponineHoBoMmy; BTOPWHHOI YNakoBKW NikapCbKoro 3acoby i3 3a3HavyeHHAM
no 1 KoHTelHepy B MiDKHapOAHMX NO3HaYeHb OAMHULL BUMIpIOBaHHS. BHeCeHHs
KopobLUi 3 KapTOHY 3MiH go po3giny “MapkyBaHHa” MKA J13. 3aTBepaxeHo:
MAPKYBAHHA. nepB1HHOI Ta BTOPUHHOT yNaKoBKM
[oaaeTbes. 3anponoHOBaHO:
MAPKYBAHHA. BignosiaHo A0 3aTBEpPOXKEHOro TEKCTY
MapKyBaHHSA. BBegeHHs 3MiH NpoTsirom 6-Tu micauiB nicnsi
3aTBEpKEHHSA
125.| EHEAC Tabnetku; no 10 deppep IcnaHis deppep IcnaHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/10389/01/01
TabneTok y 6nictepi; IHTepHaujioHan IHTepHauioHanb, 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuernmom
no 3 6nictepn y b, C.A. C.A. BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.

KapTOHHiIN kopooLi

MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BignNoBIAHOCTI
abo Buny4eHHsi cepTudikaTa BigNnoBiAHOCTI €EBpONENChbKin
capmakonei: gna Adl; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; AN 4ONOMIKHOT
peyvoBUHM (CepTuUdikaTt BiaNoBigHOCTI EBponenchkin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEpPAKEHOro BMPOOHWMKa - NMogaHHA OHOBNEHOrO
cepTudikaTa BignosigHocTi €Bponerichkin apmakonei Ne R1-
CEP 2000-070-Rev 04(3atBepmxeHo: R1-CEP 2000-070-Rev
03) gnsa gitoyoi pevomHn Enalapril maleate Big Bxe
3aTBepakeHoro BMpobHuka Inke, S.A., Spain.; amiHu | Tuny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MopaHHsa HoBoro abo oHoBREHOro cepTudikaTta BiANOBIAHOCTI
abo Buny4eHHs cepTudikata BignoBigHOCTI EBpONEnChKil
capmakonei: gna A®I; onsa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI €BpONenchKin
dapmakonei) - OHoBneHu cepTudikaT Bif yxe
3aTBepAKeHOro BUpobHuMKa - MoaaHHsi OHOBNEHOro
cepTudikaTa BignosigHocTi €Bponerichbkin dapmakonei Ne R1-
CEP 2003-078-Rev 05 (3atBepmkeHo: R1-CEP 2003-078-Rev
04) ans gitodoi pevoBuHn Enalapril maleate Big Bxe
3aTBepakeHoro BMpobHuka Neuland Laboratories Limited,
India; 3miHn | TMny - 3miHn 3 sikocTi. CepTndikaT
BignosigHocTi/lE-cepTudikat BianoBiaHoCTi €Bponenchbkin
dapmakonei/MoHorpagii. NogaHHA HOBOro abo OHOBNIEHOTO
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

cepTudikaTa BignoeiaHocTi abo BuUNyyYeHHs cepTudikata
BigNoBigHOCTI €Bponewckkin hapmakonei: ans A®l; ans
BUXiZHOrO MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, L0
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana AonoMiKHOI
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBneHui cepTudikat Bif yxe
3aTBepAKEHOro BUpoBHMKa - [ofaHHsi OHOBNEHOro
cepTtudikaTa BignoeigHocTi €Bponenichkin dapmakonei Ne R1-
CEP 2003-078-Rev 06 ans gitovoi pe4oBuHu Enalapril
maleate Big Bxe 3aTBepmKeHoro BupobHuka Neuland
Laboratories Limited, India; 3miHn | TUny - 3miHKn 3 AKoCTi.
CepTudikat BignosigHocTi/[E-cepTudikaTt BignosigHocTi
€sponelicbkin hbapmakonei/moHorpadii. MNogaHHa Hosoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNYyYeHHs!
cepTudgikaTa BignoBigHOCTI €Bponeiickkii thapMakonei: ons
A®I; onsa BuxigHoro matepiany/peareHTy/nPOMiIKHOIo
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Yy BUPOOHMLUTBI ADI; Ans
[OOMOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTI
€sponevicbkin bapmakonei) - OHoBNeHWn cepTudikaT Bif yxe
3aTBEpAKEHOro BMPOOHWMKa - NMogaHHA OHOBNEHOrO
cepTudgikaTa BignoBigHocTi €Bponeiickkin dhapmakonei Ne R1-
CEP 2003-078-Rev 07 ans gitoyoi pevosuHn Enalapril
maleate Big BXe 3aTBepmKreHoro BupobHuka Neuland
Laboratories Limited, India; 3miHu | TUny - 3miHu 3 gKkocTi.
CepTudikat BignosigHocTi/E-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/moHorpadii. MoaaHHa Hosoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTtudikaTa BigNoBiAHOCTI €Bponerichbkin dapmakonei: Ans
A®I; onsa BuxigHoro matepiany/peareHTy/NPOMIKHOrO
NpOAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI ADI; Ana
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€sponevicbkin apmakonei) - OHoBNeHW cepTuddikaT Bif yxe
3aTBepAKeHoro BUpobHuka - [MoaaHHst OHOBNEHOro
cepTtudikaTa BignosigHocTi €Bponenichkin dapmakonei Ne R1-
CEP 2003-078-Rev 08 ans gitoyoi pevosuHn Enalapril
maleate Big BXe 3aTBepmxeHoro BupobHuka Neuland
Laboratories Limited, India. B pamkax oHoBneHHsi CEP
BiAOYnMCb agMiHICTpaTMBHI 3MiHW Y Ha3Bi LUTATIB Yy 3B’A3KY i3
pilleHHsIM Ypsigy Npo peopraHisauito, He Binbynock xoaHux
3MiH y reorpadi4HoMy po3TallyBaHHi BUPOOHUYOI AinbHULY;
3MiHn | Tuny - 3miHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BiaNoBIAHOCTI EBPONENCHKIN
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTudpikaTa BignoBigHOCTi abo BUNyYeHHsi cepTudikaTta
BignoBigHocTi €Bponeicbki papmakonei: anst ADI; ana
BUXiHOTO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BMKOPWCTOBYIOTbCS Y BUpOobHUUTBI API; AN onoMikHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI EBponenchki
dapmakonei) - OHoBNeHU cepTUdiIkaT Bif yxe




38

[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

3aTBEpAKEHOro BUpoBHMKa - [ofaHHsi OHOBNEHOro
cepTtudikaTa BignoeigHocTi €Bponenicekin dapmakonei Ne R1-
CEP 2003-078-Rev 09 ans gitovoi pevoBuHu Enalapril
maleate Bia Bxe 3aTBepmxeHoro BupobHuka Neuland
Laboratories Limited, India; 3miHn | TUny - 3miHKn 3 AKoCTi.
CepTudikat BignosigHocTi/E-cepTudikaTt BignosigHoCTi
€sponeickkin hapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOBIIEHOTO cepTudikaTa BiANoBiAHOCTI abo BUMyYeHHS
cepTudgikaTa BignoBigHOCTI €Bponeiichbkii thapMakonei: ons
A®Il; onsa BuxigHoro matepiany/peareHTy/nPOMKHOrO
NPOAYKTY, LLO BUKOPUCTOBYIOTECS Y BUPOOHULTBI ADI; ans
[OOMOMiXHOT peqoBuHU (cepTudikaT BignoBigHoCTI
€sponewicbkin bapmakonei) - OHoBNeHW cepTuddikaT Bif yxe
3aTBEpAKEHOro BMpOOHWMKa - NMogaHHA OHOBNEHOTO
cepTudgikaTa BignosigHocTi €Bponeiicbkin dapmakonei Ne R1-
CEP 2003-078-Rev 10 ans gitoyoi pevosuHn Enalapril
maleate Big BXe 3aTBepmKreHoro BupobHuka Neuland
Laboratories Limited, India; 3miHu | Tuny - 3miHu 3 gKkocTi.
CepTudikat BignosigHocTi/E-cepTudikaTt BignosigHocCTi
€Bponelicbkin hbapmakonei/moHorpadii. MogaHHa HosBoro abo
OHOBMEHOro cepTudikaTa BignoBigHOCTI abo BUMyYeHHs
cepTtudikaTa BignoBigHOCTI €Bponerichbkin dapmakonei: Ans
A®Il; onsa BuxigHoro matepiany/peareHTy/npPOMiIKHOIo
NPOAYKTY, O BUKOPUCTOBYIOTECH Y BUPOOHULTBI ADI; Ans
[OMOMIXKHOI peqoBUHU (cepTudikaT BignNoBiAHOCTI
€Bponevicbkin apmakonei) - HoBuin ceptudikat i Bxe
3aTBepAKeHoro BUpobHuka - MoaaHHs HoBOro ceptudikara
BignoBigHocTi €Bponencoki hapmakonei Ne RO-CEP 2017-
032-Rev 00 ans gitoyoi pevosuHm Nitrendipine Big Bxe
3aTBepakeHoro BupobHuka Union Quimico Farmaceutica,
S.A.(Uquifa S.A.) sk Hacnifgok 3asBHUK Baxae
CTaHAAPTM3YBaTW HaMMCaHHA Ha3BMW BriacHUKa
CEP/BupobHuka Aito4oi pe4oBWHU, agpecu horo
MicLie3HaxX0MKEHHS OO Tiel, ska 3a3HaveHa y HoBomy CEP 6e3
aKTUYHOI 3MIHW AOr0 MiCLIE3HaXOMKEHHS

126.

EHTEPOCTE
Jib

nacra gns
nepoparnbsHoro
3acTocyBaHHs, 70
r/100 r no 135 r abo
270r,a60405ry
KOHTeWHepi; no 1
KOHTEWHepy B Kopoobui
3 KapToHy; Mo 151y
nakerti; no 15 a6o 30
naketiB y kopobui 3
KapTOHY

MpAT "EO®
"KPEOMA-
PAPM"

YkpaiHa

MpAT "EO®
"KPEOMA-®APM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
3MmiHu 3 AkocTi. FoToBuUIA nikapcbkuii 3acid. Cuctema
KOHTeWHep/3aKynoproBarnbHUii 3aci6. 3miHa nocTavanbHuka
nakyBanbHuX MaTepianis abo KOMNMIEKTYHUMX (SKLLO
3a3HayeHo B AOCbE) (3aMiHa abo AofaBaHHS nocTavanbHuKa) -
BHeceHHs 3miH 0 MaTepianiB peecTpalinHOro 4OChe p.
3.2.P.7. Cuctema KoHTeHep/3akyrnoproBanbHuii 3acib , a came
[ofaBaHHA anbTepHATMBHUX NOCTaYanbHUKIB MaTtepiany
NepBUHHOI ynakoBku, 6e3 3miHu SKicHOro cknagy
nakyBanbHOro matepiany. Ak Hacnigok, yHidikauis Ha3su
nakyBanbHOro Matepiany Ans YoTMPbOX BUPOOHMKIB
«MaTepian nakyBanbHUA TPbOXLIAPOBUIAY

6e3
peuyenma

UA/4415/02/01

127.

EMNETOP

TabneTku, BKPUTI
NniBKOBOO

My6niyHe
akuioHepHe

YkpaiHa

My6niyHe
akLioHepHe

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny -
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi

3a
peuenmom

UA/12623/01/02
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
o6oroHkoto, no 50 mr, TOBapUCTBO TOBapuUCTBO 3MiHM) - OHOBNEHHS TEKCTY MapKyBaHHA YNakoBKW MiKapCbKOro
no 10 TabneTok y "HaykoBo- "HaykoBo- 3acoby 3 BHECEHHAM iHhopMalLlii LWoAo 3a3Ha4YeHHs1 OQMHULb
6nictepi; no 3 BUPOBHMYMI BUPOBHNYMIN LIEHTP BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3miH fo po3ainy
6nictepu B nayui LeHTp "BopLuariscbkuii “MapkyBaHHa” MKA J13. 3atBepaxeHo: MapkyBaHHs. TekcT
"Bopariscbk XiMiKO- MapKyBaHHS yMakoBKM 40AAETLCSA. 3anponoHOBaHO:
NI XiMiKO- bapmaLeBTUYHNIA MapkyBaHHs.
hapmaueBTny 3aBog", YkpaiHa BignosiaHo A0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS YNaKOBKM.
HWIM 3aBoa” (dacyBaHHs i3 TepmiH BBEAEHHS 3MiH NPOTArom 6 micauis nicns
dopmm "in bulk" 3aTBEePYKEHHSI
ipMu-BnpobHUKa
"CiHTOH XicnaHis
C.J1.", IcnaHis)
128, ENNETOP TabneTkn, BKpUTI My6niyne YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/12623/01/01
NniBKOBOIO akuioHepHe akuioHepHe 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
06oroHKoto, Mo 25 wr, TOBapuCTBO TOBapUCTBO 3MiHK) - OHOBNEHHA TEKCTY MapKyBaHHSA YNakoBKW NiKapCbKOro
no 10 Tabnetoky "HaykoBo- "HaykoBo- 3acoby 3 BHECEHHAM iHopMalLlii LLoAo 3a3Ha4YeHHSA OANHULb
6nictepi; no 3 BVPOGHWYMIA BMPOGHWYUIA LEHTP BMMIiptoBaHHS y cuctemi Sl. BHeceHHs 3miH fo posainy
6nictepu B navui LeHTp "BopLuariBcbkui “MapkyBaHHs” MKA J13. 3atBepaxeHo: MapkyBaHHs. TekcT
"Bopuariscbk XiMiKO- MapKyBaHHS yMakoBKM A0AAETLCS. 3anponoHOBaHO:
Ui XimiKo- dapmaueBTNYHUIA MapkyBaHHs.
cthapmaueBTmy 3aBog", YkpaiHa BianoBigHo Ao 3aTBEPOXKEHOrO TEKCTY MapKyBaHHS YNaKoBKM.
HWM 3aBoa” (dacyBaHHs i3 TepmiH BBEAEHHS 3MiH NPOTArom 6 micauis nicns
dopmu "in bulk" 3aTBEepPKEHHS
dipMu-BUpOGHMKa
"CiHTOH XicnaHisa
C.J1.", Icnanist)
129/ EPTO®EPOH | tabnetku no 20 TOB "Marepia YkpaiHa 3AT CaHToHika IlutBa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/12931/01/01
TabneTok y 6nictepi; Megawika- 3MiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acid. 3miHn y peuenma
no 1,2 abo 5 YkpaiHa" BMPOGHMUTBI. 3MiHM y NpoLieci BUpOBHULITBa FOTOBOrO
GnicTepiB y KapTOHHil nikapcbkoro 3acoby, BKIOYa4y NPOMiIXKHUIA MPOAYKT, L0
Kopobui 3aCTOCOBYETHLCS NMPU BUPOOHULITBI FOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUPOOHULTBA) - HE3HAYHI
peAakuiiHi 3MiHM y npoueci BUpoGHMLUTBA LLoJo npolecy
yNaKoBKM rOTOBOrO NiKapCbKOro 3acoby - NpUBeAEHHS y
BigNOBIHICTb 4O BHYTPILIHLOI JOKYMEHTaLii BUPOOHUKA
130.| ECKYIOC- Kpanni opanbHi, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/16920/01/01
300POB'A po34mH, no 20 MmNy obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenma
donakoHi 3i ckna, BignoBiganbHi BignoBiganbHIiCTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSM iHdopMaLii LWoao
YKynopeHomMy CTIo "®papmaLeBTUYHa 3a3Ha4YeHHs OAUHULIL BUMIptOBaHHS y cuctemi Sl. BHeceHHs
npobkoto- "®apmaneBTn KomnaHis "3gopos's” 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
KpanenbHuueto Ta YHa KOMMaHis MAPKYBAHHA
3aKpUTOMY KPULLKOHO, "3gopos's" BignoBigHo Ao 3aTBEpKEHOro TEKCTY MapKyBaHHs. BBegeHHs
no 1 dnakoHy y 3MiH MPOTAroM 6-Tu MicsAUiB NicnsA 3aTBEpAPKEHHS
kopo6Lii 3 KapTOHY
131.| ECTE3U®IH kpem, 1 % no 15ry AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - be3 UA/15944/01/01
Ty6i, no 1 Ty6i y navui 3miHa HariMeHyBaHHs Ta/abo agpecu Micusi IPOBagKEHHS peuenma
[isnbHOCTI BUPOGHWKa/imnopTepa rotoBoro nikapcbKoro
3acoby, BKMYa4u AinbHuULi BUNycky cepii abo micue
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOBHWMK/iIMNOpTep, BKMOYaoYM BUMYCK Cepilt) - 3miHa
HallMeHyBaHHSA Ta agpecy BUpobHuka, 6e3 3MiHn micus

BMpPOOHMLUTBA (BBEeAeHHsI 3MiH NpoTsirom 6-Tu micsiuiB nicnsi
3aTBEPKEHHS); 3MiHM | Tuny - AOMiHiCTpaTWBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BNacHuKa
peecTpauinHOro NOCBIAYEHHS) - 3MiHa HANMEHYBaHHS Ta
agpecw 3asiBHMKa (BNacHvKa peecTpaLiiHoro nocBigYeHHs)

(BBeaeHHs 3MiH NpoTArom 6-T MicALIB MiCns 3aTBEPMKEHHS);

3MinHu | Tuny - 3miHn Wwopo 6e3nekv/edekTMBHOCTI Ta
apmakoHarnsagy (iHwi 3mMiHM) - BHECEHHS 3MiH A0 po3giny
«MapkyBaHHa» MKA N3
3areepoxeHo: MAPKYBAHHA BignosigHo fo 3aTtBepaXeHoro
TEKCTY MapKyBaHHS, WO AO0AAETHCS.
3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTtBepa)keHoro
TEKCTY MapKyBaHHS.3MiHN BHECEHI B TEKCT MapKyBaHHS
YNaKoBKW fikapCbKOro 3acoby LOAO 3a3Ha4YeHHSA MKHapOAHMX
no3Ha4yeHb OAUHULE BUMIpOBaHHSA (BBeAeHHS 3MiH NpoTArom
6-T MicaLiB MicNsa 3aTBEPAXEHHS)

132.

EXIHALEI
nyPNyPOBOI
KOPEHEBMWLL
3 KOPEHAMM
CBIKUX
HACTOMKA

HacTonka; no 40 mny
cdnakoHax

TOB "[OKI
"dapmaneBTu
YyHa dabpmka”

YkpaiHa

TOB "[OKI
"papmaueBTnYHa
dabpuka”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHN) - BHeceHHs 3miH go posainy “MapkysaHHs” MKA N37:
3aTtBepaxeHo: MapkyBaHHs. BignosigHo 0o 3aTBepMKeHOro
TEKCTY MapKyBaHHS, WO AoAaETbCA 3anpornoHoBaHo:
MapkyBaHHS. 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS
OHOBEHHSA TEKCTY MapKyBaHHS YNaKoBKW MikapCbKoro 3acoby
3 BHECEHHSAM iHopMaLlii LLOAO 3a3HaYeHHsT OaNHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA

6e3
peuenma

UA/3423/02/01

133.

3I0AAP

MOPOLLOK AN PO3YNHY
ans iH ekuin no 1000
mr, no 1 abo no 10
hNakoHIiB 3 MOPOLLKOM
Y KapTOHHIl KOpoobUi

AAP dapma
®3-JINC

O6'eqHaHi
Apabcbki
Emipatu

3elicc
dapmac’ioTikenc
MeT. 1o,

IHAis

BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianiB: 3miHa 3asiBHUKa
(BnacHuka peecTpauinHoro noceig4eHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460): 3MiHa 3asiBHMKa (BNacHWKa
peecTpauiiiHoro nocsigyeHHs). 3miHu | Tuny - 3miHn Woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnaay (iHLwi 3miHu)
OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
BMMIipIOBaHHs y cuctemi Sl. BHeceHHs 3miH go posainy MKA:
Mapkwuposka [itoua pegakuis MapkvpoBka B cootBeTcTBUM C
yTBEPXAEHHbIM TEKCTOM MapKMPOBKW KOTOPLIV npunaraeTcs.
MponoHoBaHa pepakuis Mapkuposka B cootBeTcTBUM C
YTBEPXKAEHHbIM TEKCTOM MapKUPOBKY.

3a
peuernmom

UA/17349/01/01

134.

30BIPAKC™

Tabnetku no 200 wmr;
no 5 rabnetok y
GnicTtepi; no 5
GnicTepiB y KapTOHHil
Kopobui

nakcoCmiTKn
anH Excnopt
Nimiten

Benuka
BputaHisa

'nakco Bennkom
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3miHu | Tuny:
3MiHu 3 AKkocTi. FoToBWI NikapcbkuiA 3acib. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHULL
BMPOGHMLTBA ANsi YacTMHU abo BCbOro BUPOGHMYOro npoLecy
roTOBOro MikapCbKoro 3acoby (QinNbHWLSA ANS BTOPUHHOIO
nakyBaHHs1) 3aMiHa AinbHUL BUPOGHMLITBA rOTOBOrO
nikapcbkoro 3acoby Ansi BTOPUHHOMO NakyBaHHS 3
"nakcoCwmiTKnanH ®apmacetotnkans C.A., Monblua Ha nakco

3a
peuenmom

UA/8281/03/01
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Bennkom C.A., IcnaHisi. BBegeHHs 3miH npoTarom 6-Tu micauis
nicns 3aTeepaXeHHs. 3MiHn | Tuny: 3miHu 3 akocTi. FoToBuMin
nikapcbkuit 3aci6. 3miHn y BUpobHUUTBI. 3aMiHa abo BBeEeHHs!
[04AaTKOBOI AiNbHULI BUPOBHULTBA Ans YacTuHM abo BCbOro
BMPOGHMYOro NPOLLECY FOTOBOrO NiKapCbKoro 3acoby
(BiNbHMUS ANst NePBMHHOIO NakyBaHHA) 3aMiHa AiNbHUL
BMPOBOHMLTBA rOTOBOrO NikapCbKoro 3acoby Ans NepBUHHOMO
nakyBaHHs 3 MmakcoCmiTKnsanH ®apmacbkiotmkans C.A.,
Monblwa Ha Makco Bennkom C.A., IcnaHis. BBeaeHHs 3miH
NpOTArom 6-Tn MicAUIB NiCNsA 3aTBEPIKEHHS
3MiHu | TMNY: 3MiHM 3 sikocTi. FoTOBWMIA Nikapcbkui 3aci6. 3miHu
y BUpOGHMLUTBI. 3MiHa iMnopTepa/amiHu, Lo CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOIO JiKapCbKOro
3acoby (3amiHa abo gogaBaHHA BUPOOHMKA, LLO Bignosigae 3a
BBE3EHHS Ta/abo Bunyck cepii) - He Bknovatoum
KOHTpOnb/BMNPoOyBaHHSA cepii - 3aMmiHa BUPOOHWMKa, LLIO
BignoBigae 3a Bunyck cepii: 3 MnakcoCmiTKnamnH
dapmackiotukana C.A., MNonblya Ha Makco Bennkom C.A.,
IcnaHis.3miHM BHeCeHO B iHCTPYKUIitO ANt MEAUYHOrO
3aCTOCYBaHHS LLIOAO HaNMEHYBaHHS, MiCLIe3HaXOMKEeHHS
BMPOGHMKa 3 BiANOBIOHUMW 3MiHaMW Y TEKCTi MapKyBaHHS
YMaKoBKM MiKapCbKoro 3acoby.

BBeaeHHs 3MiH NpoTarom 6-Tu MicAUiB NiCNs 3aTBEPAXEHHS.
3minu | Trny: 3miHu 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
CucTema KoHTenHep /3akynoptoBanbHui 3aci6. 3miHa y
NEePBUHHIN yNakoBLii FOTOBOro MikapcbKoro 3acoby (SKiCHWI Ta
KinbkicHuiA cknag) - TeepAi nikapcbki hopmu - 3MiHK J0
NepBUHHOI YMaKoBKN FOTOBOIO MPOAYKTY - 3MiHa TOBLUMHN
nniBku(wineHicte PVAC) Big 4243 r/m2 po 60+3 r/m2.
BBeaeHHs 3MiH NpoTSArom 6-Tu MicAUiB NicNs 3aTBEPAXKEHHS.
3minu | Trny: 3MiHn 3 sikocTi. [oTOBMI Nikapcbkui 3aci6.
CucTema KoHTenHep /3akynoptoBanbHui 3aci6. 3miHa y
NEepBUHHIN ynakoBLi rOTOBOro MikapcbKoro 3acoby (sikicHWI Ta
KinbKicHWIA cknag) - TeepAi nikapcbki hopmu - 3MiHM J0
NEPBUHHOI YNAKOBKM rOTOBOIO MPOAYKTY - 3aMiHa XXOPCTKOI
antoMiHieBOT MOKPUBHOI OMbrM Ha M'AKY antoMiHiEBY
NoKpuBHY conbry. BBeaeHHs 3MiH NpoTarom 6-tn micsauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny: 3miHu 3 akocTi. FoToBuiA
nikapcbkuii 3aci6. Cuctema KoHTENHep /3akynoproBanbHUiA
3aci6. 3MiHa y NepBUHHIlA yNakoBLj roTOBOro fikapcbkoro
3aco0y (SKiCHWIA Ta KinbKiCHWI cknap) - TBepai nikapcbki
opmMu - 3MiHW 0 NEPBUMHHOI YNAKOBKM rOTOBOIO NPOAYKTY -
3aMiHa TOBLUMHWN TEPMO3BapioBarbHOro naky(LinbHIiCTb)
arntoMiHieBOT NOKPUBHOI chonbru 3 8+4 r/m2 go 7+1,5 r/m2.
BBeaeHHs 3MiH NpoTArom 6-Tu MicAUIB NiCNs 3aTBEPAXKEHHS.
3miHu | Trny: 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
CucTema KoHTelnHep /3aKkynoptoBarnbHui 3aci6. 3miHa y
NEepBUHHIN yNnakoBLi rOTOBOro nikapcbkoro 3acoby (sikicHWI Ta
KinbkicHuiA cknag) - TepAi nikapcbki hopmu - 3MiHM f0
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NepBUHHOT YNakoBKX rOTOBOrO NPOAYKTY - A0oAaBaHHS
30BHILUHLOrO NanepoBoOro LWapy Ao antoMiHieBoi donbru Ans
3axuUCTy Bif BiAKPUTTA GiTbMM 3 BigNOBIAHMU 3MiHAMU B P.
«YnakoBka» MKA J13. 3miHn BHeCeHO B iHCTPyKLit0 Ans
MeAMYHOro 3acTocyBaHHs y p. "Ynakoeka". BBegeHHs aMiH
npoTarom 6-Tu MicsuiB nicnst 3aTBepaXeHHs. 3MiHu | Tuny:
3MiHu 3 sikocTi. F'oToBWI Nikapcbkuii 3acib. Cuctema
KOHTEeWHep /3aKkynoptoBanbHui 3acib. 3MiHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX NEPBUHHOT YMaKOBKM
roTOBOrO fiKapCbKoro 3acoby (iHLi 3MiHW) - BUAaNeHHs ABOX
PYTUHHUX TECTIB, L0 3aCTOCOBYIOTLCS Ha NakyBarnbHUX
maTepianax: BMiCT MOHoMepy BiHinxnopuay (VCM) y
6nictepHiv ynakosui (nniska PVC/PVdC); MiyHicTb Tennosoro
yLiNbHEHHS y MaTtepiani bnictepHoi ynakosku (nniska
PVC/PVdC) i antomiHieBoi ponbru Ans 3axucTy Bif BiAKPUTTS
nitTeMy. BBegeHHs 3MiH npoTsirom 6-Tu micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny: 3MiHK Wwono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLwi 3miHu)
OHOBMEHHSA TEKCTY MapKyBaHHS yMaKoBKM MiKapCbKoro 3acoby
3 BHECEHHAM iHhopMaLlii LLOAO0 3a3HaYeHHS OONHULb
BUMIpIOBaHHS Y cucteMi SI. BBegeHHs 3MiH NpoTsrom 6-tm
MicsILiB Micnsi 3aTBEPOXKEHHS.
135.| 3O0JIMIFTPEH® | cnpei Ha3zanbHui AT «dapmak» YkpaiHa BignosiganbHuii 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15215/01/02
CMNPEN [o3oBaHuin, 5 mr/aosa, BUWMNYCK cepil, 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
no 2 mn (20 go3) y BKITIOY4AI04M 3MiHn) - BHeceHHs 3miH go po3giny “MapkyBaHHs” MKA N13:
dnakoHi, no 1 KOHTpOrnb/BMNpoOyB BaTtBepaxeHo: MAPKYBAHHA [oaaeTtbecsa. 3anponoHoBaHo:
dnakoHy y nauui 3 aHHs cepii: AT MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
KapToHYy "®apmak”, YkpaiHa; OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKoro 3acoby
BignosiganbHuii 3a 3 BHECEHHAM iHhopMaLlii LLOAO0 3a3HaYEeHHS OONHULb
BMPOGHMLTBO Ta BMMIiptOBaHHS y cuctemi Sl.
KOHTPOrnb/BUNpoOyB BBeneHHs 3MiH NpoTArom 6-Tv MicALiB Micnsi 3aTBEPKEHHSA
aHHs1 cepii, He
BKIHOYA04M BUNYCK
cepii:
TOB HaykoBo-
BUpOGHMYa chipma
"MIKPOXIM",
Ykpaina
136.| 3OJIMITPEH® | cnpeit HazanbHuWi AT «dapmak» YkpaiHa BignoBiganbHuii 3a YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15215/01/01
CMNPEN [030BaHui, 2,5 BUNYCK cepii, 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
mr/gosa, no 2 mn (20 BKITO4A04N 3MiHn) - BHeceHHs 3miH go po3giny “MapkyBaHHs” MKA 13:
[03) y donakoHi, no 1 KOHTpOnb/BUNpobyB BatBepoxeHo: MAPKYBAHHA [JoaaeTtbes. 3anponoHoBaHo:
hnakoHy y nayui 3 aHHs cepii: AT MAPKYBAHHA 3rigHo 3aTBepaXXeHOro TeKCTy MapKyBaHHS.
KapTOHYy "®apmak”, YkpaiHa; OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKoro 3acoby
BignosiganbHui 3a 3 BHECEHHsAM iHopMaLlii LWOAO0 3a3HaYeHHs oanHULb
BUPOBHMUTBO Ta BUMIpIOBaHHSA Y cuctemi Sl.
KOHTpOrnb/BUNpoOyB BBepneHHs 3MiH NpoTArom 6-Tu MicALiB Micnsi 3aTBEPAKEHHS
aHHs cepii, He
BKITHOYAK4M BUMYCK
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n 3acoby ynakoeka) noceioYyeHHs1
cepii:
TOB Haykoso-
BUPOGHMYa hipma
"MIKPOXIM",
YKpaina
137.| UMUFTPUKC® | tabnetkn no 20 mr; no | AT "IpiHaekc" JlaTBist AT "Ipingekc" JlaTBist BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16096/01/01
25 TabneTok y 3MiHun wopo 6e3neku/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peuenmom
6nicTepi; no 2 3MiHN) - 3MiHW B TEKCTi MapKyBaHHS YNaKkoBKW JlikapCbKoro
6nictepu B nayui 3 3aco0y LWoA0 3a3HaYeHHs1 MibKHapOAHWUX NO3HaYeHb OAUHULb
KapToHy BMMIiptoBaHHS. BHeceHHs 3MiH Ao po3aginy “ Mapkuposka” MKA
I13. 3atBepmxeHo: Mapkuposka
B cooTBeTCTBMU C yTBEPXKOAEHHBIM TEKCTOM MapKUPOBKM,
KOTOPbIN NpunaraeTcs. 3anponoHOBaHoO:
MapkumpoBka CornacHo yTBepXX4eHHOMY TEKCTY MapKMPOBKM.
TepMmiH BBEAEHHS 3MiH - 6 MicAUIB Nicns 3aTBEPIKEHHSA
138.| IBYNPO®EH TabneTkn, BKpUTI My6niyne YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/3304/01/01
NniBKOBOK akuioHepHe aKuioHepHe 3miHn wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peuyenma
o6onoHkoto, no 200 TOBapUCTBO TOBapUCTBO 3MmiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
mr; no 10 TabneTok y "HaykoBo- "HaykoBo- MapKyBaHHS! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
6nictepi; no 5 BUPOGHMYMI BUPOBHNYMI LIEHTP nigcTasi perynspHoO OHOBIOBAHOIO 3BiTy 3 6e3neku
GnicTepiB y navui LEeHTp "BopLuariBCbkumn nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHS
"BopLuariBcbk XimiKo- nikapcbkoro 3acoby B nicnsapeecTpauinHun nepioa, abo sik
W1 Ximiko- hapmaLeBTUYHNIA pes3ynbTaT OUiHKW 3BITY 3 OCNIOKEHb, NPOBEAEHNX BigNoBigHO
hapmMaueBTuy 3aBo" [0 nnaHy negiatpuyHux gocnigkeHb (PIP) (iHwi 3miHW) - 3MiHK
HWI 3aBoa" BHECEHi [0 IHCTPYKLUii Ans MeAMYHOro 3acToCyBaHHSA

nikapcbkoro 3acoby y po3ainu: "OcobnmBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" 3rigHO 3 OHOBNEHNMM AaHMMU LWOAo Ge3neku
Aitoyoi pevoBnHN BBeaeHHs 3MiH npoTarom 3-x Micauis nicns
3aTBEPKEHHS; 3MiHU | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsay. 3miHa y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUii ANS MeaM4HOro 3acTOCYBaHHS Ha nigcTasi
perynspHO OHOBIOBAHOrO 3BiTy 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKOro
3acoby B micnapeecTpauiiiiin nepiog, abo Ak pesynbTtar
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM)-3MmiHu BHECEHI A0
iHCTPYyKLUIii 4Ns MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y
po3ain "OcobnuneocTi 3acTocyBaHHA" 3rigHO 3 OHOBMEHMU
OaHuMK Wwoao 6e3nekun fityoi pevyoBUHN.
BBegeHHs 3MiH NpoTArom 3-X MicAUiB Nicns 3aTBEPAXEHHS;
3MiHuM | TUNy - 3MiHK Wopao 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpoTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
ME[MYHOro 3aCTOCYBaHHSA Ha NiAcTaBi perynspHo
OHOBJIOBAHOIO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
focnimxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
nicnspeecTpauinHuii nepiod, abo sk pe3ynbTaT OLiHKM 3BITY 3
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

AOCnifKeHb, MPOBEAEHUX BiAMOBIAHO A0 NNaHy neaiaTpudHmx
pocnigpkeHb (PIP) (3MiHy y3romxeHo 3 KOMMETEHTHUM
YNOBHOBaXXeHVM opraHom) - 3MiHN BHECEHI A0 iHCTPYKLii Ans
ME[MYHOro 3aCTOCYBaHHS NikapcbKkoro 3acoby y po3ain
"Mo6iuHi peakuii" 3rigHO 3 OHOBNEHNMU AaHUMU LWoao 6e3neku
nito4oi pevoBuHU. BBeaeHHs 3MiH npoTsarom 3-x micauiB nicns
3aTBEePAKEHHS

139.

IBY®EH®
IOHIOP

kancynu m'siki no 200
mr; no 10 kancyn y
6nictepi; no 1 abo 2
GnicTepu y KapTOHHIN
Kopobui

dapmaneBTuy
HWI 3aBog
"MOJIb®APM
A" C.A.

Monbwa

MepaHa ®apma
AKuioHepHe
ToBapucTsBo

MNonbLa

BHECEHHS 3MiH 0 peecTpauinHnux martepianis: 3miHu | Tuny -
3miHn wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHa y KOpOTKil XapaKTepuCTMLIi nikapcbKoro 3acoby, TeKkcTi
MapKyBaHHS Ta IHCTPYKUIi ANS MEAMYHOrO 3aCTOCYBaHHSA Ha
nigcTasi perynspHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnsapeecrpadinHumn nepioa, abo sik
pes3ynbTaT OUiHKW 3BITY 3 OCNISKEHb, NPOBEAEHNX BigMNoBigHO
00 nnaHy neaiaTpuyHux gocnigxkers (PIP) (3mMiHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHoM) - 3MiHM BHECEHO J0
iHCTpYKLUIii 4N MEeAMYHOro 3aCcTOCyBaHHS nikapcbkoro 3acoby y
po3gin "OcobnmBocTi 3acTocyBaHHSA" BiANOBIAHO A0 OHOBMEHOI
iHdpopmauii 3 6e3neku Ail4oi pe4oBUHM

6e3
peuenma

UA/12829/01/01

140.

IKEPBUC®

Kpanni O4Hi, eMynbCis,
1 mr/mn; Ne 30 (5x6):
no 0,3 mn B TIOOUK-
KpanenbHuLi Ans
OOHOKpaTHOro
3acTocyBaHHs; No 5
TIOOUK-KpanenbHNLpb y
namiHoBaHoMy
antoMiHieBomy nakeri;
no 6 nakeTiB y
KapTOHHIN kopobui

CaHteH AT

dinnaHain

Bupo6bHmuTBO,
KOHTPOMb SIKOCTI,
nepBuUHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
EKCENbLBIXEH,
®paHuis;
Bunyck cepii:
CaHTeH AT,
diHnaHAais;
BTopuHHe
nakyBaHHsi:
CEPBINAK,
PpaHuis

dpaHuis/
diHnaHAaia

BHECEHHS 3MiH A0 peecTpauinHmx matepianis: 3miHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. BunyyeHHsA BUPOBHWYOI AinbHULI
(Bkntovaroum ginbHuui ans A®l, npomixkHoro npogykTy abo
roToBOrO fikapCbKoro 3acoby, AinbHuLi ANA NPpoBeAeHHS
nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbLHOIO 3a BUNYCK cepiin,

MicLie NpPOoBeEHHS KOHTPOTH cepii) abo nocTavanbHUKa

BMXiQHOro MaTtepiany, peareHTy abo JONOMiXHOI pe4oBUHM

(AIKLLIO 3a3HaYeHO Y AOCHE) - BUNTYYEHHS anbTePHATUBHOIO
BMPOOHWKa, BiANOBIAaNbHOrO 3a BTOPUHHE NaKyBaHHS -
CaHteH AT, ®iHngaHgis; 3miHu | Tuny - 3miHu 3 sxkocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb JONOMDKHMX peqoBUH. 3aMiHa

[xepena ofep>XaHHs AONOMiIXXHOI pe4oBKHU abo peakTusy,
LLIO CTAHOBUTb pU3uk nepeadi 36yaHukis ME (iHLWi 3miHW) -

3MiHa NOXOKEHHS LOMOMIXKHOI PEYOBUHY TMiLepuHy (3
CVMHTETMYHOrO Ha POCINHHE) Y 3B'A3KY 3i 3MiHOIO
nocravanbHuka; 3amiHu | Tuny - 3miHu 3 sikocTi. CepTudikat
BignosigHocTi/IE-cepTudikaTt BignoBigHOCTi €Bponenchkin
dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
cepTudcikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTa
BignoBigHOCTI €Bponevickkin hapmakonei: ansa A®l; ans
BVXiAHOro Matepiany/peareHTy/npOMiKHOIO MPOAYKTY, LLO
BUKOPUCTOBYOTLCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI €BpONenchKin
dapmakonei) - OHoBReHu cepTudikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHSA OHOBMEHOTO
Ceptudikaty R1-CEP 1999-034 Rev 04 ans AdI
LivknocnopwH Big BXe 3aTBepakeHoro BupobHuka EUTICALS
S.p.A., ITanisi. YTo4HeHHs1 Ha3Bu BUpo6HKKa ADI

3a
peuernmom

UA/17100/01/01

141.

IMATUHIB

Kancynu TBepgi, no

AT "lpingekc"

JlatBis

AT "lpingekc"

JatBisa

BHECEHHS 3MiH [J0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny -

3a

UA/14082/01/01
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
FPIHAEKC 100 mr no 10 kancyn y 3MiHu 3 sikocTi. MoToBWI nikapcbkuii 3acib. CTabinbHicTb. peuenmom
6nictepi; no 6 abo 12 3MmiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
GnicTepiB y nayuj 3 rOTOBOrO fikapCbKoro 3acoby (36inbLUeHHs TepMiHY
KapToHy NpuAATHOCTI FOTOBOrO fikapcbKoro 3acoby) - [insi Toprooi
ynakoBKM (MiATBEPKYETLCS AaHUMM pearnbHOro Yyacy)
36inbLUeHHA TepMiHY NPMAATHOCTi FOTOBOTO NiKapCbKOro
3acoby Ha nigcTaBi pe3ynbTaTiB 4OCHiAKEHHS CTabinbHOCTI.
3aTBepaxeHo: 2 roga. 3anponoHoBaHo: 5 net 3MiHN BHECEHI B
iHCTpYyKLUito Ans MeguyHoro 3actocyBaHHsA 113 y p. "TepMmiH
npugatHocTi". 3MiHn | Tuny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta bapmakoHarnsgy (iHwi 3MiHW) 3MiH
no po3giny “Mapkuposka” B MKA J13. 3atBepaxeHo:
MapkmpoBka CoOTBETCTBYET NPefOCTaBNIEHHOMY TEKCTY
MapKUPOBKN NEPBUYHON 1 BTOPUYHOW YNAKOBKM.
3anponoHoBaHo: MapkmpoBka. CornacHo yTeepXaeHHOMY
TEKCTY MapKVpOBKM.
OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKoro 3acoby
3 BHECEHHAM iHdopMaUii LWoao 3a3HavYeHHSA OAMHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
MiCSILiB MiCcnsi 3aTBEPAXKEHHS.
142 IHFANIOT- cnpew 4ns poToBoi ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 6es UA/3937/02/01
300POB'A NopoXHuHM no 30 mn obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenma
y 6anoHi 3 knanoHom- BignoBiganbHi BiAMOBIAAMNbLHICTIO yNaKoBKW fikapcbKoro 3acoby 3 BHECEHHAM iHdbopmaLii Woao
HacocoM, no 1 6anoHy CcTHO "papmaueBTnYHa 3a3Ha4YeHHs1 OAUHULIL BUMIpIOBaHHS y cuctemi Sl. 3amiHa
3 HacagKoto- "®apmaneBTn KomnaHis "3gopos's” po3giny «[padiyHe opopMNEHHS yNakoBKU» Ha po3ain
po3nuioBaYem i YHa KOMMaHis «MapkyBaHHsa» B MKA 13: 3anponoHoBaHo: MAPKYBAHHA
3aXMCHUM KOBMa4KoOM "3gopos's" BignoBigHo Ao 3aTBepKEHOro TEKCTY MapKyBaHHs. BBegeHHs
Y KapTOHHI kopobui 3MiH NPOTArom 6-T MiCcALB MicNsi 3aTBEPIKEHHS
143.| IHAOKOMNIP | kpanni ouHi, 1 mr/mn, TOB «BAYLU YkpaiHa TlabopaTopis ®paHuis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/3260/01/01
® 0,1% no 5 mn y donakoHi- XEJC» LLloBeH, ®paHuis; HimeuunHa 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
KpanenbHuui; no 1 Op. Mepxapa MaHH, 3MiHN) - OHOBNEHHSA TEKCTY MapKyBaHHS YMakoBKMW NiKapCbKoro
dnakoHy-KkpanenbHuLi XeM.- hapM. 3acoby 3 BHECEHHAM iHhopMalLlii LLoao 3a3Ha4YeHHs oaUHULb
Y KapTOHHilA kopobui Pabpuk MM6X, BUMIiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH go po3ainy MKA:
HimeuunHa MapkyBaHHst BBeAeHHS 3MiH npoTarom 6-Tu micauis nicns
3aTBEpAKEHHSA
144, IHEMNNOC MOPOLLIOK A1151 PO34UHY AypobiHao IHAis AypoHekcT Papma IHAgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/14338/01/02
ans in'ekuin, 500 ®dapwma JlTg MeT. N1A. ApmiHicTpaTuBHi 3mMiHW. 3MiHa HalMeHyBaHHSA Ta/abo agpecn | peyenmom
mr/500 mr, 1 conakoH 3 3asiBHUKA (BnacHWKa peecTpaLinHoro NocBig4YeHHs ) - 3MiHa
MOPOLLKOM Yy agpecy 3asiBHUKa. 3MiHM BHECEHI B iHCTPYKLitO ANS MEeAUYHOro
KapTOHHiIN kopobui 3acTocyBaHHs J13 1oao MicLe3HaxoMKeHHS 3asiBHVKa 3
BiANOBIgHNMY 3MiHAMW B TEKCTi MapKyBaHHS YNakoBOK
(BBeaeHHst 3MiH NpoTSArom 6-T MicsLIB MiCNs 3aTBEPDKEHHS);
3MiHK | TUNYy - AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS
Ta/abo agpecu MicLsl NPOBaXXEHHsI OisNbHOCTI
BMPOOHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKITHOYaKUM AiNbHUL BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOII SIKOCTI. (QisiNbHICTb, 3a 5Ky Bignosigae
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BMPOBHMK/IMNOpTep, BKMOYao4M BUMYCK Cepilt) - 3miHa
HallMeHyBaHHs Ta agpecy BupobHuka 13, 6e3 3miHn micus
BMPOGHMLTBA. 3MiHM BHECEHI B IHCTPYKLUIilO ANst MEAUYHOTO
3acTocyBaHHs J13 Woao Ha3Bm Ta MiCLEe3HaXOMKEHHS
BMPOOHWMKa 3 BiANOBIAHUMM 3MiHAMU B TEKCTi MapKyBaHHSI
ynakoBok (BegeHHst 3MiH npoTtarom 6-T MicauiB nicns
3aTBEPAKEHHS); 3MiHM | Tuny - 3MiHK Woao
6e3nekv/edekTMBHOCTI Ta hapmakoHarnagy. BunyyeHHs
(cvna gii) - BunyyeHHs nikapcbkoro 3acoby 3 cunoto gii 250
Mr/250 mr. 3MiHW BHECEHI B iHCTPYKLIitO ANS MEANYHOro
3actocyBaHHs J13 go p. "Cknap" sBunyyeHHs (cuna aii 250 mr)
3 BiANOBIAHMMYW 3MiHAMW B TEKCTi MapKyBaHHS yMakoBOK
145, NOXIMBIHY TabneTkun no 5 mr, no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - 3a UA/3714/01/01
FIAPOXNOPU | 50 Tabnetoky obmexeHo obmexeHo 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
i} KOHTENHepI BignoBiganbHi BigNoBiganbHIiCTIO 3MiHW) BHeceHHs1 3amiH o po3giny “MapkyBaHHa” MKA J13:
nnactmacosomy; no 1 CTIo "®apmaueBTnyHa 3atBepaxeHo: MAPKYBAHHA BignosiaHo fo 3aTBepakeHoro
KOHTEViHepy B "®apmaneBTn KomnaHis "3gopos's” TEKCTY MapKyBaHHS, L0 A0AAETbCHA. 3anponoHOBaHO:
KapTOHHiIN kopobui; no YHa KoMMaHis MAPKYBAHHA BignosigHo 0 3aTBEPAKEHOro TEKCTY
10 Tabnetok y "3popos's" MapKyBaHHs. OHOBMNEHHS TEKCTY MapKyBaHHS yMakoBKN
6nictepi; no 5 nikapcbKoro 3acoby 3 BHECEHHsM iHbopmaLii oo
GnicTepiB y KapTOHHil 3a3Ha4YeHHs1 oAuHULIL BUMIptoBaHHS y cuctemi Sl. BBegeHHs
kopobui; no 50 3MiH MPOTAroM 6-Tu MicAUIB NiCNsA 3aTBEPAPKEHHS
Tabnetok y
KOHTENHepax
nnacTMacoBux
146.\ KANEHAOYIA | HacToiika, no 50 mny TOB "OKM YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/16870/01/01
- BILU®A hrnakoHax "®apmaneBTu "®apmaueBTuyHa 3MiHu wopo 6eanekn/edekTMBHOCTI Ta dhapmakoHarnagy (iHwi | peuyenma
YyHa dabpuka” dabpuka" 3MiHN) OHOBMNEHHSA TEKCTY MapKyBaHHS yMakoBKMN MiKapCbKoro
3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs OANHULb
BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
“MapkyBaHHsa” MKA J13”: 3atBepmkeHo: MapkyBaHHS.
BianosigHo Ao 3aTBEpAXEHOro TEKCTY MapKyBaHHS, LLO
[ofaeTbes
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXXEHOro TEKCTY
MapKyBaHHsi BBegeHHs 3MiH NnpoTsrom 6-Tu micauis nicns
3aTBEPAKEHHS.
147, KANEHOYINAN HacTomnka, no 50 mny TOB "[OKT1 YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/3042/01/01
HACTOMKA hrnakoHax "®apmaneBTu "®apmaueBTuyHa 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy (iHwi | peuyenma
YyHa ¢abpmka" pabpuka" 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS! YMakoBKMN MikapCbKoro
3acoby 3 BHECEHHAM iHbopmaLii LLOoAo 3a3HaYEeHHS OOUHULb
BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
“MapkyBaHHsa” MKSA 13”: 3atBepmkeHo: MapkyBaHHS.
Hopaetbea 3anponoHosaHo: MapkyBaHHs. 3rigHoO
3aTBEPKEHOrO TEKCTY MapKyBaHHS BBeaeHHS 3MiH npoTArom
6-TW MicAUiB nicnsa 3aTBePAXEHHS.
148, KANIO MOPOLLOK A8 PO3YNHY TOB "UcTok- YkpaiHa TOB "UcTtok-Mntoc” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/5815/01/01
NEPMAHIAH | ans 30BHiLIHBLOIO Mnroc” 3MiHu wopao 6e3neku/edekTMBHOCTI Ta dhapMakoHarnagy (iHwi | peuenma
AT 3acTocyBaHHA Mo 5, 3MiHn) - 3amiHa po3giny «IpadiyHe 0POPMINEHHS YNaKOBKM»
1 donakoH 3 NopoLIKOM Ha po3gin «MapkysaHHsi» MKA J13 3ateBepmkeHo: Posgin MKA
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
«padivHe ohopMMeHHs ynakoBku» AOAAETLCS.
3anponoHoBaHo: Po3ain MKA «MAPKYBAHHA.» 3rigHo
3aTBEPKEHOro TEKCTY MapkyBaHHS OHOBMEHHS TEKCTY
MapKyBaHHS1 YNakoBKW Nikapcbkoro 3acoby 3 BHECEHHSIM
iHbopMmaUii Woao 3a3HavYeHHs OAUHMWLL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHs 3MiH NPOTArom 2-X MicsLiB nicnsi
3aTBEPAKEHHS
149.| KAnbuItO Tabnetku no 500 wmr, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx martepianis: 3miHu | Tuny - bes UA/A726/02/01
TMOKOHAT- no 10 TabneTok y oBMexXeHo obmMexeHo OHOBMEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI peuenma
300POB'A 6nictepax; no 10 BignoBsiganbHi BiANOBIgANbHICTIO yNaKoBKW NMikapcbKoro 3acoby 3 BHECEHHSAM iHdopMaLlii LLoao
TabneTok y 6nictepax; CTHO "®apmaueBTUYHa 3a3HayYeHHs1 O AMHULIb BUMIPIOBaHHSA y cuctemi Sl. BHeceHHs
no 10 TabneTok y "dapmaneBTu KoMnaHisi "3gopos's" 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
6nictepi, no 1 abo no YHa KOMNaHis MAPKYBAHHA
10 G6nictepiB y "3popos's" BignosiaHo A0 3aTBepAXEHOro TEKCTY MapKyBaHHS. BBeaeHHs
KapTOHHiI kopoOLi 3MiH NPOTAroM 6-TU MicsLIB NiCNs 3aTBEPKEHHA
150, KAMETOH- cnpewn HasanbHUi Ta ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - bes UA/2288/01/01
3[00POB'A OPOMYKO3HUIA N0 25 Ty obmexeHo obmexeHo OHOBIEHHSA TEKCTY MapKyBaHHS YNakoBKu Nnikapcbkoro 3acoby | peuenma
6anoHi BignoBiganbHi BigNoBiganbHIiCTIO 3 BHECEHHAM iHdopMaLii LWoao 3a3HavYeHHsA OAMHULb
3abesneyeHomy CTIo "®apmaueBTnyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
[03Y4MM KnanaHoMm- "dapmaneBTu KoMnaHisi "3gopos's" “MapkyBaHHsa” MKA J13: 3anponoHoBaHo: MAPKYBAHHA
Hacocom Ta YHa KOMNaHis BignoeiaHo o 3aTBepaXeHOro TEKCTy MapKyBaHHs. BBeaeHHS
Ha3anbHO "3popos's" 3MiH MPOTAroM 6-Tu MicAUIB NiCNsA 3aTBEPAKEHHS
Hacagkoto-
posnunioBavem 3
3aXMCHUM KOBMAYKoOM;
no 1 6anoHy y kopobui
3 KapTOHY
151 KAMIOEHT- renb AN pOTOBOI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/3310/01/01
3[00POB'A NMOPOXHMHMK, Mo 10 T obmexeHo obmexeHo OHOBIEHHSA TEKCTY MapKyBaHHS YNakoBKu Nnikapcbkoro 3acoby | peuenma
abo 20 r y Ty6i; no 1 BignoBiganbHi BigNoBiganbHIiCTIO 3 BHECEHHSAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
Ty6i y KApTOHHIW CTIo "®apmaueBTnyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo posainy
kopooui "®PapmaLeBTn KomnaHisi "3popos'a” “MapkyBaHHsa” MKA J13: 3anponoHoBaHo: MAPKYBAHHA
YHa KOMNaHis BignosigHo Ao 3aTBepaXeHOro TEKCTY MapKyBaHHS. TepMiH
"3gopos's" BBEAEHHA 3MiH NpoTArom 6 micauiB nicns 3aTBepaXeHHs
152/ KAM®OPHUWN | po3unH ans TOB "OKM YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/16903/01/01
CNuPT- 30BHILUHLOIO "®apmaneBTu "®apmaueBTuyHa 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy (iHwi | peuyenma
BILLU®PA 3aCTOCYBaHHS, YHa abpuka" ¢abpuka” 3MiHM) OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKM IikapCbKOro
cnuptoBuin 10 %, no 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs OAUHULb
40 mn y pnakoHax BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
“MapkyBaHHsa” MKA J13”: 3aTBepaxeHo: MapkyBaHHs.
BianosigHo Ao 3aTBepaKEHOro TEKCTY MapKyBaHHS, LLO
nofaeTbest
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXXEHOro TEKCTY
MapKyBaHHsi BBegeHHs 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPAKEHHS.
153 KAPBAMA3E | Ttabnetku no 400 mr ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/7327/01/02
MNiH- no 10 TabneTok y obmexeHo obMexeHo 3amMiHa po3ainy «padivyHe odhopMneHHsI yNakoBKWUy» Ha po3ain | peyenmom
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
300POB'A Gnictepi; no 5 BignoBsiganbHi BiANOBIgANbHICTIO «MapkyBaHHsi» B MKA J13: 3anponoHoBaHo:
®OPTE 6nicTepiB y KapTOHHIl CTIo "®apmaueBTnyHa MAPKYBAHHA BignosigHo Ao 3aTBepaXeHoro TekcTy
Kopobui "dapmaLneBTn KoMnaHisi "3gopos's" MapkyBaHHs1. OHOBINEHHS TEKCTY MapKyBaHHsI MEPBUHHOI Ta
YHa KoMnaHis BTOPWHHOI YNaKoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
"3popos's" iHcpopmaii LLoA0 3a3Ha4YEHHSA OAMHULL BUMIPIOBaHHS Y
cuctemi Sl. BBeaeHHs 3MiH NpoTsArom 6-Tn micsiliB nicns
3aTBEPAKEHHS
154.| KAPOA3UH- TabneTkn, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx martepianis: 3miHu | Tuny - 3a UA/3048/01/01
300POB'A nniBKOBOKO oBMexXeHo obmMexeHo OHOBMEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI peuenmom
obonoHkoto, no 20 mr; BignoBiganbHi BiAMOBIAAMNbLHICTIO yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM iHdhopmaluii Woao
no 30 TabneTok y CTIo "®apmaueBTnyHa 3a3Ha4YeHHs OANHULIL BUMIpIOBaHHSA y cuctemi Sl. BHeceHHs
6nictepi; no 1 abo 2 "dapmaneBTu KoMnaHisi "3gopos's" 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
Gnictepun y KapTOHHIN YHa KOMMaHis MAPKYBAHHA
kopobui; no 10 "3popos's" BignosiaHo A0 3aTBepAXEHOro TEKCTY MapKyBaHHS. BBeaeHHs
TabneTok y 6nictepi; 3MiH NPOTAroM 6-TU MicsLIB NiCNs 3aTBEPKEHHA
no 3 6nictepn y
KapTOHHIN kopobui
155.| KAPOIOAPTI po34MH ans iH'ekuin no | ToBapucTBO 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/11187/01/01
HIH- 5 mn B amnyni, no 5 obmexeHo obmexeHo BHECEHHS 3MiH 40 po3ainy “MapkyBaHHs” B 3aTBEPIKEHNX peuenmom
3400POB'A abo 10 amnyn 'y BignoBsiaanbHi BiAnNoBiganbHICTIO MKA N3; 3anponoHoeaHo: MAPKYBAHHA BignosigHo go
kopobui; no 5 mn B cTHo "®apmaueBTnyHa 3aTBEPOKEHOro TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
amnyni, no 5 amnyn y "®apmaneBTn KomnaHis "3gopos's” MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YMaKOBKM NiKapCbKOro
6nictepi, no 1 abo 2 YHa KOMMaHis 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oauHULb
6nictepu B kopobLi "3popos's" BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsrom 6-tu
MiCSILIiB Micnsi 3aTBEPOKEHHSA
156.| KAPOIOOAP Tabnetku no 200 wmr, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHA 3MiH [0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - 3a UA/1713/02/01
OH- no 10 TabneTok y obmexeHo obmexeHo OHOBIEHHS TEKCTY MapKyBaHHs1 yNakoBKM Mikapcbkoro 3acoby | peuenmom
300POB'A 6nictepi; no 3 BignoBiganbHi BiANOBIgANbHICTIO 3 BHECEHHAM iHhopMaLlii LWOAO0 3a3HaYEeHHS OOUHMLB
GnicTepu y KapTOHHIN CTIo "®PapmaLeBTUYHa BUMIiptoBaHHs y cuctemi Sl. OHOBNEHHS BXe 3aTBEPAXKEHOIO
kopooui "®PapmaLeBTn KOMMaHis TEKCTY MapKyBaHHS; BHECEHHS 3MiH 40 po3giny “MapkyBaHHs"
YHa KOMMaHis "3popos's", YkpaiHa MKA N3:
"3gopos's" (Bci cTapji 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
BMPOGHMLTBA, 3aTBEPOKEHOro TEKCTY MapKyBaHHs. BBeieHHs 3MiH NpoTarom
KOHTPOMb SIKOCTI, 6-TK MicsLiB nicns 3aTBepAXKEHHSI
BUNYCK cepii);
ToBapwucTtBo 3
obmexeHo
BignoBiganbHIiCTIO
"®APMEKC I'PYI",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPOIb SIKOCTi)
157, KAPOIOOAP Tabnetku no 200 mr in ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - - UA/14829/01/01
OH- bulk: no 1000 a6o no obmexeHo obmexeHo OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
300POB'A 10000 TabneTtok y BignosiaanbHi BianoBigansbHICTIO 3 BHECEHHSAM iHopMaLlii LWOAO0 3a3HaYEeHHsT oaNHULb
nakeri CTIo "®apmaueBTnyHa BMMIipIOBaHHs y cuctemi SI. OHOBNEHHS BXe 3aTBEpAXKEHOro
nonieTuneHoBomy y "®apmaLeBTu KOMMaHis TEKCTY MapKyBaHHS y NakeTi NoNieTUneHoOBOMY Y KOHTeWHepi
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTEeWHepi YHa KoMnaHis "3popos's", YkpaiHa nnacTMacoBoMy (BHECEHHS MO3HA4YeHb OANHULb
nnacTMacoBomy "3popos's" (Bci cTapji BMMIPIOBaHHS, 3 BUKOPUCTAHHAM MiTep NaTUHCLKOro andasity,
BUPOGHMUTBA, TOLLO); BHECEHHS 3MiH A0 po3giny “MapkyBaHHa” MKA J13:
KOHTPOMb SIKOCTI, 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
BMNYCK cepii); 3aTBEPKEHOrO TeKCTy MapkyBaHHsA. MAPKYBAHHA wopo
ToBapucTtBeo 3 npoaykuii in bulk TekcT mapkyBaHHsi fogaeTbcsi. BBegeHHst
obmexeHo 3MiH MPOTAroM 6-Tu MicsAUiB NicNsA 3aTBEPAPKEHHS
BiANOBIgANbHICTIO
"®APMEKC Py,
YkpaiHa (Bci cTtagii
BMPOGHMLTBA,
KOHTPOMb SKOCTi)
158.| KAPHIBIT® PO34UH ANS iH'eKUin, TOB "lOpis- YkpaiHa TOB "Opis-®apm" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/14174/01/01
200 mr/mn; no 5 mny Papm" 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
donakoHi; no 5 3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHS YMakoBKMW NiKapCbKoro
(PNaKoHIB Y KOHTYPHIl 3acoby 3 BHECEHHAM iHbopmaLii LLoAo 3a3HAaYEHHSA OOUHMLB
YapyHKOBIV ynakoBLyj; BMMIiptOBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM
no 1 KOHTYpPHIn 6 micauiB nicnsa 3aTBepAXeHHSN
YapyHKOBIN yrnakoBLi B
nayui
159, KENMPA® pO34MH oparnbHuin, 100 HOCB dapma Benbris Hekct®apma CAC dpaHuis BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3minu Il Tuny - 3a UA/9155/02/01
mr/mn; no 300 mny C.A. 3MmiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta dhapMakoHarnagy. peuenmom
dnakoHi; no 1 3MiHU y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
dnakoHy 3 MipHUM MapKyBaHHs Ta IHCTPYKLUii ANS MEAUYHOro 3aCTOCYBAHHS Y
nracTUKoBMM 3B’A3KY i3 HOBMMMW J@HUMWU 3 SIKOCTi, AOKMNIHIYHUMW, KNiHIYHUMN
LUNPYLIOM Y Nayui 3 AaHuMK Ta faHnumMm 3 chapmakoHarnsgy - 3mMiHn BHeceHo Ao
KapTOHY iHCTPYKLUIii 4Nsi MeAUYHOro 3acTocyBaHHS fnikapcbkoro 3acoby
Ao po3giny "OcobnueocTi 3acTocyBaHHA" BiANOBIAHO A0
pekomeHaaLii PRAC. BBeeHHs 3MiH NpoTsiromM 6-Tu Micsiuis
nicnsa 3aTBepmKeHHS.
160., KETOHAN® Kancynm 3 CaHpos CnoBeHiga BUPOBHMUTBO 3a CnoBeHiga BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHu | Tuny - 3a UA/8325/03/02
ayo MoaudikoBaHNM dapmachbtoTika NMOBHUM LIKITOM, 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy (iHwi | peyenmom
BUBINbHEHHAM TBEPai n3 a.a. nakyBaHHs Jlek 3MiHW) - BHeceHHs 3miH oo po3giny “MapkyBaHHs” B
no 150 mr; no 10 dapmaieBTUyHa 3aTBepakeHnx MKA N3. 3atBepmkeHo: TEKCT
kancyn y 6nictepi; no KOMMaHis a.a. MAPKYBAHHA OOOAETLCA. 3anponoHosaHo: 3INAHO
2 6nictepu B 3ATBEPOXXEHOIO TEKCTY MAPKYBAHHA OHoBReHHs
KapTOHHiIN kopooLi TEKCTY MapKyBaHHS1 yNakoBKW MikapCbkoro 3acoby 3
BHECEHHAM iHopMaLlii LLOAO 3a3Ha4YeHHst O aNHULb
BUMIipIOBaHHs y cuctemi Sl. BBEAEHHS 3MiH NPOTSArom 6-Tu
MiCsILIiB Micnsi 3aTBEPKEHHSA
161.| KETOPONAK- | po3unH ans iH'exuin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/4961/01/01
300POB'A 30 mr/Mnno 1 mn B obmexeHo obmexeHo OHOBIEHHS TEKCTY MapKyBaHHS yNakoBKv Nikapcbkoro 3acoby | peuernmom
amnyni; no 10 amnyny | BignosiganbHi BiANOBigaNbHICTHO 3 BHECEHHAM iH(hopMaLlii LLOAO0 3a3HaYEHHS OOUHULb
KapTOHHiIl kopobuj; no CTIo "PapmaLeBTUYHa BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
1 mn B amnyni; no 5 "®apmaLeBTu KomnaHisi "3popos's” “MapkyBaHHs” MKA N13: 3anponoHoBaHo: MAPKYBAHHA
amnyn y 6rictepi; no 2 | 4Ha KOMMaHis BignoBigHO [0 3aTBEpKEHOro TEKCTY MapKyBaHHS. TepMiH
GnicTepu y KapTOHHIN "3gopos's"
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
kopobuj; no 1 mn B BBEAEHHSA 3MiH NpoTArom 6 micauis nicns saTBepoXeHHs
amnyni; no 10 amnyny
6nictepi; no 1
GnicTepy y KapTOHHI
KopoouUi
162.| KNAPUTPOMI | Ttabnetku, BKpUTI AT "Ipingekc" JlaTBist Bnydapma- MopTyranis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/13144/01/01
LUUH NniBKOBOO IHgycTpis 3MiHun wopo 6e3neku/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peuenmom
FPIHOEKC obornoHkoto, no 250 dapmaneBTyHKa, 3MiHM) 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKM
Mmr; no 7 abono 8 C.A. nikapcbKoro 3acoby LoAo 3a3Ha4YeHHs MiXKHapOAHMX
TabneTok y 6nicTepi; no3HaveHb OAVHWLL BUMIPOBaHHA. BHeceHHs 3MiH fo po3ainy
no 1 abo 2 Gnictepu B “MapkupoBka” MKA J13. 3atBepmxeHo: Mapkuposka B
nayui 3 KapToHy COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapK1POBKK,
KOTOPbIN NpunaraeTcs.
3anponoHoBaHo: MapkupoBska CornacHo yTBepXX4eHHOMY
TEKCTY MapKUpoBKW. TepMiH BBEAEHHS 3MiH NpOTSArom 6
MicsILiB Micnsi 3aTBEPOXKEHHS.
163.| KNAPUTPOMI | Tabnetku, BKpUTI AT "IpiHgekc" IaTBis Bnydapma- MopTyranis BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/13144/01/02
UMH NNiBKOBOO IHgycTpis 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
FPIHAEKC obornoHkoto, no 500 dapmaueBTyKa, 3MiHN) 3MiHN BHECEHi B TEKCT MapPKyBaHHS YMaKoBKM
Mmr; no 7 abono 8 C.A. nikapcbKkoro 3acoby LoAo 3a3HaYeHHs! MiXXHapOaHWX
TabneTok y 6nictepi; Nno3HayeHb OAMHWLL BUMIPIOBaHHSA. BHeCeHHs 3MiH Jo po3ainy
no 1 abo 2 6nictepn B “Mapkuposka” MKA J13. 3ateepmxeHo: Mapkuposka B
nayui 3 KapToHy COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKUPOBKK,
KOTOpbIN NpunaraeTcs.
3anponoHoBaHo: MapkupoBka CornacHo yTBepXX4eHHOMY
TEKCTY MapKUpoBKW. TepMiH BBeAEHHS 3MiH NpOTArom 6
MicsiLiB micnsi 3aTBEpPOXKEHHS.
164, KNAPUTPOMI | nopoLuok M. BioTtek Benuka IMMAKYN IHAis BHECEHHS 3MiH [0 peecTpaLiiHMX maTepianis: 3miHu | Tuny - 3a UA/17409/01/01
UMH-MB niogpinisoBaHWn Ans Nimiten BpuTtaHis NANPCANEHCUS 3miHu 3 skocTi. FoToBMIA Nikapcbkuii 3acié. Cuctema peuenmom
NPUroTyBaHHS MPABIT NIMITEL KOHTeWHep/ 3aKkynoptoBanbHWiA 3aci6 (iHWi 3MiHK) Ans
PO34uHy ANs iHDY3in 3abe3neyeHHs 40AATKOBOrO 3axXUCTy nakoHy npu
no 500 mr, no 1 TpaHCNOpPTYyBaHHI, 3aNpPONOHOBaHO BBEAEHHS MNacTUKOBOro
hnakoHy 3 NOPOLLKOM 6nicTpy Ans dnakoHis, 3 BigNOBIAHMMU 3MiHAMM [0 p.
B NayLi 3 KapTOHY «YnakoBKa».
165.) KNO®ENIH- Tabnetku no 0,15 wmr, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - 3a UA/7374/01/01
3[00POB'A no 10 TabneTok y obmexeHo obmexeHo 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
6nictepi; no 3 BignoBiganbHi BiAMOBIAANbLHICTIO 3MiHn) 3amiHa po3giny «[pacdiyHe 0POpMMIEHHs1 yNakoBKMU» Ha
GnicTepu y KapTOHHiN CTIo "®papmaLeBTUYHa po3gin «MapkyBaHHs» B MKA J13: 3atBepaxeHo: MPAPIYHE
kopobui; no 30 "®apmaneBTu KomnaHisi "3popos'a” OPOPMIIEHHA YNAKOBKW MpadpivHe odhopmneHHst
TabneTok y 6nictepi; YHa KOMMaHis yMakoBKM BiAnoBigae HagaHoMy rpadiyHoOMy 300paxXeHHIo
no 1 6nictepy y "3gopos's" ynakoBku. 3anponoHoBaHo: MAPKYBAHHA BignosigHo fo
KapTOHHiN kopobuj; no 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
30 TabneTtok y MapKyBaHHS! yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM
Gnictepax iHdbopMaUii Woao 3a3HavYeHHsS OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHsi amiH npoTtsrom 6-t1 MicauiB nicns
3aTBEPAKEHHS
166./ KOKAPBOKC | po3uuH ans iH ekuin, TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15971/01/01
UNA3U 50 mr/2 mn, no 2 mn B "BIO®APMA" "BIODAPMA" 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
FAPOXNOPKU | amnyni; no 5 amnyn y 3MiHM) - OHOBNIEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
a 6nictepi; no 1 abo 2 BTOPWHHOI YNaKkoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
6nictepu y nayui iHcpopmaUii LLoA0 3a3Ha4YEHHSA OAMHULL BUMIPIOBaHHS Y
cucTeMi Sl. BHeceHHst 3MiH Ao po3gainy “MapkyBaHHa” MKA J13:
3aTtBepaxeHo: MAPKYBAHHA. BignosigHo 0o 3aTBepmkeHoro
TEKCTY MapKyBaHHS, L0 A0AAETLCHA. 3anponoHOBaHO:
MAPKYBAHHA. BignosigaHo Ao 3aTBEpPOXKEHOro TEKCTY
MapKyBaHHS.
BBegeHHs 3MiH NpoTArom 3-X MicsLUiB Nicns 3aTBepAXKEHHS
167.| KONIrA3- Kpanni opanbHi, 40 ToBapucTBO 3 YkpaiHa ToBapwucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny - - UA/15626/01/01
3[00POB'A mr/mn in bulk: no 10 n obmexeHot obmexeHo OHOBMEHHS BXE 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS ANs
abono50ny BignoBiganbHi BiAMNOBIAAMNbLHICTIO ynakoBku in bulk: no 10 n abo no 50 n y metanesux 6oukax
MeTanesux 6o4kax cTHO "papmaueBTnYHa KEI (BHECEHHS NO3HaYeHb OOMHUL BUMIPIOBaHHS, 3
KEI "®apmaneBTn KomnaHis "3gopos's” BVIKOPVICTaHHAM MiTep NaTUHCLKOro andasiTy, TOLLO);
YHa KOMMaHis BHECEHHS 3MiH Ao po3ainy “MapkyBaHHa” MKA J13:
"3popos's" 3anponoHosaHo: MAPKYBAHHA wopo npogykuii in bulk Tekct
MapKyBaHHA fofaeTbes. BBeaeHHs 3MiH npoTsarom 6-u
MiCSILIiB Micnsi 3aTBEPOKEHHSA
168.| KONIrA3- Kpanni opanbHi, ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/17462/02/01
300POB'A emynbcis, 40 mr/mn no obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenma
30 mn y crakoHi, BignoBiganbHi BigNoOBiganbHICTHO ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSM iHdopMaLii Woao
3aKynopeHomy CcTHO "papmaueBTnyHa 3a3Ha4YeHHs1 OAuHULIL BUMIptOBaHHS y cuctemi Sl. BBeaeHHs
npobkoto- "®apmaneBTn KomnaHis "3gopos's” 3MiH MPOTAroM 6-Tu MicAUIB NiCNsA 3aTBEPAKEHHS
KpanenbHuLueto Ta YHa KOMMNaHis
KpuWLLKOto; no 1 "3popos's"
hnakoHy y Kopobuii 3
KapToHY
169.| KONIrA3- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHA 3MiH [0 peecTpauiiH1X maTtepianis: 3miHu | Tuny - - UA/14701/01/01
300POB'A o6onoHkoto, no 125 mr obmexeHo obmexeHo OHOBJEHHS BXe 3aTBEPAXEHOro TeKCTY MapKyBaHHSA Ans
in bulk: no 4000 BignoBiganbHi BignoBiganbHIiCTIO ynakoBku in bulk: no 4000 TabneTok y nakeTi
TabneTok y nakeTi CTIo "®papmaLeBTUYHa nonieTMNeHoOBOMY Y KOHTENHEPI (BHECEHHS! NO3HaYeHb
nonieTuneHoBomy y "®apmaneBTn KomnaHis "3gopos's” OAVHULIb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTEP NaTUHCHLKOro
KOHTelnHepi YHa KOMNaHis andeasity, Towo); MAPKYBAHHA wopo npoaykuii in bulk
"3gopos's" TekcT MapKyBaHHS JoAaeTbes. BBeAeHHst 3MiH npoTaroM 6-tu
MiCsILiB Micnsi 3aTBEPOKEHHSA
170.| KOP CYIC PO34uH ANS iH'eKuiin, Bionoriwe HimeuumH Bionoriwe HimeuunHa BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3MiHu | Tuny - 3a UA/4277/01/01
KOMMO3WUTY | no 2,2 mn B amnyni; no | XaninbmitTens a XanbMiTTenb 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
MH 5 amnyn y KOHTYpHi Xeernb M'M6X Xeenb M6X 3MiHW) BHeceHHs 3miH oo po3giny “MapkyBaHHsA" B
YapyHKOBIN ynakoBLi; 3atBepakeHux MKA J13. 3ateepaxerHo: MAPKYBAHHSA Tekct
no 1 abo no 2, abo no MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBKW A0OAETbCS.
20 KOHTYPHUX 3anponoHoBaHo: MAPKYBAHHA BignosigHo oo
YapyHKOBMX YMaKOBOK 3aTBEpPOKEHOro TEKCTY MapKyBaHHS. OHOBMEHHSI TEKCTY
y kopobLji 3 kKapToHy MapKyBaHHS! YMaKoBKM MikapCbKoro 3acoby 3 BHECEHHSIM
iHbopMaLii Woao 3a3HaYeHHs OAUHMLL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHst 3amiH npoTtsrom 6-Tu MicauiB nicns
3aTBEPOKEHHS.
171 KOPBAINON® | kancynu m'siki, no 10 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 1O peecTpauiiHix matepiani: TexHivyHa bes UA/2554/03/01
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
kancyn y énictepi; no nomunka (3rigHo Hakady MOS3 Big 23.07.2015 Ne 460) peuenma
1 abo no 3 6nictepu B BvnpaBneHo TeXHi4YHY MOMUIKY Y TEKCTi MapKyBaHHS yNakoBKu
nayui 3 KapToOHy nikapcbkoro 3acoby. SATBEPI)KEHO: MNAT «®apmak»,
Ykpaina, 04080, m. Kuis, Byn. ®pyH3e, 74 MNAO «dapmak»,
YkpawuHa, 04080, r. Kues, yn. ®pyHse, 74
SAMNPOMOHOBAHO: AT «®apmak», YkpaiHa, 04080, m. Kuis,
Byn. Knpuniscbka, 74 AO «Papmak», YkpanHa, 04080, r. Kues,
yn. Kupunnosckas, 74 3asHaveHe BUnNpaBneHHs Biagnosigae
Marepianam peecTpauiiHoro JoCLE.
172.| KOPAOIAMIH- PO34UH ANS iH'eKuin, ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3minu | Tuny - 3a UA/7812/01/01
300POB'A 250 mr/mn, no 2 mn B obmexeHo obmexeHo OHOBIIEHHS! TEKCTY MapKyBaHHs! YMakoBKM MikapCbKoro 3acoby | peuernmom
amnyni, no 5 amnyn y BignoBiganbHi BigNoBiganbHIiCTIO 3 BHECEHHAM iHopMaLii LWoao 3a3HavyeHHSA OAMHULb
6nictepi, no 2 CTIo "®apmaueBTnyHa BMMIiptoBaHHs y cuctemi Sl. 3amina posginy «[padiyHe
6nictepu y kopobui 3 "®apmaneBTn KomnaHis "3gopos's” 0dpOPMIEHHS ynakoBKu» Ha po3ain «MapkyBaHHa» B MKA J13
KapToOHy; No 2 Mn B YHa KOMNaHis Ta BHECEHHS 3MiH o po3ainy «MapkyBaHHA» Ans ynakoskm Ne
amnyni, no 10 amnyny "3popos's" 10 (10 x 1) B MKA J13: 3anponoHosaHo: MAPKYBAHHA
6nictepi, mo 1 BignosiaHo A0 3aTBEepAXEHOro TEKCTY MapKyBaHHS. BBeaeHHs
6nictepy y kopobui 3 3MiH NPOTAroM 6-TU MicsLiB NiCNs 3aTBEPPKEHHA
KapTOHY; Mo 2 M B
amnyni, no 10 amnyny
KapTOHHiIN kopooLi
173.| NEBACENT TabneTkn, BKpUTI CKAH BIOTEK IHAisA BadHa IHAis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/13292/01/01
nniBKOBOK nTta dapmackioTikanc 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
obornoHkoto, no 500 Nra. 3MiHW).
mr; no 5 TabneTok y OHOBEHHS TEKCTY MapKyBaHHS! YNakoBKW MikapCcbKoro 3acoby
6nicTepi; no 1 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHs oanHULb
GnicTepy B KapTOHHiV BUMIiptOBaHHs y cuctemi Sl. 3miHn | Tuny - AgmiHicTpaTuBHiI
ynakoBui; no 10 3MiHM. 3MiHa Ha3BM NikapcbKkoro 3acoby. 3miHa Ha3Bu
TabneTok y 6nictepi; nikapcbkoro 3acoby. 3aTBepaxeHo: JIEBO®JIOKC
no 1 6nictepy B (LEVOFLOKC). 3anponoHoaHo: JIEBACENT (LEVASEPT)
KapTOHHIN ynakoBLji
174 NEBACENT TabneTku, BKpUTI CKAH BIOTEK IHAis BadHa IHAgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - - UA/13293/01/01
NniBkOBOIO nTa dapmacbioTikanc 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
obornoHkoto, no 500 INro. 3MiHW).
mr; in bulk: no 5 OHOBMEHHS TEKCTY MapKyBaHHS YMaKoBKM MikapCbKoro 3acoby
TabneTok y 6nictepi; 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
no 200 6nicTepiB y BMMIipIOBaHHs y cuctemi Sl. 3minn | Tuny - AgmiHictpaTuBHi
KapTOHHIN ynakoBLi 3MiHW. 3MmiHa Ha3BM nikapcbkoro 3acoby. 3MiHa Ha3Bu
abo no 10 TabneTok y nikapcbkoro 3acoby. 3aTBepaxeHo: JIEBO®JIOKC
6nictepi; no 100 (LEVOFLOKC). 3anponoHosaHo: JIEBACENT (LEVASEPT)
GnicTepiB y KapTOHHil
ynakoBLi a6o no 1000
TabneTok y
nonieTuneHoBomy
nakeTi B KOHTENHePi
175.| NEBOAAP TabneTkn, BKpUTI AAP ®apma O6'egHaHi 3im IlabopaTopis IHAis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHa 3asBHUKa 3a UA/17911/01/02
NniBKOBOO ®3-NnNnc Apabcbki Timiteq (BnacHuka peecTpaLinHoro noceigveHHs) (3rigHo Hakady MO3 | peuenmom
obornoHkoto, no 500 Emipatun Big 23.07.2015 Ne 460) - 3miHa 3asBHMKa (BNacHWKa
mr, no 10 TabneTok B peecTpauinHoro nocsigyeHHs). 3mibm | Tuny - 3miHn Woao
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepi, no 1 6e3nekn/edeKkTVBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHm) -
GnicTepy B KapTOHHil OHOBIEHHS! TEKCTY MapKyBaHHS! YMaKOBKM MikapCbKoro 3acoby
navuj 3 BHECEHHAM iHhopMaLlii LLOAO0 3a3HaYeHHS OaNHULb
BMMIipIOBaHHA y cuctemi SI. BHeceHHs 3miH go posainy MKA:
MAPKYBAHHA. Litova pepakuis: MAPKYBAHHA
Bignosigae HagaHoMy TekCcTy MapKyBaHHs1. [TponoHoBaHa
pepakuis: MAPKYBAHHA 3rigHo 3aTBEpmKeHOro TekcTy
MapKyBaHHS1.
176.| NEBOAAP TabneTkn, BKpUTI AAP dapma OG'eqHaHi 3im JlabopaTopis IHgis BHECEHHS 3MiH [0 peecTpaLliiHMx maTtepianis: 3MiHa 3asaBHUKa 3a UA/17911/01/01
NniBKOBOIO O3-JIJIC Apabcbki Jlimiteq (BnacHuka peecTpauifiHoro noceigveHHs) (3rigHo Hakasy MO3 | peuenmom
obonoHkoto, 250 mr, Emipatn BiA 23.07.2015 Ne 460) - 3miHa 3asBHWKa (BNacHWKa
no 6 abo 10 TabneTtok peecTpauinHoro nocsigyeHHs). 3minu | Tuny - 3miHn WwWoao
B GnicTepi, no 1 6esnekn/edekTMBHOCTI Ta hapmakoHarnaay (iHwi 3MiHn) -
onictepy B KapTOHHiN OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro 3acoby
navuj 3 BHECEHHAM iHdopMaLii LWoao 3a3HavYeHHSA OAMHULb
BMMIipIOBaHHS y cuctemi SI. BHeceHHs 3miH go posainy MKA:
MAPKYBAHHA. [itova pepakuis: MAPKYBAHHA
Bignosigae HagaHoMy TekCcTy MapKyBaHHs. [MponoHoBaHa
pepakuis: MAPKYBAHHA 3rigHo 3aTBepmKeHOro TekcTy
MapKyBaHHS1.
177.| NEBOMIH 30 TabneTkn, BKpUTI Mmibe MmbX HimeuyunH Mmibe M'm6X HimevuunHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/16583/01/01
NMiBKOBOO ApuHanmitTen a ApuHanimiTTens 3miHu 3 gkocTi. FoToBUI nikapcbkui 3aci6. Onuc Ta cknag. peuernmom
obornoHkoto, 0,03 b 3miHa y cknagi (4oNoMiXKHUX peYOBMHAX) FOTOBOTO fikapCbKoro
mr/0,15 mr no 21 3acoby (cmakoBi fobaBku abo 6apBHUKK) - [logaBaHHs,
TabneTui y 6nictepi; BUIy4YeHHs abo 3amiHa
no 1 abo no 3, abo no 3MiHa cknagy rotoBoi CyMilli AN NniBKOBOrO NMOKPUTTS
6 bnicTepiB y nikapcbkoro 3acoby: BUMy4YeHHs1 GapBHUKa XiHOMIHUIA XKOBTUIA
KapTOHHiIN kopobui (E 104). BHeceHHs pepakuinHux 3miH go posainy 3.2.P.4.
KoHTponb AONOMiXXHMX peqoBUH. 3MiHM BHECEHI B iHCTPYKLUtO
Onst meguyHoro 3actocyBaHHs 13 y p. "Cknag" (BonomixHi
PEYOBUHN).
178.| NEBOHEKCT | kpanni o4Hi, po3uuH, 5 Hekctdpapm Pecnybnik PA®APM CA Ipeuis BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3miHa 3asBHUKa 3a UA/17522/01/01
mr/mn, no 5 mny m6X a ABcTpis (BnacHuka peecTpaLinHoro noceigveHHs) (3rigHo Hakady MO3 | peuenmom
dnakoHi-KpanenbHuLj; Big 23.07.2015 Ne 460): BBegeHHs1 3MiH NpoTsirom 6-Tu micsauiB
no 1 pnakoHy- nicnsi 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn Wwopao
KpanenbHuui y 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs abo
KapTOHHIN kopobui 3MiHM A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHA y3aranbHEHUX AaHWX NPO CUCTEMY
dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMKa ANst 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXXEHOI 0CO0U, BiANOBIAaNbHOI 3a 34iiCHEHHS
dapmakoHarnsay (BKoYarun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmilLieHHi MacTep-haina cuctemm papmakoHarnsay)
OHOBREHHS y3aranbHeHWX AaHWX Mpo cucTemy
bapmakoHarnsgy y 3B'a3ky 3i 3MiHOI 3asiBHWKa. BBegeHHs
3MiH NPOTSArom 6-Tu MiCAILIB NicNs 3aTBEPOKEHHS.
179, NIAA3A- NMOPOLLOK A8 PO3YNHY TOB "¢3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/5773/01/01
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BIO®APMA ans in'ekuin no 64 OL; "BIOPAPMA" "BIOPAPMA" 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
5 cbnakoHis 3 3MiHn) 3amiHa po3sginy «I"padivyHe ohopMMeHHs ynakoBku» Ha
nopoLuKom y bricTtepi; po3gin «MapkyBaHHsa» y MKA J13: 3atBepmkeHo: TPAPIYHE
no 2 bnictepu y nayui O®OPMITEHHA YNAKOBKW. MpadpiuHe 306paxeHHs
3 KapToHYy ynakoeku goaaetbcs. 3anponoHosaHo: MAPKYBAHHA.
BignosigHo o 3aTBEpAXXEHOro TEKCTY MapKyBaHHS.
180.| MIHAUHET 20 | TtabneTtku, BKpUTI BAT "leneoH YropwuHa BAT "T'egeoH YropwuHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/7688/01/01
060onoHkoto; no 21 PixTep" PixTep" 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
TabneTui B Gnictepi; 3MiHN) OHOBMEHHS TEKCTY MapKyBaHHS! YMakoBKUN MiKapCbKoro
no 1 abo no 3 3acoby 3 BHECEHHAM iHpopMalLlii LLoao 3a3HaYEHHS OAUHULb
6nictepu pasom 3 BMMIiptoBaHHS y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
KapTOHHUM yTNsSpoM “MapkyBaHHsa” MKA N13”: 3aTBepmkeHo: MapkyBaHHS*
Ans 36epiraHHs *BamiHsie po3gin «I"paduyeckoe opopmneHne ynakoBKu.
6nictepa B KapTOHHIN CooTBeTCTBYeT NpeAcTaBNeHHOMY rpadnyeckomy
ynakoBLi n3obpaxeHunto ynakoBku» 3anponoHoBaHo: MapkyBaHHS.
3rigHO 3aTBEpAXKEHOro TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
3MiH - MPOTAroM 6 MicsAUIB Nicns 3aTBEPAXKEHHS.
181.| NIHOUHET 30 | TabneTku, BKpUTI BAT "leneoH YropwuHa BAT "lepeoH YropwuHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/7689/01/01
obornoHkot; no 21 PixTep" Pixtep" 3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi | peyenmom
TabneTui B GnicTtepi; 3MiHu) OHOBIEHHS TEKCTY MapKyBaHHS! YMakoBKM MikapCbKoro
no1abono3 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oauHULb
6nictepu pasom 3 BMMIipIOBaHHS y cuctemi Sl. 3amiHa rpadhiyHoro odopmneHHs
KapTOHHUM PYTNSPOM NepBUHHOI Ta BTOPUHHOI YNAaKOBOK Ha TEKCT MapKyBaHHS
ans 36epiraHHsA ynakoBOK 3 BiAnosigHMmu 3miHamu go po3ginis MKA N3:
6nictepa B KapTOHHIN 3atBepaxeHo: Poagin «IMpadwmyeckoe opopmneHune
ynakoBLi ynakoBku»: COOTBETCTBYET NpeAcTaBfieHHOMY rpaduyeckomy
n306paxeHWto ynakosku. 3anponoHoBaHo: Po3gain
«MapkyBaHHs»: 3rigHO 3aTBEpAKEHOro TEKCTY MapKyBaHHS.
TepMmiH BBeOEHHS 3MiH - NPOTArom 6 micauis nicnsa
3aTBEPAKEHHS.
182.| NIHECCA pO34uH ANg iHdy3in, 2 AHaHTa Benuka €Bponanid IHAis BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/17877/01/01
mr/mn no 300 mn y Megikeap J14. BpuTaHis XenTtkeap lBT. JITA. 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy (iHwi | peyenmom
KOHTelHepi; no 1 3MiHu) OHOBMNEHHS TEKCTY MapKyBaHHS! YMakoBKMN MikapCbKoro
KOHTEeWHepy B KOpoobui 3acoby 3 BHECEHHAM iHpopMalLlii LLoAo 3a3Ha4YeHHSA OANHMLb
BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3miH npoTtsarom 3-x
MicsiLiB micnsi 3aTBEpPOXKEHHS.
183, NIHKOMIUWUH | po3umH ans iH'ekwiin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/7975/01/01
-300POB'A 300 mr/mMn no 1 mn obmexeHo obmexeHo OHOBINEHHSA TEKCTY MapKyBaHHS YNakoBKy Nikapcbkoro 3acoby | peuyenmom
abo no 2 mn B amnyni; BignoBiganbHi BigNoBiganbHIiCTIO 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT 0aNHULb
no 10 amnyny CTIo "®apmaueBTnyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
kopo6ui; no 1 mn abo "®PapmaLeBTu KomnaHisi "3popos's” “MapkyBaHHs” MKA N13: 3anponoHoBaHo: MAPKYBAHHA
no 2 mn B amnyni; o 5 | 4Ha KOMNaHis BignosigHo Ao 3aTBepOXEHOro TEKCTY MapKyBaHHS. TepMiH
amnyn y 6nictepi; no 2 "3gopos's" BBEZIEHHHA 3MiH NpoTarom 6 micauis nicns 3aTBepaXeHHS
6nictepu B kopobuyj;
no 1 mn abo no 2 mn B
amnyni; no 10 amnyn y
6nicTepi; no 1
Gnictepy B kopobui
184 NOKOIg eMyrnbCisa HaLukipHa, 1 JIEO ®apma HaHis Temmnep ITania ITanis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4471/03/01
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KPENO mr/r; no 30ry A/C C.p.n. 3miHu wopo 6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsiay. peuenmom
nakoHi; no 1 BBeaeHHs abo 3MiHM A0 y3aranbHeHVX AaHUX Npo cuctemy
bnakoHy B KapTOHHIN dapmakoHarnagy (BBeAeHHs y3aranbHeHUX 4aHnX npo
navui cucteMy cdapmakoHarnsgy, 3aMmiHa ynosHoBaxeHoi ocobu,
BiANOBIganbHOI 3a 34iINCHEHHSA (hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy 3asBHMUKa ANs 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLo BOHa BiAMiHHa Big
yNoBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI macTep-hanna cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOT 0CObM YNOBHOBaXEHOi 0COOM 3asiBHIIKA,
BignoBiganebHOI 3a hapmakoHarnag B Ykpaiti. Jitova
pepakuisa: MantaHoB AHTOH CtaHicnasosuy. [ponoHoBaHa
pepakuisa: Benrep Iiogmuna AnaTtoniiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0COBM YyNOBHOBaXEHO!
ocobu 3asBHUKA, BiANOBIAANbHOI 3a hapMakoHarnsg B
YKpaiHi.
185.| IOKPEH® TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN dpaHuis BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/4199/01/01
oboroHkoto, no 20 mr; ABeHTiC IHOACTPIA - TYP3 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi | peyenmom
Ne 28 (14x2): no 14 YkpaiHa" 3MiHNn) BHeceHHs 3miH go po3giny «MapkysBaHHs» MKA J13.
TabneTok y 6nictepi; 3aTtBepaxeHo: MAPKYBAHHA gopaetbcs. 3anponoHoBaHo:
no 2 6nictepu B MapkyBaHHs1 BignoBigHO 00 3aTBEPOXKEHOIO TEKCTY
KapTOHHiIN kopobui MapKyBaHHSI.
3MiHM BHECeHi B TEKCT MapKyBaHHS YNaKoBKW NiKapCbKoro
3aco0by LL0a0 3a3HaYEHHS MibKHApOAHMX MO3Ha4YeHb OONHULbB
BMMIipIOBaHHs. BBeaeHHs 3MiH npoTsarom 6-Tu micauis nicns
3aTBEPAKEHHS.
186, NOMEPAMIA- | TabneTtku no 2 Mr no ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/1674/01/01
3[00POB'A 10 TabneTtok y obmexeHo obmexeHo BHECEeHHs 3MiH Ao po3giny “MapkysaHHs” MKA N3: peuenma
6nicTepi; no 1 abo no BignoBiganbHi BignoBiganbHIiCTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
2 6nictepu B CTIo "®apmaueBTnyHa 3aTBEpAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
KapTOHHiI kopobui "®PapmaLeBTn KomnaHisi "3popos'a” MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
YHa KOMMaHis 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs OANHULb
"3popos's" BMMIiptOBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
MiCsILiB Micnsi 3aTBEPOKEHHSA
187.| NOPATAAWH | cupon, 5 mr/ 5 mn no ToBapucTBo 3 YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/0100/02/01
-300POB'A 100 mn y chnakoHi; no obmexeHo BUPOBHMLTBA, 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenma
1 donakoHy 3 MipHOLO BignosiganbHi KOHTPOMb SIKOCTI, 3MiHW) BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13:
NOXKO B KOpOOLi 3 CTIo BUNYCK cepii: 3areepokeHo: MAPKYBAHHA TekcT MapkyBaHHS 4OOAETLCS.
KapToHy; no 5 mn abo "®apmaneBTn ToBapucTso 3 MoBa MapkyBaHHSA MOXe 3MiHIOBaTUCS 3aNexHO Bif, KpaiHu
no 10 mn y cawe; no YHa KOMNaHisi obmexeHoto eKcnopry.
20 cawe y kopobui 3 "3gopos's" BignoBiganbHiCcTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo no
KapTOHY "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBIEHHS TEKCTY
KOMMaHis MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM
"3popos's", YkpaiHa iHdbopMaUii Woao 3a3HavYeHHs OAUHULL BUMIPIOBAHHS Y
BCi cTaaii cuctemi Sl. BBeeHHs 3MiH NpoTArom 6-Tn micsAuiB nicns
BMPOOHMLTBA, 3aTBEPAKEHHS.
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTPOIb AKOCTI:
ToBapwucTtBo 3
obmexeHo
BiANOBIgANbHICTIO
"XapkiBCbke
(hapmaLeBTNYHE
nigNpveMCTBO
"3pnopos’s Hapoay",
YkpaiHa
188.| NOPATAOMH | Ttabnetkn no 10 mr, no | ToBapwucTBo 3 YkpaiHa ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3minu | Tuny - bes UA/0100/01/01
-3A0POB'A 10 TabneTok y obmexeHoto obmexeHo OHOBMEHHA TEKCTY MapKyBaHHSA NEPBMHHOI Ta BTOPUHHOI peuenma
6nictepi; no 1 abo 2 BignoBiganbHi BigNoBiganbHIiCTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEHHSM iHdopMaLii LWoao
onictepn y KapTOHHIN CTHO "®apmaueBTUYHa 3a3HaYeHHs1 OAMHULL BUMIpIOBaHHSA y cuctemi Sl. 3amiHa
Kopooui "®apmaneBTn KomnaHis "3gopos's” po3giny «IpadiyHe opopMNEHHS yNakoBKU» Ha po3ain
YHa KOMNaHis «MapkyBaHHsa» B MKA N13: 3anponoHoBaHo: MAPKYBAHHA
"3popos's" BignosiaHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS. BBeaeHHs
3MiH NPOTArom 6-TM MicsLIB NicNsi 3aTBEPAXKEHHS
189.| NYKACT® TabneTku xyBarnbHi No dapma Mopaanis dapma Mopaanis BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/15737/01/02
5 mr: no 10 Tabnetoky | IHTepHelweHan IHTepHelueHan 3MmiHu Wwopao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
6nictepi; no 3 KomnaHi KomnaHi 3MiHu) OHOBIEHHS TEKCTY MapKyBaHHS! YMakoBKM MikapCbKoro
GnicTepun y KapToHHiN 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oauHULb
Kopooui BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo posainy
“MapkyBaHHs” B 3aTBepmxeHnx MKA N3. 3atBepmkeHo:
MAPKYBAHHA TekcT mapkyBaHHS NePBUHHOT Ta BTOPUHHOI
ynakoBku J13.
3anponoHosaHo: MAPKYBAHHA BignosigHo go
3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
190.| NYKACT® TabneTku xyBarnbHi no dapma WoppaHis Papma WoppaHis BHECEHHS 3MiH [0 peecTpaLiiHMX maTepianis: 3miHu | Tuny - 3a UA/15737/01/01
4 mr: no 10 TabneToky | IHTepHeleHan IHTepHelueHan 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
6nictepi; no 3 KomnaHi KomnaHi 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS! YMakoBKMN MikapCbKoro
Gnictepu y KapTOHHiIn 3acoby 3 BHECEHHAM iHdopMaLlii LoAo 3a3Ha4YeHHSA OANHULb
kopooui BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
“MapkyBaHHs” B 3aTBepmxeHnx MKA N3. 3atBepmkeHo:
MAPKYBAHHA TekcT MapKyBaHHsi NEPBUHHOI Ta BTOPUHHOI
ynakoBku J13.
3anponoHosaHo: MAPKYBAHHA BignosigHo go
3aTBEPPKEHOr0 TEKCTY MapKyBaHHS.
191/ MAUCENT Kancynu Teepgi no MaHaues IHpia MaHaues BioTek IHAis BHECEHHS 3MiH 0 peecTpaLiiHMx maTepianis: 3miHu | Tuny - 3a UA/16782/01/01
250 mr no 10 kancyn Biotek JIlTa. dapwma JTa. AamiHicTpaTmBHi 3MiHU. 3MiHa HallMeHyBaHHsi Ta/abo agpecu | peuernmom
TBepaux y bnictepi, no MiCList NPOBaKEHHS AisiNbHOCTI BUpOGHUMKa/imnopTepa
3 abo no 10 GnicTepis roTOBOrO MiKapCbKOro 3acoby, BKMOYaUM AiNbHUL BUMYCKY
Y KapTOHHIW nayui cepii abo micue NpoBeAeHHs! KOHTPOMK SKOCTI. (isNbHICTb, 3a
SIKy BiAMNOBiAae BUPOOHMK/IMMOPTep, BKIOYaK4M BUMYCK CEpiit)
3MiHa Ha3Bu BUpobHuka 13, 6e3 3amiHu micus BUpobHULTBa
BBefeHHs 3MiH NpOTArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXKEHHS.
192.| MEKC - PO34UH ANS iH eKuin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/16942/01/01
300POB'A 50 mr/mMn no 2 mn B obmexeHo obmexeHo OHOBINEHHS TEKCTY MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby | peuenmom
amnyni; no 5 amnyn y BignoBiganbHi BiANOBiganbHICTHO 3 BHECEHHAM iHhopMaLlii LLOAO 3a3HAaYEHHS OOUHULB
onictepi; 1 abo 2 CTHO "®apmaLleBTUYHa BUMIipIOBaHHSA Y cucteMi Sl. BHeCeHHs 3MiH 0 po3ainy
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepu y kopobui 3 "®apmaneBTn KomnaHis "3gopos'a” “MapkyBaHHa” MKA J13: 3anponoHosaHo: MAPKYBAHHA
KapTOHY; Mo 2 M B YHa KoMnaHis BignosigHO A0 3aTBEPAKEHOro TEKCTY MapKyBaHHS. TepMiH
amnyni; no 10 amnyn y "3popos's" BBEAEHHS 3MiH - NPOTArom 6 MicsLiB nicnsi 3aTBeEpPoKEHHS
6nictepi; 1 6nictep y
kopobLji 3 KapTOHY; Mo
5 mn B amnyni; no 5
amnyn y 6nictepi; 1
Gnictep y kopobui 3
KapToHY
193.| MENI®PUH- PO34UH ANS iH'eKUin, ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3minu | Tuny - 3a UA/10776/01/01
300POB'A 30 mr/Mnno 1,7 mny obmexeHo obmexeHo OHOBJIEHHS! TEKCTY MapKyBaHHSA NepPBMHHOI Ta BTOPUHHOT peuenmom
amnyni; no 10 amnyny | BignosiganbHi BigNoBiganbHIiCTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEHHSM iHdopMaLii LWoao
KopobLi 3 KapTOHY; No CTHO "®apmaueBTUYHa 3a3HayYeHHs1 OAMHULb BUMIPIOBaHHS y cucTemi Sl. BHECEHHSI
1,7 mn y amnyni; no 5 "®apmaneBTn KomnaHis "3gopos's” 3MiH go po3gainy “MapkyeaHHa” MKA J13: 3anponoHoBaHo:
amnyn y 6nictepi; no 2 YHa KoMMaHis MAPKYBAHHA BignosigHo o0 3aTBEPAKEHOrO TEKCTY
onictepu y kopobui 3 "3pnopos'a” MapKyBaHHSA. BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB nicnsi
KapToHy; no 1,7 mny 3aTBEepPPKEHHS
kapnyni; no 10 kapnyn
y 6nictepi; no 1 abo
no 5 Gnictepis y
Kopo6Lli 3 KApTOHY
194/ METAMIH® TabneTtkn, BKpUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/11506/02/01
obornoHkoto, no 500 OAPM" OAPM" 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
mr, no 10 TabneTok y 3MiHW) - BHECEHHS 3MiH A0 po3aainy “MapkyBaHHs” MKA J13:
6nictepi no 3, no 6 B3atBeppxeHo: MAPKYBAHHA MNepBuHHOI Ta BTOPUHHOIT
abo no 10 6nicTepi y ynakoBku gofaaetbces. 3anponoHosaHo: MAPKYBAHHA 3rigHo
KapTOHHiIN ynakosLi i3 3aTBEPAKEHNM TEKCTOM MapKyBaHHSA. OHOBMNEHHS TEKCTY
MapKyBaHHs1 YNakoBKM MikapCbKOro 3acoby 3 BHECEHHAM
iHdbopMaUii Woao 3a3HavYeHHs OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHs 3amiH npoTtsarom 6-tu MicauiB nicns
3aTBEpAKEHHSA
195/ METAMIH® TabneTku, BKpUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/11506/02/02
o6ornoHkoto, no 850 mr DAPM" DAPM" 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay (iHwi | peyenmom
no 10 TabneTok y 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13:
6nictepi no 3, no 6 B3atBepaxeHo: MAPKYBAHHA MepBuHHOI Ta BTOPUHHOT
abo no 10 6nictepi y ynakoBku goaaetbces. 3anponoHosaHo: MAPKYBAHHA 3rigHo
KapTOHHIN ynakoBLji i3 3aTBEPIKEHUM TEKCTOM MapKyBaHHsl. OHOBMNEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHSIM
iHdbopMaUii Woao 3a3HavYeHHs OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. BBeeHHs 3MiH NpoTArom 6-Tn micsuiB nicns
3aTBEPAKEHHS
196./ METAMIH® TabneTku, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/11506/02/03
obornoHkoto, no 1000 DPAPM" PAPM" 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
mr no 15 Tabnetok y 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA J13:
6nicTepi, no 2, no 4, B3atBepaxeHo: MAPKYBAHHA MepBUHHOI Ta BTOPUHHOT
abo no 6 GricTepiB y ynakoBku fogaetbes. 3anponoHoBaHo: MAPKYBAHHA 3rigHo
KapTOHHiIN ynakoBLi i3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS. OHOBMNEHHS TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM
iHdbopMalLii Woao 3a3HaYeHHS OAUHMLL BUMIPIOBAHHS Y
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
cuctemi Sl. BBeaeHHs 3MiH NpoTsrom 6-T1 micsAuiB nicns
3aTBEPKEHHSA
197\ METEOCNA3 | kancynu, no 10 kancyn JlabopaTopii ®paHuia JTabopaTopii ManeHik PdpaHuis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/8767/01/0
Min y 6nictepi; no 2 abo Mavioni BepHiH, ®paHuis 3MiHun wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peuenma
no 3 6nictepn y CniHgnep (BMPOGHMLTBO 3MiHM) 3aMiHa rpadiyHOro oPopMIIEHHS NEPBUHHOI Ta
KapTOHHiN Kopobui Hepo3dacoBaHoi BTOPWHHOI YMaKOBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
npoaykui); BignoBigHMMuK 3miHamu o po3ginis MKA 113 (posain
JTaBopaTopii Maroni «[padhnueckoe odopmneHne ynakoBku» (B cootBeTcTBUM C
Cninanep, ®paHuis NPUMNOXEHHbIM rpaduyecknm n3obpaxeHnem) 3amiHeHo
(nepBuHHa Ta posainom «MapkyBaHHs»( BignoBigHo 0o 3aTBEpaXEHOro
BTOPUHHA yMaKoBKa, TEKCTY MapKyBaHHs)). 3MiHM BHECEHI B TEKCT MapKyBaHHS
KOHTPOMb AKOCTI, NepBUHHOI Ta BTOPUHHOI YNakoBKW fikapcbKoro 3acoby Lioao
BiAnoBiganbHWi 3a 3a3HaYEHHs1 MbKHAapOAHMX NO3HAYeHb OOVHMLL BUMIPIOBAHHS.
BUMNYCK Cepii) BBegeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
198.| METOKIOMNP | tabnetku no 10 mr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/4973/02/01
AMIO- 10 TabneTok y obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKW MikapcbKkoro 3acoby | peyenmom
3400POB'A 6nictepi, no 2 abo 5 BignoBsiaanbHi BiAnoBiganbHICTIO 3 BHECEHHSAM iHdopMaLii LWoao 3a3HavYeHHSA OAMHULb
GnicTepiB y KapTOHHil CTiO "papmaueBTnYHa BMMiptoBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
Kopooui "®apmaneBTn KomnaHis "3gopos's” “MapkyBaHHs” MKA J13: 3anponoHoBaHo: MAPKYBAHHA
YHa KoMMaHis BignosigHo Ao 3aTBepOXEHOro TEKCTY MapKyBaHHS. TepMiH
"3popos's" BBEAEHHSA 3MiH NPOTAroM 6 MicauiB nicnsa 3aTBepaXeHHsA
199 METOTPEKC | tabnetku no 2,5 wr, EBEBE ABcTpis BUMNYCK Cepil: AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/0513/01/01
AT "EBEBE" no 50 TabneTok y dapma EBEBE ®apma HimevuunHa 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
KOHTerHepi; no 1 lec.m.6.X. lec.m.6.X. Hopr. KT, 3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKM NiKapCbKoro
KOHTENHepy Y Hdr. KI ABCTpist; BUNyCK 3acoby 3 BHECEHHAM iHhopmaLii LLoA0 3a3HAaYEHHS OOUHMLB
KapTOHHiI kopobui cepii: Cantotac BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
dapma 'mbX, «MapkyBaHHa» MKA N3: 3ateepakeHo: Mapkuposka TekcT
Himeyuunha; MapKMPOBKW Npunaraetcs. 3anponoHoBaHo: MapkyBaHHS.
BMPOGHMLTBO in BignosigHo Ao 3aTBepaXeHOro TEKCTY MapKyBaHHS. TepMiH
bulk, ynakoBka, BBEAEHHS 3MiH NPOTAroM 6 MicAUiB Nicns 3aTBEPAXEHHS
TecTyBaHHs: [aynT
®apma Amaper
'M6X, HimeuynHa
200.| METOTPEKC | tabnetkv no 5 mr, no EBEBE ABcTpis BUWMYCK Cepil: AscTpis/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/0513/01/02
AT "EBEBE" 50 Tabnetok y dapma EBEBE ®apma HimeuunHa 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
KOHTelHepi; no 1 lec.m.6.X. lec.m.6.X. Hopr. KT, 3MiHN) - OHOBNEHHS TEKCTY MapKyBaHHS YMaKoBKM NiKapCbKoro
KOHTENHepy Y Hdr. KI ABCTpist; BUNyCK 3acoby 3 BHECEHHAM iHbopmaLii LWOoAo 3a3HaYEHHS OOUHULb
KapTOHHiI kopobui cepii: Cantotac BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3miH fo po3ainy
dapma 'mbX, «MapkyBaHHsa» MKA N3: 3atBepakeHo: Mapkuposka TekcT
HimeyumHa; MapKMpOBKW Npunaraetcs. 3anponoHoBaHo: MapkyBaHHS.
BMPOGHMLTBO in BignosigHo Ao 3aTBepOXEHOro TEKCTY MapKyBaHHS. TepMiH
bulk, ynakoBka, BBeOEHHS 3MiH MPOTAroM 6 MicALUiB Nicnsa 3aTBEPAXEHHS
TecTyBaHHs: aynTt
dapma Amaper
'mM6X, HimeuynHa
201.| METOTPEKC | tabnetkv no 10 mr, no EBEBE ABcTpis BUWMYCK Cepil: ABcTpis/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/0513/01/03
AT "EBEBE" 50 TabneTtok y Papma EBEBE ®apma HimeuumHa 3MiHun wopao 6e3nekn/eekTMBHOCTI Ta dhapMakoHarnsagy (iHwi | peyenmom
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTeWHepi; no 1 lec.m.6.X. lec.m.6.X. Hdpr. KT, 3MiHN) - OHOBMNEHHSA TEKCTY MapKyBaHHS YMaKoBKMN MNiKapCbKOoro
KOHTEVHepy y Hdpr. KI ABCTpis; BUNYCK 3acoby 3 BHECEHHSAM iH(hopMaLii LLoAo 3a3HavYeHHs1 OOQMNHULb
KapTOHHiIN kopooLi cepii: Cantotac BMMIiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
®apma M'm6X, «MapkyBaHHa» MKA N3: 3atBepaxeHo: Mapkuposka TekcTt
Himeuuunha; MapKMPOBKW Npunaraetcs. 3anponoHosBaHo: MapkyBaHHS.
BUPOBHMUTBO in BignosigHo Ao 3aTBEpOXEHOro TEKCTY MapKyBaHHS. TepMiH
bulk, ynakoBka, BBEAEHHS 3MiH MPOTAroM 6 MicAUiB Nicns 3aTBEpAXEHHS
TecTyBaHHs: [aynT
dapma Amaper
'm6X, Himeydynna
202.| METPONABI mas3b; no 40 ry Ty6i; MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/11518/01/01
H no 1 Ty6i B nayui 3 "Ximcpapm3aas "Ximchapm3aasog 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi | peuyenma
KapToHy op "YepsoHa "YepsoHa 3ipka" 3MiHN) - OHOBNEHHSA TEKCTY MapKyBaHHS YMaKoBKMN NiKapCbKoro
3ipka" 3acoby 3 BHECEHHAM iHhopMalLlii LLoAo 3a3Ha4YeHHSA OANHNLb
BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
“MapkyBaHHa” MKA J13”: 3aTBepmKkeHo: TEKCT MapKyBaHHS.
HapaHo TekcT MapKyBaHHS BTOPVMHHOI Ta NEPBUHHOT YNaKOBKM
3anponoHoBaHo: MapkyBaHHS. BignosigHo oo 3aTBepaeHoro
TEKCTYy MapKyBaHHs BBeaeHHsi 3MiH npoTarom 6-tn micsiuiB
nicns 3aTBepaKEHHs
203.| MET®OPMIH- | TabneTtku, BKpUTI TOB YkpaiHa TOB "Actpacapm"” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15739/01/01
ACTPA®APM | nniBkoBoto "Actpacapm” 3MiHn 3 gKocTi. [oToBMIA Nikapcbkuin 3aci6. KOHTponb rotoBoro | peuenmom
o6onoHkoto, no 500 nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
mr, no 10 TabneTok y OONyCTUMMX MEX rOTOBOTO flikapCbKoro 3acoby (iHLui 3MiHK) -
6nictepi; no 3 abo 6, BBE[EHHSA NepioANYHOCTI KOHTPOSIO 38 MOKA3HUKOM
abo 9 GnicTepiB y "MikpobionoriyHa unctora": TECT HE € PYyTUHHUM, BUKOHYETHCS
KOpoObLi 3 KapTOHY ON5 KOXKHOI M’'ATOI cepii, ane He piglle ogHoro pasy B pik
204.| MET®OPMIH- | TabneTku, BKpUTI TOB YkpaiHa TOB "Actpadapm” YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/15739/01/02
ACTPA®APM | nniskoBoto "Actpacapm” 3MiHu 3 sKkocTi. MoToBMI nikapcbkuii 3acib. KoHTponb rotosoro | peyenmom
obornoHkoto, no 850 nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
mr, no 10 TabneTok y [ONyCTUMMUX MEX rOTOBOTO FiKapCbKoro 3acoly (iHLui 3mMiHK) -
6nicTepi; no 3 abo 6, BBeOEHHS NepioANYHOCTI KOHTPOMIO 3@ NOKa3HUKOM
abo 9 GnicTepiB y "MikpobionoriyHa unctoTa": TECT HE € PYTUHHUM, BUKOHYETLCS
KOpOOLii 3 KApTOHY A5 KOXHOI M'ATOI cepii, ane He piglle ogHOro pasy B pik
205, MET®OPMIH- | TabneTku, BKpUTI TOB YkpaiHa TOB "Actpacapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/15739/01/03
ACTPA®APM | nniskoBoto "Actpacapm” 3MiHu 3 sKkocTi. MoToBMI nikapcbkuii 3acib. KoHTponb rotosoro | peyenmom
obonoHkoto, no 1000 nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikadin Ta/abo
mr, no 10 TabneTok y OONyCTUMMUX MEX FOTOBOTO flikapcbkoro 3acoby (iHLi 3MiHu) -
6nicTepi; no 3 abo 6, BBeJEHHS NepioANYHOCTI KOHTPOMIO 3@ NOKa3HUKOM
abo 9 6nicTepiB y "MikpobionoriyHa uncrora": TeCT He € PYyTUHHUM, BUKOHYETBLCS
KOpoO6Li 3 KapTOHY 015 KOXKHOI M’'ATOoi cepii, ane He pigwe ogHoro pasy B pik
206.| MIKO®IH® cnpewn HawkipHuia, 10 HOBEN IJTAY Type4uunH HOBEN ITAY TypeuunHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/5305/03/01
mr/r no 30 mny CAHAI BE a CAHAI BE 3MiHu Wwopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi | peuyenma
donakoHi 3 TIO>KAPET TIO>KAPET A.LL. 3MiHW) BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA J13:
posnunoBayem, no 1 A.LL. 3arBepoxeHo: MAPKYBAHHA BignosigHo fo 3aTtBepaKeHoro
hbnakoHy B KAPTOHHIN TEKCTY MapKyBaHHS, L0 A0AAETbCHA. 3anpornoHOBaHo:
ynakoBLji MAPKYBAHHA 3rigHo 3aTBEpaXEHOro TEKCTY MapKyBaHHS.
OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKoro 3acoby
3 BHECEHHAM iHhopMaLlii LLOA0 3a3HaYEHHS OONHULB
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BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MiCsILIiB MiCNsi 3aTBEPAXKEHHS.
207.| MIKO®IH® kpem 10 mr/r,mo 15ry | HOBEJ IJTAY TypeyuunH HOBEN IJTAY TypeuunHa BHECEHHS 3MiH [0 peecTpauinHnmx martepianis: 3miHu | Tuny - bes UA/5305/01/01
Ty6i, no 1 Ty6i y CAHAI BE a CAHAI BE BHECEHHS 3MiH [0 poaainy “MapkyBaHHs” MKS N13: peuenma
KapTOHHIN ynakoBLi TIOIXKAPET TIOIXXAPET A.LL. 3anpornoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaKeHoro
A.LL. TeKCTy MapkyBaHHS. OHOBMEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
nikapcbkoro 3acoby 3 BHECEHHSIM iHdbopMalLlii LWoao
3a3HayYeHHs OAMHULIL BUMIpIOBaHHSA Y cucTemi Sl. BBeaeHHs
3MiH NPOTArom 6-T MicsLiB Nicnsl 3aTBepAKEHHS
208.| MIKO®IH® TabneTku no 250 mr HOBEN IJTAY TypeyuunH HOBET IJTAY TypeuunHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/5305/02/02
no 4 TabneTku y CAHAI BE a CAHAI BE BHECEHHA 3MiH [0 poaainy “MapkysaHHs” MKS N3: peuenmom
6nictepi, no 1 TIOIXKAPET TIOIXXKAPET A.LL. 3anpornoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaXeHoro
6nicTepy y KapTOHHIN A.LL. TeKCTy MapkyBaHHSA. OHOBNEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
ynakosui; no 14 nikapcbkoro 3acoby 3 BHECEHHSM iHdopMaLii Woao
TabneTok y 6nictepi, 3a3HayYeHHs1 O AMHULb BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs
no 1 abo 2 6nictepn y 3MiH MPOTAroM 6-Tu MicsAUIB NiCNsA 3aTBEPAKEHHS
KapTOHHIN ynakoBLji
209.| MINICTAH cvpon no 100 mn y Mini Xenckepe Benwka pakype IHgis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/2435/01/01
cupon Bia donakoHi; no 1 Jlimiten BpuTaHis dapmacbioTikanc 3MmiHn Wwoao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenma
KALLJTHO hbnakoHy 3 MipHOH nTa 3MiHK) - OHOBNEHHA TEKCTY MapKyBaHHSA YNakoBKW NiKapCbKOro
TIOXEYKOI Y KapTOHHIN 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oauHULb
ynakoBLi BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
«MapkyBaHHa» MKA N3 3atBepmxeHo: MapkyBaHHS.
Hopaetbesi. 3anponoHoBaHo: 3rigHO 3aTBEPOKEHOIO TEKCTY
MapKyBaHHS.
TepmiH BBeQEHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPAKEHHS
210. MIPIYM Tabnetku no 5 mr; no AT "I'pingekc" JlaTBist BCi cTagii Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/15664/01/01
7 TabneTok y 6nictepi, BUPOGHMYOro Bonrapis/ 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi | peyenmom
no2,4,7,8ab6o 14 npouecy: Yecbka 3MiHN) 3MiHM BHECEHi B TEKCT MapPKyBaHHS yMakoBKM
GnictepiB y nayuj 3 CiHToH XicnaHis, C. Pecny6nika/ nikapcbKkoro 3acoby oA 3a3HAYEHHSA MiXXHapOAHMX
KapToHy; no 10 J1., Icnanis HimeyuunHa no3Ha4YeHb OAMHWLL BUMIPIOBaHHSA. BHeCeHHs 3MiH Jo po3ainy
TabneTtok y 6nicrepi, anbTepHaTUBHa “MapkupoBka” MKA J13. 3atBepmkeHo: MapkupoBka TekcT
no1,3,5a6o 10 BUpobHMYa MapKUPOBKU MpunaraeTcs. 3anponoHoBaHo: MapkupoBka
6nicTepiB y nayui 3 AinNbHUUS, Ha AKin CornacHo yTBep>X4eHHOMY TEKCTY MapKUpOBKU. TepMiH
KapTOHYy NpoBOAUTLCS BBEAEHHS 3MiH NPOTArom 6 MicsiLiB Nicnsi 3aTBEPOXKEHHS.
nepBuHHE Ta
BTOPUHHE
nakyBaHHsi:
i |
dapmacsbtoTikanc,
IIta, Bonrapis
anbTepHaTMBHa
BMPOGHMYa
OiNbHULSA, Ha SAKin
3[iACHIOETLCS
KOHTpOIb
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[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

cepii/BunpobyBaHHs:

KBiHTa-AHanitTuka
C.p.o, Yecbka
Pecny6nika
Ja6op N+C AT,
Himeyumna
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika

211.

MIPIYM

Tabnetku no 10 mr; no
7 TabneTok y bnictepi,
no2,4,7,8a6o 14
GnicTepiB y nayui 3
kapToHy; no 10
TabneTtok y bnicrepi,
no1,3,5a6o 10
6nicTepiB y navuj 3
KapTOHY

AT "T'pingekc"

JlatBia

BCi cTaaii
BMPOBHMYOro
npowecy:
CiHTOH Xicnanisi, C.
J1., IcnaHia
anbTepHaTMBHa
BUpOGHMYa
OiNbHULSA, Ha SKin
NnpoBOANTLCS
nepBuUHHE Ta
BTOPWHHE
nakyBaHHs:
Ixi |
dapmachbtoTikanc,
Iltp, Bonrapis
anbTepHaTUBHA
BMPOGHMYa
DiNbHUUSA, Ha SKi
30iACHIOETLCS
KOHTpOIb

cepii/BunpobyBaHHs:

KBiHTa-AHaniTuka
C.p.o, Yecbka
Pecnybnika
TNa6op N+C AT,
HimeuunHa
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika

Icnanis/
Bonrapis/
Yecbka
Pecny6bnika/
Himevuunna

BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny -
3MiHn wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi
3MiHN) 3MiHN BHECEHi B TEKCT MapKyBaHHS YMaKoBKM
nikapcbKkoro 3acoby L0AO0 3a3HaYeHHs MDKHapOAHUX
no3HaveHb OAVHMLb BMMIPOBaHHA. BHeCeHHs 3MiH [o po3ainy
“Mapkuposka” MKA N13. 3atBepmxeHo: Mapkuposka TekcTt
MapKvupoBKK npunaraeTcs. 3anponoHoBaHo: MapkmpoBka
CornacHo yTBep>XAeHHOMY TEKCTY MapKUpoBKu. TepMmiH
BBEAEHHS 3MiH NpoTArom 6 micAuiB nicns 3aTBepaAXKEHHS.

3a
peuenmom

UA/15664/01/02

212.

MIPIYM

TabneTtku no 15 mr; no
7 TabneTok y 6nictepi,
no2,4,7,8ab6o 14
6nicTepiB y nayuj 3
KapToHy; o 10
TabneTok y 6nictepi,
no 1, 3, 5a6o 10
6nicTepiB y nayuj 3
KapToHY

AT "Ipinaexc"

NatBisa

BCi cTaaii
BUPOBHMYOro
npotecy:
CiHTOH XicnaHis, C.
J1., IcnaHia
anbTepHaTMBHa
BMPOGHMYa
DiNbHUUSA, Ha SAKi
npoBOAUTLCS
NnepBUHHE Ta
BTOPUHHE
nakyBaHHsi:

Do |

Icnanis/
Bonrapis/
Yecbka
Pecny6bnika/
Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnagy (iHwi
3MiHW) 3MiHW BHECEHI B TEKCT MapKyBaHHS1 YMakoBKM
nikapcbKkoro 3acoby LWoao 3a3HauYeHHst MiXXHAPOOHMX
nosHayeHb OAMHWLb BUMIpOBaHHA. BHECEHHS 3MiH [0 po3ainy
“MapkupoBka” MKA J13. 3ateBepmxeHo: Mapkuposka TekcTt
MapKMpOBKY NpunaraeTtcs. 3anponoHoBaHo: MapkupoBka
CornacHo yTBep>X4eHHOMY TEKCTY MapKMpOBKUN. TepMiH
BBeAEHHS 3MiH NPOTArom 6 MicsiLiB Nicnsi 3aTBEPOXEHHS.

3a
peuernmom

UA/15664/01/03




62
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
dapmacsbtoTikanc,
Ilta, Bonrapis
anbTepHaTMBHa
BUMPOOHMYa
OiNbHULSA, Ha SKi
30iNCHIOETLCS
KOHTpOIb
cepii/BunpobyBaHHs:
KsiHTa-AHanituka
c.p.o, Yecbka
Pecny6nika
Jlabop N+C AT,
HimeyunHa
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika
213.| MOHTEN TabneTkn, BKpUTI My6niyne YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHm | Tuny - 3a UA/16297/01/01
NniBKOBOIO akuioHepHe akuioHepHe 3MmiHu Wwopao 6esnekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
o6onoHkoto, no 10 mr; TOBapUCTBO TOBapUCTBO 3MiHN)
no 7 TabneTok y "HaykoBo- "HaykoBo- BHeceHHs 3MiH o posainy “MapkysaHHa” MKA J13.
6nectepi, no 4 BVMPOGHWYMIA BMPOGHWYUIA LEHTP 3aTBepaxeHo: MapkyBaHHs. BignosigHo Ao 3aTBEpAXXEHOro
6nictepu B navui LEeHTp "BopLuariBCbkumn TEKCTY MapKyBaHHS, L0 A0Aa€ETbCs. 3anponoHoBaHo:
"Bopuiariscbk XiMiKO- MapkyBaHHs. BignoBigHo 4o 3aTBepAXKEHOro TeKCTy
Ui XimiKo- dapmaueBTNYHUIA MapKyBaHHs YNakoBKU.
dapmaueBTny 3asog" OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
HWM 3aBoa” (dacyBaHHs i3 3 BHECEHHAM iHcbopMmalLlii LLoAo 3a3Ha4YeHHSA OANHMLb
dopmu "in bulk" BMMIiptOBaHHs y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
BUPOGHUKIB CaHiko MicsauiB nicns 3aTBepxeHHs. 3miHu | Tuny - 3MiHM 3 sKocTi.
H.B., benbrisi; ["oToBMI nikapcbkmi 3acib. Cuctema
CiHToH XicnaHis KOHTeWHep/3aKkynoptoBanbHuUi 3aci6. 3mMiHa po3Mipy yrnakoBKu
C.1., IcnaHis) roTOBOrO fiKapCbKOro 3acoby (BMIyYeHHSs ynakoBKW NEBHOIO
po3mipy) BunyyeHHs ynakosku: no 7 Tabnetok y 6nictepi, no 2
OnicTepu B nayui, 3 BignoBiaHMMM 3MiHamMun o po3ainy
“Ynakoska”.
BBegeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEPAXEHHS.
214 MOHTENYKA | Tabnetku, BKpUTI TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH O peecTpaLinHMxX maTtepianis: 3miHu | Tuny - 3a UA/12439/02/01
CT-TEBA NniBKOBOO dapmaueBTika OnepenwH3 MNMonana 3MiHu 3 AkocTi. CepTudikat BignosiaHocTi/lE-cepTudikat peuenmom
oboroHkoto, no 10 mr, n IlnpacTpis BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
no 7 TabneTtok y TitA.

6nicTepi; no 4
GnicTtepu B KapTOHHIN
Kopobui

MopaHHsa HoBoro abo oHoBnEHOro cepTudikaTta BiANOBIAHOCTI
abo Buny4eHHs cepTudikata BignoBigHOCTI EBpONEnChKil
cbapmakonei: gna A®l; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTLCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyoBUHM (CepTuUdikaT BiANOBIAHOCTI €BpONenchKin
dapmakonei) - HoBui cepTudikaT Bif BXe 3aTBEpAXKEHOro
BMPOGHMKa - NoAaHHs HOBOro ceptudikaTa BiANoBiaHOCTI
€sponevicbkin dapmakonei Ne RO-CEP 2017-131-Rev 00 (
process —Il CYTA) ans gitoyoi pevoBnHn Montelukast sodium
Bif BXe 3aTBepaXeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD.; 3mitu | Tuny - 3MiHu
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMNOBIAHOCTI €Bponencokin dpapmakonei/MmoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BignNoBIgHOCTI
abo BUny4eHHsi cepTudikata BignoBigHOCTI EBpPONENChHKil
capmaxkonei: gna A®l; ansa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoAykKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ans 4ONOMIKHOI
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIn
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOBHMKA - NOAAHHS OHOBMEHOTO
cepTtudikaTa BignoeigHocTi €Bponenicokin dapmakonei Ne R1-
CEP 2011-131-Rev 00 (3atBepmxeHo: RO-CEP 2011-131-Rev
02) (process —I CYTAM) ans gitodoi pevoBnHu Montelukast
sodium Big BXe 3aTBepaKeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD, sik Hacnigok 3miHa B
p. 3.2.5.2.1, npuBeaeHo p. «YNakoBka» y BiANOBIAHICTb 40
CEP ; 3minHu | Tuny - 3miHun 3 akocTi. Ceptudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHocTi €Bponenchkii
dapmakonei/MoHorpadii. NogaHHA HOBOro abo OHOBNEHOTO
cepTtudpikaTa BignoBigHOCTI abo BUNyYeHHs cepTudikaTta
BignoBigHocTi €Bponeiickkin hapmakonei: ans A®l; ans
BVXiAHOro martepiany/peareHTy/npoOMiKHOIO MPOAYKTY, LLO
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; AN 4ONOMIKHOT
peyvoBUHM (CepTuUdikaTt BianoBigHOCTI EBponenchbkin
dapmakonei) - OHoBneHu cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTudikaTa BignosigHocTi €Bponerickkin dapmakonei Ne R1-
CEP 2011-131-Rev 01(process —| CYTAM) ans gitoyoi
peyoBuHM Montelukast sodium Big Bxe 3aTBepaKeHOro
BmpobHuka TEVA PHARMACEUTICAL INDUSTRIES LTD, sk
Hacnigok BUNyYeHHs 3i cneumdikauii APl KOHTpornb 3a
nokasHukom "Badkki meTtanu"; amiHu | Tuny - 3miHM 3 SKOCTiI.
A®I. CtabinbHicTb. 3miHa nepiogy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHsa abo ymoB 36epiraHHA AdD|
(3a BigCyTHOCTI y 3aTBEpAKEHOMY A0ChE cepTudikata
BignoBigHOCTi €Bponenchkiii hapmakonei, LWo BKoYae nepioa
NOBTOPHOro BUNpobyBaHHs1) (Nepio NOBTOPHOro
BunNpobyBaHHsa/nepion 36epiraHHs) - 36inbLUueHHs abo
BBeEHHS nepiofy NOBTOPHOrO BUNPOOyBaHHs/Nepioay
36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCNiAKEHb Yy peanbHOMy
yaci - BBeJeHHs1 nepiody NOBTOPHOrO BMNpoOyBaHHSA 36
MicsauiB ans gitodoi pevosuHn Montelukast sodium (wo
Bupobnsetscst TEVA PHARMACEUTICAL INDUSTRIES LTD.
3rigHo npouecy |1 CYTA)

215.

mMoCuAa MT

TabneTku no 5 mr, no
10 TabneTtok y cTpuni;
no 3 ctpunu y
KapTOHHIN ynakoBLji

ToppeHT
dapmacbioTika
ne Nt

IHaisa

ToppeHT
dapmackioTikanc
Nra.

IHAis

BHECEHHS 3MiH [0 peecTpauinHMx matepianis: 3miHu | Tuny -
OHOBIEHHS TEKCTY MapKyBaHHS YNakoBKU MikapcbKoro 3acoby
3 BHECEHHAM iH(hopMaLlii LLOAO0 3a3HaYEHHS OONHULB
BUMIiptoBaHHs y cuctemi Sl. BHeceHHs 3MmiH go po3ainy MKA:
MAPKYBAHHA. Hoea pegakuis MAPKYBAHHA. 3rigHo

3a
peuenmom

UA/3509/01/02




64 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3aTBEPIKEHOrO TEKCTY MapKyBaHHsl. BBeieHHs1 3MiH NpoTarom
6-TK MicAUiB nicnsa 3aTBepAXXEHHS
216.| MYPALLUHHU pPO34MH ons TOB "[OKI YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/16944/01/01
W CNnPT - 30BHILUHLOIO "®apmaneBTn "®apmaueBTnyHa 3MiHun wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peuenma
BILLU®A 3aCTOCyBaHHS, YHa habpuka" tabpuka” 3MiHW) BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA J13”:
cnupToBuid; no 50 mn 3aTBepaxeHo: MapkyBaHHs. BignosigHo fo 3aTBepaXeHoro
y dnakoHax TEKCTY MapKyBaHHS L0 A0oAaeTbcs 3anponoHOBaHO:
MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS
OHOBMEHHS TEKCTY MapKyBaHHS yMakoBKM MikapcbKoro 3acoby
3 BHECEHHAM iHopMaLlii LWOoAO0 3a3HaYeHHs OaNHULb
BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
MicALiB Micnsa 3aTBEPAXEHHS.
217.| HATMA3UM KOHLeHTpaT Ans BioMapwH Ipnangis AnpepcoHbpekoH Benuka BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHm | Tuny - 3a UA/13183/01/01
PO34unHy Ans iHdy3il, IHTepHeLuHnN (KOK) NimiTes, BpuTaHis/ 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
1 mr/mn; no 5 mny JimiTen Benuka bBputaHia Ipnangis/ 3MiHn) BHeceHHs 3miH go po3giny «MapkyBaHHsi» MKA N13:
dnakoHi; no 1 (mapkyBaHHS Ta Himeuunna/ 3aTBepaxeHo: MapkyBaHHs. Y BiAMOBIAHOCTI 3 TEKCTOM
hnakoHy B KApPTOHHI BTOPUHHE CWA MapKyBaHHs, Wo AofdaeTbcs. 3anponoHoBaHo: MapKyBaHHs.

Kopobui

nakyBaHHsi FOTOBOrO
nikapcbkoro
3acoby); bioMapuH
IHTepHeLwHnN
JlimiTen, lpnaHgis
(KOHTpOnNb AKOCTI
roToBOro
nikapcbKkoro 3acoby,
MapKyBaHHS,
BTOPWHHE
nakyBaHHs,
BiANoOBiganbHUI 3a
BUNyckK cepii); Betep
Papma-depTiryHr
vo6X i Ko. KT,
HimeuunHa
(kOHTpOnb SIKOCTI
roToBOro
nikapcbKkoro
3acoby); Bettep
Papma-depTiryHr
vo6X i Ko. KT,
HimeuunHa
(KOHTpPOIb AKOCTI
roToBOro
nikapcbKoro
3acoby); Bettep
dapma-dPepTiryHr
v6X i Ko. KT,
HimeuunHa
(BPOGHMLTBO
0anky, HaNnoOBHEHHS

3rigHO 3aTBEpKEHOro TEKCTY MapKyBaHHsl. OHOBMNEHHS
TEKCTYy MapKyBaHHS YNaKOBKM NikapCbKoro 3acoby 3
BHECEHHAM iH(OopMaLlil LWOoJo 3a3HAYEHHS O4MHULB
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs 3amiH npoTsrom 6-u
MicsILiB Micnsi 3aTBEPOKEHHS.
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
B NEPBUHHY
ynakoBKy Ta
KOHTpOrnb 6arnky);
Bettep ®apma-
®eprtiryHr F'M6X i Ko.
KI, HimevunHa
(KOHTpOnb SKOCTI
roTOBOroO
nikapcbKkoro
3acoby); [xybinaHT
XonnictepCrep
NiNc, CWA
(BpPOBHMLTBO
6anky, HanoBHEHHS
B NEPBUHHY
ynakoBKy Ta
KOHTpoOrnb 6anky);
EHBiro AHanitukc
Ilimiten, Benuka
BpuTanis (koHTponb
AKOCTi FOTOBOrO
nikapcbkoro 3acoby)
218.| HA30 Kpanni Ha3arbHi, ToBapwucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHm | Tuny - bes UA/15808/01/01
KPAMNI po34uH, 0,1 mr/mn, no obGMexeHo obMexeHo AamiHicTpaTVBHI 3MiHW. 3MiHa Ha3BM NikapcbKoro 3acoby - peuenma
MAJTIOK 8 MmN y chriakoHi, BignoBiganbHi BiAMNOBIgANbHICTIO 3miHa Ha3Bwu nikapcbkoro 3acoby 3 HA30 BEBI, kpanni
YKynopeHomy CTIo "®apmaueBTnyHa HasanbHi, po3unH, 0,1 mr/mn Ha HA3O kpanni MAJTIOK, kpanni
KPULLIKOLO- "®PapmaLeBTn KomnaHisi "3popos'a” HasanbHi, po3yuH, 0,1 mr/mn.
KpanenbHUUeto 3i YHa KOMMaHis BBeneHHs 3MiH NpoTArom 3-x MicauiB Nicns 3aTBEpAXKEHHS.
CKMSIHOK MINEeTKO; No "3pnopos'a"
1 donakoHy y kopobui 3
KapToHY
219 HA30- cnpei HasanbHuiA, 0,5 ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: 3miHu | Tuny - bes UA/12989/01/01
CNPEN 3 mr/mn no 15 mny obmexeHo obmexeHo OHOBMEHHS TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOI peuenma
EKCTPAKTO dnakoHi 3i ckna 3 BignoBiganbHi BiZNoOBIganbHiCcTO YMaKOBKW MiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
M ANOE KrianaHoM-HacoCcoMm, CTHO "®apmaLeBTUYHa 3a3HayYeHHs1 OAMHULL BUMIPIOBAHHS y cucTeMi Sl. BHECEHHSI
HasarnbHo "®PapmaLeBTn KomnaHisi "3popos'a” 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
HacagKoro- YHa KOMNaHis MAPKYBAHHA BignoBigHo 00 3aTBEPKEHOrO TEKCTY
posnunoBayem Ta "3popos's" MapKyBaHHs. BBeaeHHs 3MiH npoTsarom 6-Tu micauis nicns
3aXMCHMM KOBMAYKoM; 3aTBEPOKEHHS
no 1 dnakoHy y
kopo6bui; no 20 mny
dnakoHi noniMepHomy
3 KranaHoM-Hacocom,
Ha3anbHO
Hacagkoto-
po3nunoBaYem Ta
3aXMCHUM KOBMAYKOM;
no 1 pnakoHy y
Kopobui
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
220.| HATPIIO PO34uH ANs iH'ekuin, 9 TOB "lOpis- Ykpaina TOB "Opis-®apm" YkpaiHa BHECEHHS 3MiH 40 peecTpauiinHux maTepianis: 3miHu | Tuny - 3a UA/8331/02/01
xnoeug mr/mn; no 2 mnTab dapm" 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
MI y KOHTeHepax 3MiHN) OHOBMEHHS TEKCTY MapKyBaHHS! YMakoBKU MiKapCbKoro
0oAHo[030BMX, Mo 10 3acoby 3 BHECEHHSAM iHpopMalLlii LLoao 3a3HaYEHHS! OAUHULb
KOHTEWHepiB y navuy; BMMIiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM
no 10 mn a6o 20 mny 6 MicsuiB nicnsi 3aTBEPOKEHHS.
KOHTeWHepax
04HOA030BWX, MO 5
KOHTeNHepiB y navui;
no 5 mn a6o 10 mn B
amnynax, no 5 amnyn
Y KOHTYPHIN
YapyHKOBIV ynakoBLyj,
no 1 abo 2 KOHTYpHi
YapyHKOBi yNakoBKU B
nayui
221, HEBITEH3 Tabnetku no 5 mr, no MPOPAPMA ManbTta AxTasic Jl14., Bonrapis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu Il Tuny - 3a UA/13347/01/01
10 TabneTtok y IHTEepHeLwHn ManbTa; OHOBIeHHs Bepcii macTep-caiiny (DMF) 3 Bepcii DMF AP-01 | peuennmom
6nictepi; no 3 TpenamHr BankaHdapma - BiA nunHs 2015 Ha Bepcito AP-00 Big BepecHsa 2017 +
onictepun B KApTOHHI Jlimiten OynHuus AL OHOBreHHs (Big BepecHs 2018 Ta kBiTHA 2019) akTMBHOrO
Kopobui dapmaLeBTUYHOrO iHrpeaieHTy HeGiBonony rigpoxrnopua
BMpobHMuTBa Hetero Drugs Limited, IHais
222.| HEUPUCTIIH- | TabneTtku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/1178/01/04
3400POB'A NNiBKOBOO obmexeHo obmexeHoto BHECEHHS 3MiH J0 po3ainy “MapkyBaHHa” MKA J13: peuenmom
000MnoHKoH0, No 4 Mr BignoBiganbHi BiANOBIgANbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
no 10 TabneTok y cTo "®apmaueBTnyHa 3aTBEPOKEHOro TEKCTY MapKyBaHHS. OHOBMEHHSI TEKCTY
6nicTepi; no 2 abo no "®PapmaLeBTn KOMMaHis MapKyBaHHS NEPBUHHOI Ta BTOPUHHOIT YNaKOBKW MikapCbKoro
6 GnictepiB y YHa KOMNaHis "3popos'a", YkpaiHa 3acoby 3 BHECEHHAM iHbopmaLii LWOoAo 3a3HaYEHHS OOUHULb
KapTOHHiI kopobui "3gopos's" (Bci cTagii BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3amiH npoTtsrom 6-Tu
BMPOGHMLTBA, MicsiILiB Micnsi 3aTBEPOKEHHS
KOHTPOMb SKOCTI,
BUNYCK cepii);
ToBapwucTtBo 3
obmexeHo
BiANOBIgANbLHICTHIO
"®APMEKC Py,
YkpaiHa (Bci cTtagji
BUPOBHMLTBA,
KOHTPOIb SIKOCTi)
223.| HEUPUCHIH- | TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/1178/01/03
300POB'A NniBKOBOO obmexeHo obmexeHo BHECEHHA 3MiH Jo po3ainy “MapkysaHHa” MKA J13: peuenmom
000MoHKoI0, Mo 2 Mr BignoBiganbHi BignoBiganbHiCcTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo go
no 10 TabneTtoky cTHo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBIEHHS TEKCTY
6nicTepi; no 2 abo no "®PapmaLeBTu KOMMaHis MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoOBKW MikapCbKoro
6 bnictepiB y YHa KOMNaHis "3popos's", YkpaiHa 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3HaYeHHs OAUHULb
KapTOHHiIl kopobuyi "3popos's" (Bci cTagii BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npoTsarom 6-tu
BMPOGHMLTBA,
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
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KOHTPOMb SIKOCTI, MiCsILiB Micnsi 3aTBEPOKEHHS
BUNYCK cepii);
ToBapucTtBeo 3
obmexeHo
BiANOBIgANbHICTIO
"®APMEKC Py,
YkpaiHa (Bci cTtagii
BMPOGHMLTBA,
KOHTPOMb AKOCTI)
224.| HEWPUCHIH- | TabneTkw, BKpWTI ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/1178/01/02
300POB'A NniBKOBOIO obmexeHo obmexeHo BHECEHHSs 3MiH 8o po3ainy “MapkyBaHHs” MKA N3: peuenmom
0bornoHkoto, no 1 mr BignoBiganbHi BigNoBiganbHIiCTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo oo
no 10 TabneTtoky cTio "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
6nictepi; no 2 abo no "®apmaneBTn KOMMaHis MapKyBaHHS MEPBUHHOT Ta BTOPMHHOI YMaKOBKMW NiKapCbKOro
6 bnictepiB y YHa KoMMaHis "3popos's", YkpaiHa 3acoby 3 BHECEHHAM iHopMaLlii Loao 3a3Ha4YeHHs oanHULb
KapTOHHiIN kopobui "3popos's" (Bci cTagii BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
BUPOBHMLTBA, MiCSILIiB Micnsi 3aTBEPOKEHHSA
KOHTPOMb AKOCTI,
BMNYCK cepii);
ToBapwucTtBo 3
obmexeHo
BiANOBIgANbHICTIO
"®APMEKC IPYM",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPOIb SKOCTI)
225 HEMPOMAKC | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/14386/01/01
NniBKOBOIO obmexeHo obmexeHo BHECEHHS 3MiH 1o po3ainy “MapkyBaHHsa” MKA N3: peuenma
obornoHkoto, no 10 BignoBiganbHi BignoBiganbHIiCcTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
TabneTok y 6nicTepi; cTio "®apmaueBTUyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
no 3 abo 6 6nictepisy | "®apmaueBTn KomnaHis "3gopos's” MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YMaKOBKM NiKapCbKOro
KapTOHHiI kopobui YHa KOMMaHis 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oAUHULb
"3gopos's" BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3mMiH npoTarom 6-tu
MiCsILiB Micnsi 3aTBEPOKEHHSA
226, HEMPOTUNIH | kancynu m'siki no 400 ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - 3a UA/16687/01/01
mr no 10 kancyn y obmexeHo obmexeHo 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy (iHwi | peyenmom
6nictepi; no 1 abo no BignoBiganbHi BiAMOBIAANbLHICTIO 3MiHW) BHECEHHS 3MiH A0 po3ainy “MapkyBanHa” MKA J13:
2, abo no 3, abo no 6 cTHO "®PapmaLeBTUYHa 3atBepaxeHo: MAPKYBAHHA BignosigHo fo 3aTBepakeHoro
GnicTtepis y kopobLi 3 "®PapmaLeBTu KomnaHisi "3popos's” TEKCTY MapKyBaHHS, L0 A0AaETbCs. 3anpornoHOBaHo:
KapTOHYy YHa KoMnaHis MAPKYBAHHA BignosigHo fo 3aTBepa)XeHOro TekcTy
"3gopos's" MapKyBaHHs1. OHOBINEHHS TEKCTY MapKyBaHHS YNaKkoBKW
nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Woao
3a3HayYeHHs OAVHULIL BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
3MiH NPOTSArom 6-TW MiCAILIB NiCNs 3aTBEPOXKEHHS.
227, HEUPOTUNIH | po3unH opanbHuiA, 600 | ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/16351/01/01
Mr/7 Mi; no 7 mny oBMexXeHo obMexeHow BHECEHHS 3MiH 10 po3ainy “MapkyBaHHs” MKA N3: peuenmom
dnakoHi; no 10 BignoBiganbHi BiANOBiganbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo go
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
cbnakoHiB y kopobui 3 CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHA. OHOBMEHHS TEKCTY
KapToHy; Mo 7 MmNy "®apmaneBTn KomnaHis "3gopos'a” MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YMaKOBKM NiKapCbKoro
cawe; no 20 cawe y YHa KOMMaHis 3acolby 3 BHECEHHAM iHpopMalLlii LWoao 3a3HavYeHHs oauHULb
kopobLi 3 KapTOHY "3popos's" BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
MiCsILiB MicNnsi 3aTBEPAXKEHHSA
228. HEOMIUUH Ma3b, no 10 r abo no ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/17830/01/01
nntoc 20 r y Ty6i, no 1 Ty6i, obmexeHoto obmexeHo OHOBMEHHA TEKCTY MapKyBaHHSA NEPBMHHOI Ta BTOPUHHOI peuenma
no 1 Ty6i y kopobui BignoBiganbHi BigNoOBiganbHICTHO ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEeHHSAM iHdopMaLii Wwoao
CcTHO "papmaueBTUYHa 3a3HayYeHHs OAVHULIL BUMIptOBaHHS y cuctemi Sl. BBegeHHs
"®apmaneBTn KomnaHis "3gopos'a” 3MiH MPOTAroM 6-Tu MicsAUiB NicNsA 3aTBEPAKEHHS
YHa KOMNaHis
"3gopos's"
229, HEPBOXEEN | Ttabnetku; no 50 Bionoriwe HimeuunH Bionoriwe HimeyunHa BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/2947/01/01
b TabneTok y XannbmiTTenb a XannbmiTTenb 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peuyenma
KOHTEWHepi Xeenb M'M6X Xeenb M6X 3MiHW) BHeceHHs1 3amiH oo po3giny “MapkyBaHHsA" B
noninponineHoBoMmy; 3atBepakeHnx MKA J13. 3atsepmxero: MAPKYBAHHA Tekct
no 1 KOHTeNHepy B MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBKW A0OAETLCS.
KopobLUi 3 KapTOHY 3anponoHoBaHo: MAPKYBAHHA BignosigHo oo
3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
MapKyBaHHS! yMakoBKM MikapCbKoro 3acoby 3 BHECEHHSAM
iHdbopMaUii Woao 3a3HavYeHHS OAUHULL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHs 3MiH NpoTsArom 6-Tm micsAuiB nicns
3aTBEPOKEHHS.
230.| HE®ONAM- PO34MH ONs iH eKLil, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17470/01/01
300POB'A 20 mr/2 mn, no 2 mn B obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenmom
amnyni; no 5 amnyn y BignosiganbHi BiAnoBiganbHicTo ynaKkoBKW nikapcbKoro 3acoby 3 BHECEHHSIM iHdopMaLii LWoao
KapTOHHiIN kopobui 3 cTHO "®PapmaLeBTUYHa 3a3Ha4YeHHs1 oAuHULIL BUMIptoBaHHS y cuctemi Sl. BBegeHHs
neperopoaKoto; no 2 "®apmaLreBTu KoMnaHisi "3gopos's" 3MiH NPOTArom 6-T MiCALIB NicNsi 3aTBEPIKEHHS
MI B amnyni; no 5 YHa KOMNaHis
amnyn y 6nictepi; no 1 "3gopos's"
onictepy y kopobui 3
KapToHY
231.| HIKOTUHOB PO34UH ANS iH'eKuin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/7775/01/01
A KUCNOTA- 10 mr/mMn no 1 mn B obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenmom
300POB'A amnyni; no 5 amnyn y BignoBsiaanbHi BiAnoBigansbHICTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSM iHdopMaLii LWoao
GnicTepi; no 2 CTIo "®PapmaLeBTUYHa 3a3Ha4YeHHs1 OANHULL BUMIpIOBaHHS Y cuctemi Sl. BHECEHHSI
6nictepu B KapTOHHIN "®apmaneBTn KomnaHis "3gopos's” 3MiH go po3giny “MapkysaHHa” MKA J13: 3anponoHoBaHo:
kopobui; no 1 mn B YHa KOMMaHis MAPKYBAHHA BignosigHo 0 3aTBEPAKEHOro TEKCTY
amnyni; no 10 amnyn y "3gopos's" MapKyBaHHs. BBeAeHHs 3MiH NpoTAarom 6-Tu Micauis nicns
6nictepi; no 1 3aTBEPAKEHHSI
GnicTepy B KapTOHHil
kopobui; no 1 mn B
amnyni; no 10 amnyny
KapTOHHIl kopobui
232.| HICTATUH- cycneHsisi oparnbHa, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17727/01/01
300POB'A 100000 MO/mn no 50 oBMexXeHo obmMexeHow OHOBJIEHHS TEKCTY MapKyBaHHS YNaKoBKW MikapCcbKoro 3acoby | peyenmom
My dONakoHi, BignoBiganbHi BignoBiganbHIiCTIO 3 BHECEHHSAM iHopMaLlii LWOAO0 3a3HaYeHHs oanHULb
3aKyrnopeHomy CTIo "®apmaueBTnyHa BMMIiptOBaHHS y cuctemi Sl. BHeceHHs 3MmiH fo posainy
KPULLIKOIO 3 "®apwmaneBTu KomnaHis "3gopos's" “MapkyBaHHs” MKA J13: sanponoHoBaHo: MAPKYBAHHA
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n 3acoby ynakoeka) noceioYyeHHs1
MapKyBaHHAM YHa KoMnaHis BignoBsigHO A0 3aTBEPAKEHOro TEKCTY MapKyBaHHS. TepMiH
YKpaiHCbKOI MOBOIO; "3popos'a” BBEOEHHS 3MiH NPOTAroM 6 MicauiB Nicns 3aTBEpAXEHHS
no 1 dnakoHy 3i
LUNPUL-403aTOPOM
CKnafeHuM y kopobui
3 KapTOHY
233.| HITPOMNILUE TabneTkn ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/0052/01/01
PUH- cybniHreansHi no 0,5 oBMexXeHo obmexeHo 3amiHa posginy «[padiyHe odopMIeHHs ynakoBKUy» Ha po3gin | peuenma
300POB'A mr no 40 TabneTok y BignosiganbHi BiAnoBiganbHICTIO «MapkyBaHHsa» B MKA 13: 3anponoHoBaHo: MAPKYBAHHA
6aHui; no 1 GaHui y cTio "®apmaueBTnyHa BignosiaHo A0 3aTBEPAXEHOrO TEKCTY MapKyBaHHS.
KapTOHHiN kopobuj; no "®apmaneBTn KomnaHis "3gopos'a” OHOBMEHHSA TEKCTY MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
40 TabneTok y YHa KoMMaHis ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEHHSM iHdopMaLii LWoao
KOHTeViHepi; no 1 "3popos's" 3a3Ha4YeHHs OANHULIL BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
KOHTEViHepy B 3MiH MPOTAroM 6-Tu MicAUIB MiCNsA 3aTBEPKEHHS
KapTOHHiI kopoOLi
234.| HONINPEN® TabneTkn, BKpUTI Jle ®paHuin JTabopaTopii Cepr’e dpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny - 3a UA/10248/01/01
BI-®OPTE NMiBKOBOO JTabopatyap IHaacTpi, PpaHuia IpnaHgis 3miHu wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsaay. peuernmom
o6onoHkoto; no 30 Cepr’e Cepp’e (Ipnangis) 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
TabneTok y IngacTpic JlTg, MapKyBaHHS Ta IHCTPYKLUii AnS MEeAWYHOro 3aCTOCYBaHHA Ha
KOHTeViHepi; no 1 abo IpnaHais nigcTasi perynspHoO OHOBIOBaHOIO 3BiTy 3 6e3neku
3 KOHTElHepy B nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku 3acTocyBaHHS
KopobuUi 3 KapTOHY nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepioa, abo sk
pe3ynbTaT OUiHKM 3BIiTY 3 4OCNIOKEHb, NPOBEAEHUX BiAMNoOBIgHO
00 nnaHy negiatpuyHux gocnigpkeHs (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHoM) 3MiHW BHECEHO A0
IHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHSI NiKapCbKoro 3acoby
o po3ginis "OcobnueocTi 3acTocyBaHHs" Ta "MobiyHi peakuii”
OHOBMEHHS iHpopMalii 3 6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby. BeegeHHs 3MiH mpoTarom 6-Tu micauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsgy. 3miHa y KOpoTkin
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIii ANS MeaM4HOro 3acTOCyBaHHS Ha nigcTasi
perynsipHo OHOBMOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHSA MiKapCbKOro
3acoby B micnspeecTpauiiiniin nepiod, abo Ak pesynbTtar
OLjiHKM 3BITY 3 AocnigXeHb, NpoBeAeHWX BIANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpraHoM) 3MiHN BHECEHO A0
iHCTPYKLUIii 4Nsi MeAUYHOro 3acTocyBaHHS nikapcbkoro 3acoby
o po3ginis "OcobnueocTi 3actocyBaHHS" Ta "MobiuHi peakuii”
OHOBIIEHHS iHGopMaLlii 3 6e3nekun fito4oi pe4yoBUHU
"iHganamig" Woao MOXIIMBOIO PU3MKY XOpioiganbHOro BUMOTY
BignoBigHo [0 pekoMeHaauii PRAC. BeBefgeHHs 3MiH NpoTArom
6-TW MicsUiB nicns 3aTBepAXKEHHS
235.| HOJNIbMNA3A® | Tabnetku KPKA, a.4., CrnioBeHis BUPOGHMUTBO «in CnoseHist/ BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/7955/01/01
racTpope3nCTeHTHI No Hoso mecTo bulk», nepeuHHe Ta IHAis 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
20 mr no 14 TabneTok BTOpPUHHE 3MiHWn) BHeceHHs1 3amiH go po3giny «MapkyBaHHsi» MKA J13
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
y 6nictepi; no 1 abo nakyBaHHs, 3ateBepaxeHo: MAPKVIPOBKA CooTBeTcTBYyeT TEKCTY
no 2, abo no 4 KOHTpOrb cepii Ta MapKUPOBKN NEPBUYHON N BTOPUYHOW YNaKOBOK.
GnicTepu y KapTOHHIN BUNYCK cepii 3anponoHoBaHo:
kopobuLi KPKA, a.4., Hoeo MAPKWPOBKA B cooTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
mecTto, CrnoBseHis MapKkMpoBkN. OHOBMEHHS TEKCTY MapKyBaHHSA YNakoBKK
BUPOBHMLTBO «in nikapcbKkoro 3acoby 3 BHECEHHSAM iHdopMaLii Wwoao
bulk», nepsuHHe Ta 3a3HayYeHHs1 O AMHULb BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
BTOPUHHE 3MiH NPOTAroM 6-Tu MicALiB NicNs 3aTBEPAXKEHHS.
nakyBaHHs
JNaypyc Na6e MeT.
Ira., IHaisa
KOHTPOIb cepil
KPKA, a.a., Hoso
mecTto, CrioBeHist
KOHTPOIb cepil
Kemirickin iHCTuTyT,
CnoBeHisi
KOHTpPOIb cepii:
JlabeHa pg.o.0.,
CnoBeHisi
236. HOJIbMNA3A® | Tabnetku KPKA, a.4., CnoBeHis BUPOBHMLTBO «in CnoseHisi/ BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny - 3a UA/7955/01/02
racTpope3nCTeHTHI No Hoso mecTo bulk», nepeuHHe Ta IHAis 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
40 mr no 14 Tabnetok BTOPUHHE 3MiHn) BHeceHHs 3miH go po3giny «MapkysBaHHsa» MKA J13
y bnictepi; no 1 abo nakyBaHHs1, 3atBepaxeHo: MAPKVMPOBKA CooTBeTCTBYET TEKCTY
no 2, abo no 4 KOHTpOrb cepii Ta MapKUPOBKN NEPBUYHON 1 BTOPUYHOW YNAaKOBOK.
Gnictepun y KapTOHHIN BUNYCK cepil 3anponoHoBaHo:
kopooui KPKA, a.a., HoBo MAPKWNPOBKA B cooTBETCTBUM C YTBEPXKOAEHHBIM TEKCTOM
mecTto, CnoBeHis MapkMpoBKU. OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM
BUPOOHMLTBO «in nikapcbKoro 3acoby 3 BHECEHHsM iHbopmaLii oo
bulk», nepsuHHe Ta 3a3Ha4YeHHs1 oAuHULIL BUMIptoBaHHS y cuctemi Sl. BeegeHHs
BTOPUHHE 3MiH MPOTAroM 6-Tu MicALiB nicns 3aTBEpAXKEHHS.
nakyBaHHsi
Naypyc Na6e MeT.
Ira., IHaisa
KOHTpOnb cepii
KPKA, a.a., HoBo
mecTo, CrnoBeHis
KOHTpOnb cepii
Keminckin iHcTUTyT,
CnoBeHisi
KOHTpOrb cepii:
INNabena g.o.0.,
CnoBeHisi
237.| HOP3MOUM MOPOLLOK A8 PO3YNHY M-IHBecT Kinp BeHyc Pemepic IHAis BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/13986/01/01
ans in'ekuin, 1r/0,5T; Nimiten Nimiten 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom

1 donakoH 3 NopoLLKoM
B KapTOHHI kopobui

BBeneHHs abo 3MiHM 0 y3aranbHeHWUX aHWX NPpO CUCTEMY
dapmakoHarnsaay (BBeAeHHS y3aranbHeHUX AaHuX Npo
cucTtemy cdhapmakoHarnsiay, 3MiHa ynoBHoBaXeHoi ocobu,
BifNOBIganbHOI 3a 34iMCHEHHS hapMaKoHarnsay; KOHTAKTHOI
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Peecmpauyitina npoyedypa

Ymoeu

Homep

Ne

Haszea

n/ | nikapcbkoz2o0

3acoby

Popma eunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

ocobu 3 hapmakoHarnsay 3asBHMUKa NSt 3AINCHEHHS

eionycky

peecmpauiliHo2o
noceid4yeHHsI

dapmakoHarnagy B YKpaiHi, SKLo BOHa BiAMiHHA Bif
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 34iNnCHEeHHS
hapmMakoHarnagy (BKMYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
po3milLieHHI macTep-hanna cuctemu papmakoHarnsgy) 3miHa
yMNOBHOBaXeHOi 0cobu 3asiBHUKa, Bi4MOBiAanbHOI 3a
dapmakoHarnsa.

Litova pepakuis: ®egopuyk HO.B. NponoHoBaHa peaakuis:
€pmolwmHa OneHa MuTpiBHa. 3MiHa KOHTAKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnsg. 3miHa micLe3HaxomkeHH macTep-cavina
cucTeMu dpapmakoHarnsgy.

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny -

3a

UA/13986/01/02

238.

HOP3WOUM

MOPOLLIOK AJ151 PO3YUHY
ans in'ekuin, 2r/1r; 1
hnakoH 3 NMOpPOLLKOM B
KapTOHHiIN kopobui

M-IHBect
Jlimiten

Kinp

BeHnyc Pemegic
JlimiTen

IHAisA

3miHu wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsaay.
BBeneHHs abo 3MiHU [0 y3aranbHeHVX AaHWUX NPO CUCTEMY
bapmakoHarnsgy (BBe4eHHS y3aranbHEHUX AaHUX Npo
cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANoBiganbHoI 3a 3AiIMCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asiBHMKA ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKW0 BOHA BiAMiHHA Bif
ynoBHOBaeHoI ocobu, BignosiaansHoi 3a 34iNCHEHHS
bapmakoHarnsgy (BKMYar4um KOHTaKTHi AaHi) Ta/abo 3miHn y
po3milLieHHI macTep-anna cuctemu papmakoHarnsgy) 3miHa
yMNoBHOBaXeHOi 0cobu 3asiBHUKa, BiANOBIiganbHOI 3a
capmakoHarnsg.

Hitoua pepakuis: ®epopyyk KO.B. NponoHoBaHa peakuis:
E€pmowmHa OneHa OmunTpiBHa. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXEHOT 0cobU 3asiBHKKA, BignoBigansHoi 3a
dapmakoHarnsg. 3miHa micue3HaxokeHHA MacTep-cavina
cucTeMu dpapmakoHarmnsigy.

BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -

peuernmom

6e3

UA/3635/01/01

239.

HOPMAKOI
KNISMA

PO3YUH peKTanbHUK,
no 60 mn a6o no 130
My dnakoHi; no 1
hbnakoHy y KapTOHHIM
Kopooui

HopxuH CAC

®paHuia

HopxuH ®apma

PpaHuis

3miHu wopao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BeeneHHs abo 3MiHU [0 y3aranbHEHVX AaHWX NPO CUCTEMY
cbapmakoHarnsgy (BBe4eHHS y3ararnbHEHUX AaHUX Npo
cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoobu,
BiAnoBiganbHoi 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHO!
ocobu 3 hapmakoHarnsaay 3asiBHMKa ANs 34iINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLW0 BOHA BiAMiHHA Bif
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEHHS
dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemm papmakoHarnsagy) -
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA, BiAMNOBIiAanbHOI 3a
capmakoHarnsg. Lirova pegakuis: John Poustie / xoH Mycri.
MponoHoBaHa pepakuisa: Edel Behan / Enen bexaH. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOi ocobu, BianoBsigansHoi 3a
dapmakoHarnag. 3miHa KOHTAKTHOT 0COOM YNOBHOBaXXEHOT
ocobu 3asBHUKa, BiANOBIAanNbHOI 3a hapMakoHarnsag B
YkpaiHi. [itoya pegakuisi: boray TeTtsaHa OnekcaHapiBHa.

peuernma

[MponoHoBaHa pepfakuisi: CimoHoB NMaBno Bagumosu4. 3miHa
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTaKTHMX JaHNX KOHTaKTHOI 0COGW YNOBHOBaXXEHOT 0cobu
3asBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsag B YkpaiHi.
3MiHa Micus 3AiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
apmakoHarnsgy. 3miHa micue3HaxomKeHHs macTep-anna
cvuctemun hapmakoHarnsgy.
240.. HOPMATEHC | Tabnetku, BKpUTI MEJA ®apma HimeuunH An-Ci-EH MNonbda Monbwa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/2922/01/01
obonoHkoto; no 20 'M6X eng Ko. a XKewys AT 3MiHun wopo 6e3neku/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peuenmom
TabneTok y 6nictepi; KIr 3MiHNn) BHeceHHs 3miH go po3giny “ MapkyBaHHa” MKA J13.
no 1 6nictepy y 3aTBepaKeHo: TeKCT MapKyBaHHs (GUB. 4OOATOK).
kopobLii 3 KapTOHY 3anponoHoBaHo: TekcT MapKyBaHHs. Bignosigae
3aTBEPKEHOMY TEKCTY MapKyBaHHS. BunyyeHHs iHdopmauii
wogo 2D kogyBaHHS Y MapKyBaHHi BTOPUHHOI YNakoBKK
241, HYBIXUN® Tabnetku no 50 mr: no TOB "TeBa YkpaiHa MJIIBA Xpeatcka Xopsaris/ BHECEHHS 3MiH 4O peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/17446/01/01
10 TabneTtok y YkpaiHa" 0.0.0., XopBaris CWA 3MiHu 3 akocTi. A®Il. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX | peyernmom
6nictepi, no 3 (nepBuHHe, BunpobyBaHb/nepiogy 36epiraHHs abo ymoB 36epiraHHA ADI
6nictepu B kopobui BTOPUHHE (3a BigCcyTHOCTI Y 3aTBEpOXXEHOMY A0Cbe cepTudikaTta
nakyBaHHs Ta 4O3BIN BignoBigHOCTI €Bponeiichbkin hapmakonei, Wo BKIoYae nepiog
Ha BUNYycK cepii); NOBTOPHOro BUNpobyBaHHs1) (Nepio NOBTOPHOro
LledpanoH IHk., CLUA BunNpobyBaHHsa/nepion 36epiraHHs) - 36inbLUueHHs abo
(BMPOBHMLTBO BBEAEHHS nepiody NOBTOPHOrO BUNPOOyBaHHs/Nepioay
Hepo3dgacoBaHoI 36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCNiAKeHb Yy peanbHOMy
NpoAyKLuii, KOHTPOrb yaci - 36inbLUeHHs nepiogy NOBTOPHOrO BUNPOOYBaHHS AN
cepii) AiroY0i pevoBrHN apmModadiHiny, a TakoX BHECEHHS
pefakuinHMx NpaBok 4o po3ainis MmacTtep-canna: 3.2.5.4.1
Specification, 3.2.S.5 Reference standards or materials,
3.2.S.6 Container closure system 3aTBepaxeHo: 48 micsuis
3anponoHoBaHo: 60 micsuiB
242 HYBIXUN® Tabnetku no 150 mr: TOB "TeBa YkpaiHa MJIIBA XpBatcka Xopsaris/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/17446/01/02
no 7 TabneTtok y YkpaiHa" A.0.0., XopBarTis CLUA 3MiHu 3 gkocTi. A®Il. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX | peyernmom
6nicTepi, no 1 (nepBuHHe, BunpobyBaHb/nepioay 36epiraHHs abo ymoB 36epiraHHa ADI
6nictepy y kopobui, no BTOPUHHE (3a BigcyTHOCTI Y 3aTBEpOXEHOMY A0Cbe cepTudikaTta
10 TabneTtok y nakyBaHHs Ta 4O3BIN BignoBigHOCTi €Bponenchkii hapmakonei, LWo BKoYae nepioa
6nictepi, no 3 Ha BUMYyCK cepii); NOBTOPHOro BUNpobyBaHHs1) (Nepio NOBTOPHOro
6nictepn y Kopobui LledpanoH IHk., CLUA BunNpobyBaHHsa/nepion 36epiraHHs) - 36inbLUueHHs abo
(BMpPOBHMLTBO BBeEHHS nepiofy NOBTOPHOrO BUNPOOyBaHHs/Nepioay
Hepo3sdacoBaHol 36epiraHHsi Ha OCHOBI pe3ynbTaTiB AOCNiAKeHb Yy peanbHOMy
NpoayKLuii, KOHTPOrb yaci - 36inblUeHHs nepiogy NOBTOPHOrO BUMPOOYBaHHS AN
cepii) [iroY0i pevoBrHN apMoadiHiny, a TakoX BHECEHHS
pedakuinHux npaBok Ao po3ainie Mactep-daiina: 3.2.5.4.1
Specification, 3.2.S.5 Reference standards or materials,
3.2.S.6 Container closure system 3aTtBepaxeHo: 48 micsiLis
3anponoHoBaHo: 60 micsuiB
243.| HYBIOXWUN® | Tabnetku no 250 wmr: TOB "TeBa YkpaiHa MNIBA XpsaTtcka XopsarTis/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/17446/01/03
no 7 TabneTtok y YkpaiHa" [.0.0., XopBaris CLUA 3MiHu 3 akocTi. A®Il. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX | peyenmom

6nicTepi, no 1
6nictepy y kopobui, no
10 TabneTok y

(nepBuHHE,
BTOPWHHE
nakyBaHHs! Ta AO3BIN

BunpobyBaHb/nepiogy 36epiraHHs abo ymoB 36epiraHHs ADI
(3a BigcyTHOCTI Y 3aTBEpOXEHOMY A0Cbe cepTudikaTa
BignoBigHOCTi EBponenchkii hapmakonei, Lo BKMYae nepioa
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepi, no 3 Ha BMMYCK cepii); NOBTOPHOIO BMNPoByBaHHs1) (nepios NOBTOPHOIO
6nictepu y kopobui LledpanoH IHk., CLUA BMNpobyBaHHs/nepioa 36epiraHHs) - 36inbLweHHs abo
(BMPOGHMLTBO BBE[EHHS nepiofy NOBTOPHOro BMNpobyBaHHs/nepioay
Hepo3dacosaHoi 36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCHIMKEHb Y peanbHOMY
NpoAyKLUii, KOHTPOnb Yaci - 36inbLUeHHs nepiody NOBTOPHOrO BUNPOBYBaHHS ANs
cepii) Aitoyoi pevyoBUHU apMogadiHiny, a Takox BHECEHHS
pedakuinHuX NpaBok A0 po3Ainie mactep-danna: 3.2.5.4.1
Specification, 3.2.S.5 Reference standards or materials,
3.2.S.6 Container closure system 3aTBepaxeHo: 48 micauis
3anponoHoBaHo: 60 micsuiB
244 HYPO®EH® kancynu m'saki no 200 PekkiTT Benuka BiANOBiAanNbHWIA 3a Benuka BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHm | Tuny - bes UA/13599/01/01
EKCNPEC mr, no 4 a6o 10 BeHkizep BpuTaHis | nepBWMHHE, BTOPUHHE BpuTaHis/ 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi | peuyenma
YNbTPAKATIN kancyn y 6nictepi; no Xenckep nakyBaHHs, Higepnangn | 3miHn) - OHOBNEHHSA TEKCTY MapKyBaHHS YNaKoBKW fikapCbKoro
1 6riictepy B IHTepHeLwwHn KOHTPOIb SIKOCTi / 3acoby 3 BHECEHHAM iHchopmaLii LLoAo 3a3HAaYEHHS OOUHMLb
KapTOHHiI kopoOLi JimiTen roTOBOro NPOAyKTy Cnony4eHi BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsrom 6-tu
Ta BMNYyCK cepii: wratu MicsILiB Micnsi 3aTBEPOXKEHHS.
PekkiTT BeHkizep (CLWLA)
Xenckep
IHTEepHeLwwHN
Ilimiten, Benuka
BpuTtaHig; Bignosiga
NbHWI 3a
BUPOBHMUTBO in
bulk, Bkntovaroum
npoBeaeHHs
KOHTPOIIO SIKOCTI:
MateoH Cocmxenc
B.B., Hinepnanaw;
BignoBigansbHWi 3a
BMPOGHMLTBO in
bulk, nepBuHHe,
BTOPWHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI
roTOBOro NPOAYKTY:
PB Xenc
MaHydeKkTypuHr
(KOC) nnc,
Cnony4eHi wratn
(CLWA)
245, HbIOPEKCAH | TabneTku, no 25 abo Bionoriwe HimeuunH Bionoriwe HimeyunHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - be3 UA/17415/01/01
® no 50 TabneTok y Xannbmitrens a Xannbmitrenb 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi | peyenma
KOHTeNHepi Xeenb M'mb6X Xeenb 'M6X 3MiHW) BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13:
noninponineHoBomy; 3aTtBepoxeHo: MAPKNPOBKA lMNpunaraetcs. MapkupoBka
no 1 KOHTEeNHepy B Ans ynakoBku in bulk npunaraeTcsi. 3anponoHoBaHo:
KopobLi 3 KapTOHY MAPKYBAHHA BignoBioHo 4o 3aTBEPKEHOIO TEKCTY
MapKyBaHHs. MapkyBaHHSA Anis ynakosku in bulk gogaetsbes.
OHOBMEHHS! TEKCTY MapKyBaHHS YMaKoBKM MikapcbKoro 3acoby
3 BHECEHHAM iHhopMaLlii LLOAO0 3a3HaYEHHS OONHULB
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MicsLiB nicnsi 3aTBEPOXKEHHS.
246. HbIOPOINEH Kancynu TBepgi no KYCYM IHpis KYCYM XENTXKEP IHpis/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/14034/01/01
TUH® 300 mr no 10 kancyn y XENTXKEP MBT JITA, IHais; YkpaiHa 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
6nictepi; no 1, no 3 MNBT NTA TOB "KYCYM 3MiHW) BHECEHHS 3MiH A0 po3gainy “MapkyBaHHsa” MKA J13:
abo no 10 6nictepiB y DAPM", YkpaiHa 3aTtBepaxeHo: MAPKPOBKA lMpunaraetcs. MapkvpoBka
KapTOHHIN ynakosLi (anbTepHaTMBHUIA Ans ynakosku in bulk npunaraeTcs. 3anponoHoBaHoO:
BUPOBHMK, LLO MAPKYBAHHA BignosigHo A0 3aTBEpAXEHOro TeKCTy
34INCHIOE BTOPUHHE MapKyBaHHs. MapkyBaHHSA Ans ynakosku in bulk gopaetscs.
nakyBaHHs1, OHOBIEHHS TEKCTY MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby
KOHTPOMb SIKOCTi Ta 3 BHECEHHAM iHopMaLlii LWOoAO0 3a3HaYeHHs OaNHULb
BUWMNYCK cepii) BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsarom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
247, HbIOPOIMNEH Kancynu TBepgi no KYCYM IHpia KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - - UA/15768/01/01
TUH® 300 wmrin bulk: XENTXKEP NBT NTA 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
Ne10x180: no 10 MBT NTA 3MiHW) BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA J13:
kancyn y 6nicrepi; no 3aTtBepaxeHo: MAPKPOBKA lMpunaraetcs. MapkvpoBka
180 GnicTepiB y Ans ynakoBku in bulk npunaraetcsi. 3anponoHoBaHo:
KapTOHHiIN kopobui MAPKYBAHHA BignosigHo Ao 3aTBepaXeHoro TeKCTy
MapKyBaHHs. MapkyBaHHSA Ans ynakosku in bulk gogaetscs.
OHOBMEHHS TEKCTY MapKyBaHHS yMakoBKM MikapcbKoro 3acoby
3 BHECEHHAM iHhopMaLlii OO0 3a3HaYEeHHS OONHULb
BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsrom 6-tu
MiCALIB Nicnsa 3aTBEPAXEHHS.
248, oBNINUXH onis; no 50 mn y TOB "[OKT1 YkpaiHa TOB "[OKI1 YkpaiHa BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 6e3 UA/2685/01/01
oniAa hrnakoHax "®apmaneBTu "®apmaueBTuyHa 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnagy (iHwi | peuyenma
YyHa ¢abpmka" pabpuka" 3MiHN) - BHeceHHs 3miH go po3ainy “MapkyBaHHs” MKA N3”:
3aTtBepaxeHo: MapkyBaHHs. BignosigHo 0o 3aTBEepmKeHOro
TEKCTY MapKyBaHHS L0 AoAa€eTbcsl 3anponoHOBaHoO:
MapkyBaHHs. 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHS
OHOBMEHHSA TEKCTY MapKyBaHHS yMakoBKM MiKapCbKoro 3acoby
3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHs oanHULb
BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3amiH npoTsrom 6-Tu
MiCSILIiB Micnsi 3aTBEPOKEHHSA
249, OBAPIYM PO34UH ANS iH'eKuin; Bionoriwe HimeyumH Bionoriwe HimeuunHa BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - 3a UA/3973/01/01
KOMMO3WUTY | no 2,2 mn B amnyni; no | XaninbmitTens a XanbMiTTenb 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
M 5 amnyn y KOHTYpHi Xeernb M'M6X Xeenb M6X 3MiHn) BHeceHHs 3miH fo po3giny “MapkyBaHHs” B MKA 3.
YapyHKOBIN ynakoBLi; B3atBepaxeHo: MAPKYBAHHA nepBuHHOI Ta BTOPUHHOI
no 1 abo 2, abo 20 ynakoBku goaaetbes. 3anponoHosaHo: MAPKYBAHHA
KOHTYPHUX BignosiaHo o 3aTBepaKeHOro TEKCTY MapKyBaHHS.
YapyHKOBMX YMaKOBOK OHOBMEHHS! TEKCTY MapKyBaHHS YMaKOBKM MikapCbKoro 3acoby
y kopobLji 3 kKapToHy 3 BHECEHHsAM iHopMaLlii LWOAO0 3a3HaYeHHs oanHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npoTtsarom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
250.| OKCANIH® TabneTtkn, BKpUTI KYCYM IHais KYCYM XENTXKEP IHAis BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 3miHu | Tuny - - UA/15766/01/01
NniBKOBOO XENTXKEP MBT NTAO 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
obornoHkoto, no 300 MBT. NTA. 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA J13:
mr, in bulk: Ne 10x240: 3atBepaxeHo: MAPKVMPOBKA Mpunaraetcs. MapkvpoBka
no 10 TabneTtok y Ans ynakoBku in bulk npunaraetcs. 3anponoHoBaHo:
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
GnicTepi; no 240 MAPKYBAHHA BignoBigHo 40 3aTBEPAKEHOrO TEKCTY
6nicTepiB y KapTOHHIl MapKyBaHHs. MapkyBaHHs Ansa ynakosku in bulk HagaeTtbcs.
Kopooui OHOBMEHHS TEKCTY MapKyBaHHS yMakoBKM Mikapcbkoro 3acoby
3 BHECEHHAM iHopMaLlii LWOoAO0 3a3HaYeHHS OaNHULb
BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MicsaUiB nicnsa 3aTBepAXeHH
251.| OKCANIH® TabneTku, BKPUTI KYCYM IHgis KYCYM XEJNNITXKEP IHgis/ BHECEHHS 3MiH 0 peecTpauinHMx maTtepianis: 3miHu | Tuny - 3a UA/11096/01/01
NNiBKOBOO XENTXKEP MNBT NTA, IHais; YkpaiHa 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
obornoHkoto, no 300 mr MNBT. NTA. AnbTepHaTUBHMNI 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13:
no 10 TabneTok y BMPOOBHWK, L0 3ateepaxeHo: MAPKVPOBKA lMpunaraetcs. MapkvpoBka
6nictepi; no 3 3[iNCHIOE BTOPUHHE Ans ynakosku in bulk npunaraeTcs. 3anponoHoBaHoO:
GnicTepu y KapToHHiN nakyBaHHS, MAPKYBAHHA BignosigHo 0o 3aTBEPAXXEHOro TeKCTY
ynakoBLi KOHTPOMb SKOCTi Ta MapKyBaHHs. MapkyBaHHSA Ansa ynakosku in bulk HagaeTtbcs.
Bunyck cepii: TOB OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro 3acoby
"KYCYM ®APM", 3 BHECEHHAM iHdopMaLii LWoao 3a3HavYeHHSA OAMHULb
Ykpaina BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
MiCSILiB Micnsi 3aTBEPAXEHH
252.| ONIMEINb emynbCis Ans iHdysin; Bakctep C.A. Benbris BxigHuUi KOHTpOnb, Benbris BHECEHHS 3MiH A0 peecTpauinHnMx maTtepianis: 3miHu | Tuny - 3a UA/17379/01/01
N4E no 1000 mn y KOHTpPOIb 3minHun 3 akocTi. CepTtudpikat BignosigHocTi/lE-cepTudikat peuenmom
TpUKamepHomy NPOMIXXHOIO BignoBigHOCTI €Bponeichkin dhapmakonei/MoHorpadii.
NNnacTMKOBOMY NakeTi npoaykTy, MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BignNoBIAHOCTI
B 3aXMCHii 060MOHLi, BMPOGHMLTBO, abo Buny4eHHs cepTudikata BiANoBiAHOCTI €EBPOMNENCHKIN
WO MICTUTb NOrnuHaY nakyBaHHS, capmakonei: gna Adl; gnsa BuxigHoro
Ta iHAMKaTOP KWCHIO; KOHTPOMb SIKOCTi Ta matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
no 6 nakeTiB y BWMYCK Cepil: BMKOPVCTOBYIOTBCS Y BUPObHUUTBI APIl; Ans AONOMIKHOI
KapTOHHiI kopobuj; no Bakctep C.A. peyvoBUHM (CepTuUdikaTt BiaNoBigHOCTI EBponenchkin

1500 mny
TpUKaMepHoMy
NnacTUKOBOMY NaKkeTi
B 3aXMCHi 060moHLi,
LLLO MICTWUTb NOrnMHaY
Ta iHAVKaTOpP KUCHIO;
no 4 naketn y
KapTOHHiIN kopobui; no
2000 mny
TpYKamepHoMy
nnacTVKOBOMY MakeTi
B 3aXUCHin 060noHLi,
IO MICTWUTb NOrMMHaY
Ta iHAMKaTOP KWCHIO;
no 4 naketny
KapTOHHI kopobui

apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA -MOoAaHHSA OHOBEHOMO
cepTudikaTa BignosigHocTi €Bponerichkin apmakonei Ne R1-
CEP 1998-105-Rev 05 (3atBepmxeHo: R1-CEP 1998-105-Rev
04) onsa pitoyoi pevyoBUHY anaHiH Bi BXe 3aTBEPKEHOrO
BMPOGHMKA, SIKUI 3MiHMB Ha3By; 3MiHu | Tuny - 3miHK 3 siKoCTi.
CeptudikaT BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponelicbkint hapmakonei/moHorpadii. NMoaaHHa Hosoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTIi ab0 BUNyYEHHSs
cepTtudikaTa BignosigHocTi €Bponeiichbkin dapmakonei: ans
A®I; onsa BuxigHoro matepiany/peareHTy/npPOMIKHOIo
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Ans
[OOMNOMiXHOT peqoBuHU (cepTudikaT BignosigHoCTi
€Bponevicbkin dapmakonei) - OHoBNeHW cepTuddikaT Bif yxe
3aTBEpKEHOr0 BUPOBHUKa - MoAaHHSA OHOBIEHOTrO
cepTtudikaTa BignoeigHocTi €Bponericbkint apmakonei Ne R1-
CEP 1998-106-Rev 06 (3atBepmkeHo: R1-CEP 1998-106-Rev
05) ansa Ailo4oi peyvoBVHM BaniH Bif BXe 3aTBepAKeHoro
BUPOGHMKaA SIKUIA 3MiHWUB Ha3By; * 3MiHu | Tuny - 3MiHKU 3 SKOCTi.
CepTtudikat BignosigHocTi/E-cepTudikat BignosigHoCTi
€Bponelicbkint hapmakonei/moHorpadii. MoaaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudikaTa BignoBigHOCTI EBponewchbkin dapmakonei: ans
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

AQI; ansa BuxigHoro matepiany/peareHTy/npPOMIKHOIo
NPOAYKTY, O BUKOPUCTOBYIOTECS Y BUPOOHULTBI ADI; ans
[OOMNOMiXHOI peqyoBuHU (cepTudikaT BignoBigHoOCTI
€sponewicbkin bapmakonei) - OHoBneHWn cepTuddikaT Bifg yxe
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS OHOBMEHOIO
cepTugikaTa BignoBigHocTi €Bponeichkin dapmakonei Ne R1-
CEP 1998-107-Rev 04 (3atBepmxeHo: R1-CEP 1998-107-Rev
03) 4nsa Aitoyoi pevyoBUHY MCTUAMH Bi BXe 3aTBEPAKEHOrO
BMPOBHMKA SIKUI 3MiHMB Ha3By ; 3MiHu | Tuny - 3MiHK 3 sKoCTi.
CepTudikat BignosigHocTi/[E-cepTudikat BignosigHocCTi
€sponeickkin hapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTtudikaTa BignoBigHOCTI €Bponerichbkin dapmakonei: Ans
A®I; onsa BuxigHoro matepiany/peareHTy/npPOMiIKHOIo
NPOAYKTY, O BUKOPUCTOBYIOTECH Y BUPOOHULTBI API; Ans
[OMOMIXKHOI peqoBUHU (cepTudikaT BiANoBiAHOCTI
€sponewicbkin bapmakonei) - OHoBNeHW cepTuddikaT Bif yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOrO
cepTtudikaTa BignosigHoCTi €Bponericebkin dapmakonei Ne R1-
CEP 2005-190-Rev 03 (3atBepaxeHo: R1-CEP 2005-190-Rev
02) ans aitoyoi pevoBMHN METIOHIH Bifl BXXe 3aTBEPAXEHOr0
BupobHmka EVONIK REXIM (NANNING) PHARMACEUTICAL
CO., LTD., sk Hacnigok BurnydeHHsi 3i cneuudikauii ADI
KOHTpOrb 3a nokasHukoM "Baxki metanu", CEP gonoBHeHuW
OLLIHKOIO PU3UKIB LLIOAO0 €MEMEHTHMX AOMILLIOK BiANOBIAHO A0
sBumor ICH Q3D Guideline for elemental impurity; 3mibu | TUny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
MopaHHsa HoBoro abo oHoBREHOro cepTudikaTta BiANOBIAHOCTI
abo BuUny4eHHs cepTudikata BignoBigHOCTI €EBpONENChKil
capmakonei: gna A®I; onsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBneHU cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOTO
cepTudikaTa BignosigHocTi €Bponerichkin apmakonei Ne R1-
CEP 2012-333-Rev 00 (3atBepaxeHo: RO-CEP 2012-333-Rev
01) ans gitoyoi pevyoBUHM onist ONIMBKOBA padhiHoBaHa Bif BxXe
3aTBepakeHoro BupobHuka SOCIETE INDUSTRIELLE DES
OLEAGINEUX:.; 3minu | Tuny - 3miHun 3 sikocTi. Ceptuddikat
BignosigHocTi/lE-cepTudikat BianoBiaHOCTi €Bponenchbkin
apmakonei/moHorpadii. NMoaaHHsA HoBoro abo OHOBNEHOIO
cepTtudpikaTa BignosigHocCTi abo BUNyYeHHst cepTudikaTa
BignoBigHocTi €Bponeicbkit papmakonei: anst AdDI; ans
BUXiHOTO MaTepiany/peareHTy/npoMiKHOIO NPOAYKTY, LLO
BMKOPWCTOBYIOTbCS Y BUpOobHUUTBI API; AN onoMikHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI EBponenchki
dapmakonei) - OHoBNEeHU cepTUdIkaT Bif yxe
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS OHOBMEHOTO
cepTtudikaTa BignoeigHocTi €Bponenicekin dapmakonei Ne R1-
CEP 2012-336-Rev 00 (3atBepmxeHo: RO-CEP 2012-336-Rev
01) ansa Ailo4oi pevoBMHM onist coeBa padiHOBaHa Bif BXe
3aTBepakeHoro BupobHuka SOCIETE INDUSTRIELLE DES
OLEAGINEUX
253.| ONIMENb emynbCia Ans iHdysin; Bakctep C.A. Benebris BxigHnin KoHTponb, Benebris BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/17381/01/01
N9E no 1000 mn'y KOHTPOIb 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenmom
TpUKaMepHoMy NPOMiXXHOrO BiNOBIgHOCTI €BponeWnchkin dapmakonei/MoHorpadii.
NnacTMKOBOMY MakeTi nNpoayKTy, MopaHHsa HoBOro abo oHoBMNeEHOro cepTudikaTa BigNOBIAHOCTI
B 3aXWCHili 060noHLUi, BMPOOHMLTBO, abo BuUny4YeHHs cepTudikaTa BiANOBIAHOCTI €BpoNenchKii
WO MICTUTb NOrnuHaY nakyBaHHS, capmakonei: gna Adl; gnsa BuxigHoro
Ta iHAMKaTOP KWCHIO; KOHTPOMb SKOCTi Ta matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
no 6 nakeTiB y BWMYCK Cepil: BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; AN 4ONOMIKHOT
KapTOHHiIN kopobui; no Bakctep C.A. peyvoBUHM (cepTuUdikaT BignoBigHOCTI €EBponeinchki

1500 mny
TpUKamepHoMmy
nnacTVKOBOMY MakeTi
B 3aXUCHin 060noHLi,
WO MICTUTb NOrnuHaY
Ta iHOUKaTOpP KUCHIO;
no 4 naketn y
KapTOHHiIN kopobui; no
2000 mny
TpUKamepHoMmy
nnacTVKOBOMY MakeTi
B 3aXMCHin 06omoHLi,
IO MICTUTb NOrNnHaY
Ta iHOUKaTOP KUCHIO;
no 4 naketn y
KapTOHHiIN kopooLi

dapmakonei) - OHoBneHW cepTudikaT Bif yxe
3aTBEPAKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTudgikaTa BignoBigHocTi €Bponeiickkin dhapmakonei Ne R1-
CEP 1998-105-Rev 05 (3atBepaxeHo: R1-CEP 1998-105-Rev
04) onsa gitoyoi pevyoBMHY anaHiH Bi BXe 3aTBEPXKEHOro
BMPOBHMKa, sSIKUIA 3MIHWB Ha3By (3aTBepmkeHo: Ajinomoto
North America, Inc.; 3anponoHoBaHo: AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA., INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan); amitu | Trny - 3miHun 3 skocTi.
CepTudikat BignosigHocTi/E-cepTudikaTt BignosigHocTi
€Bponelicbkint hapmakonei/moHorpadii. MoaaHHa Hosoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTtudikaTa BigNoBiAHOCTI €Bponelichbkin dapmakonei: Ans
A®I; onsa BuxigHoro matepiany/peareHTy/npPOMIKHOIo
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ana
[OMNOMIXKHOI peqoBUHU (cepTudikaT BignoBiaHOCTI
€sponevicbkin apmakonei) - OHoBNeHW cepTuddikaT Bif yxe
3aTBEPAKEHOro BUPOOHMKA - NOAAHHSA OHOBMEHOTO
cepTtudikaTa BignosigHocTi €Bponenichkin dapmakonei Ne R1-
CEP 1998-106-Rev 06 (3atBepaxeHo: R1-CEP 1998-106-Rev
05) ansa aio4oi pevoBMHM BaniH Bif BXe 3aTBEpPOKEHOrO
BMPOBHVKa SKWUIN 3MIHUB Ha3BYy; 3MiHu | Tuny - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat BignosigHocTi
€Bponelicbkint hapmakonei/MmoHorpadii. MogaHHa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo BUNYyYeHHS
cepTtudikaTa BignoBigHOCTI €Bponeiichbkin dapmakonei: Ans
AQIl; onsa BuxigHoro Matepiany/peareHTy/NPOMiXXHOIO
NPOAYKTY, LLIO BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Ans
[OMOMIXXHOT peqyoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint hapmakonei) - OHoBMNeHW cepTudikaT Big yxe
3aTBEPKEHOr0 BUPOBHUKa - MoAaHHSA OHOBIEHOTO
cepTtudikaTa BignosigHocTi €Bponenichkin dapmakonei Ne R1-
CEP 1998-107-Rev 04 (3atBepmxeHo: R1-CEP 1998-107-Rev
03) ansa aitoyoi pevoBWHM TICTUAVH Bif BXe 3aTBEPAXXEHOro
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1

BMPOBHYKa sikuiA 3MiHWB Ha3By (3aTBepmkeHo: Ajinomoto North
America, Inc.; 3anponoHoBaHo: AJINOMOTO HEALTH AND
NUTRITION NORTH AMERICA., INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan); amitu | Tuny - 3miHun 3 AKoCTi.
CepTudikat BignosigHocTi/[E-cepTudikat BignosigHocTi
€Bponecbkin dapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOBIIEHOTO cepTudikaTa BiaNoBiAHOCTI abo BUMyYEHHS
cepTtudikaTa BigNoBiAHOCTI €Bponerchbkin dapmakonei: Ans
A®I; onsa BuxigHoro matepiany/peareHTy/nPOMiXKHOIO
NPOAYKTY, LLO BUKOPUCTOBYIOTECS Yy BUPOOHULTBI ADI; aAns
AOMNOMIKHOI peqoBuHU (cepTudikaT BigNoBIAHOCTI
€Bponevicbkinn hapmakonei) - OHoBNeHW cepTuddikaT Big yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignoeigHocTi €Bponericebkin dapmakonei Ne R1-
CEP 2005-190-Rev 03 (3atBepmxeHo: R1-CEP 2005-190-Rev
02) onsa gitoyoi pevyoBMHM METIOHIH Bif BXXe 3aTBEPKEHOIrO
BupobHrka EVONIK REXIM (NANNING) PHARMACEUTICAL
CO., LTD., sk Hacnigok Buny4YeHHst 3i cneuudikauii APl
KOHTPOrb 3a noka3HukoM "Baxki metanu", CEP gonoBHeHWn
OLLIHKOIO PU3UKIB LLIOAO €MEMEHTHMX AOMILLIOK Bi4NOBIAHO A0
sumor ICH Q3D Guideline for elemental impurity; 3minm | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTa BiAnoBiAHOCTI
abo Buny4eHHsi cepTudikata BiagNoBIiAHOCTI EBpONENChKin
capmakonei: gna A®I; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpPoaykTy, Lo
BMKOPVCTOBYIOTBCS Y BUPpObHUUTBI A®I; ans JonoMikHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKA - MOAaHHSA OHOBIEHOIO
cepTtudikaTa BignosigHocTi €Bponenichkin dapmakonei Ne R1-
CEP 2012-333-Rev 00 (3atBepmxeHo: RO-CEP 2012-333-Rev
01) gnsa gitoyoi pevyoBMHY Onist ONMBKOBa padhiHOBaHa Bif, BXe
3aTBepaxeHoro BupobHuka SOCIETE INDUSTRIELLE DES
OLEAGINEUX; aminu | Tvny - 3miHm 3 sikocTi. CepTudikat
BignosigHocTi/E-cepTudikat BianoBiaHoCTi €Bponenchbkin
dapmakonei/MoHorpadgii. NogaHHA HOBOro abo OHOBNEHOTO
cepTudcpikaTa BignosigHocTi abo BUNy4YeHHst cepTudikaTa
BignoBigHocTi €Bponeicbki papmakonei: ans AdDI; ana
BVXiAHOro Marepiany/peareHTy/npoOMiKHOTO MPOAYKTY, LLO
BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI €EBponenchki
dapmakonei) - OHoBneHu cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOOHMKa - NOAAHHSA OHOBMEHOTO
cepTtudikaTa BignosigHocTi €Bponerichkint apmakonei Ne R1-
CEP 2012-336-Rev 00 (3atBepmkeHo: RO-CEP 2012-336-Rev
01) ans aito4oi pevoBUHM onisi coeBa padiHOBaHa Bif BXe
3aTBepakeHoro BupobHuka SOCIETE INDUSTRIELLE DES
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
OLEAGINEUX
254.| ON®PEKC TabneTkn, BKpUTI HOBEN IJTAY TypeyuunH HOBEN IJTAY TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17431/01/01
nniBKOBOIO CAHAI BE a CAHAI BE OHOBIIEHHS TEKCTY MapKyBaHHs yMakoBKM Mikapcbkoro 3acoby | peuenmom
06onoHkKoto, No 5 wr, TIOXAPET TIOXKAPET A.LL. 3 BHECEHHSAM iHopMaLlii LWOoAO0 3a3HaYEeHHS OQNHULb
no 14 tabnetoky A.LL. BMMiptoBaHHs y cuctemi Sl. BBegeHHs amiH npoTtsrom 6-tu
6nictepi, no 2 MicauiB Micnsa 3aTBEpAXEHHSA
GnicTepu y KapTOHHIN
ynakoBLi
255.| ON®PEKC TabneTkn, BKpUTI HOBEN IJTAY TypeyuunH HOBEN IJTAY TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17431/01/02
NNiBKOBOIO CAHAI BE a CAHAI BE OHOBIIEHHS TEKCTY MapKyBaHHS YNakoBKM TiKapCbKoro 3acoby | peuernmom
obonoHkoto, no 10 wr, TIOXAPET TIOXAPET A.LL. 3 BHECEHHAM iHhopMaLlii LLOAO0 3a3HaYeHHS OaNHULb
no 14 tabnetoky A.L. BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsarom 6-tu
6nictepi, no 2 MiCSILIiB MicNnsi 3aTBEPOKEHHSA
GnicTepu y KapToHHiN
ynakoBLji
256. OMHIMNAK PO34MH ONs iH eKuin Ixunl Xenckea Hopgeris [bxnl Xenckea Ipnangis BHECEHHS 3MiH O peecTpauinHMX maTtepianis: 3miHu | Tuny - 3a UA/2688/01/03
300 wmr rnogy/mn; no 50 AC Ipnangis Iimiteq AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecun | peuenmom
mn abo no 100 mn y 3asiBHUKA (BnacHWKa peecTpauliHoro NocBig4eHHs) - 3MiHa
dnakoHi; no 10 appecu 3asBHUKA (BNacHWKa peecTpauinHoro NocBig4YeHHS)
hNakoHIiB Y KAPTOHHIN
Kopobui
257! OMHINAK PO34MH ONs iH eKuin Ihxunl Xenckea Hopserisa bxml Xenckea Ipnangis BHECEHHS 3MiH O peecTpauinHMxX maTtepianis: 3miHu | Tuny - 3a UA/2688/01/04
350 mr nogy/mn; no 50 AC Ipnangis Iimiteq AamiHicTpaTuBHiI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecun | peuernmom
mn abo 100 mn, abo 3asiBHUKA (BNacHMKa peecTpauinHoro NocBiAYeHHS) - 3MiHa
200 mn, abo 500 mny appecu 3asBHUKA (BNacHWKa peecTpauinHoro NocBig4eHHs)
donakoHi; no 10
(hnakoHiB Y KApTOHHIN
Kopobui
258, ONTULIE® TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/17472/02/01
NniBKOBOIO obmexeHo obmexeHow AamiHicTpaTuBHi 3mMiHW. 3MiHa HalMeHyBaHHA Ta/abo agpecn | peyenmom
obornoHkoto, no 400 BignoBiganbHi BiANOBIgANbLHICTHIO MicList NPOBaOKEHHS AisiNbHOCTI BUpOOHMKa/imnopTepa
Mr, no 7 TabneTtok y CTIo "Arpodapm”, roTOBOro MiKapCbKOro 3acoby, BKIMOYa4M AiNbHULL BUMYCKY
6nictepi; no 1 abo 2 "Arpochapm” YkpaiHa cepii abo MicLie NpoBefEeHHS KOHTPOIIO AKOCTI. (JiANbHICTb, 3a
6nictepu B nayui (nakyBaHHs i3 in bulk SIKy BiAMNoOBiAae BUPOOHMK/IMMOPTEP, He BKIOYaouM BUMYCK
BUPOGHMKa cepiit) - 3MiHa Ha3BU kpaiHu BUpobHuka M3 Ankanoin AL
Ankanoig Al Ckon’e, 6e3 3miHM Micusi BUpOOHULITBA; 3MiHW | TUny - 3MiHK
Ckor’e, Pecny6bnika oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHLwi
MiBHiYHa MakenoHis 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHs yNakoBKM
Ta BUMNYCK cepii) nikapcbKoro 3acoby LWoa0 3a3Ha4YeHHs1 MiXXHAPOOHMX
KOHTPOIb SIKOCTi: Nno3HayeHb OAMHNLIb BUMIpOBaAHHSA BHECEHHST 3MiH O po3ainy
ToBapucTtBo 3 «MapkyBaHHsa» MKA N3
obmexeHo
BiANOBiganbHICTHO
"Hatyp+",
YKpaina
259.| OPHIOA30M- | TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/12598/01/01
300POB'A obornoHkoto, no 500 mr obmexeHo obmexeHo 3amiHa po3ainy «padivyHe ohopMneHHs yNakoBKU» Ha po3ain | peuernmom
no 10 TabneTtoky BignoBiganbHi BiAMOBIAANbHICTIO «MapkyBaHHsa» B MKA 13: 3anponoHoBaHo:
6nictepi; no 1 abo 2 CTHO "®apmaLleBTUYHa MAPKYBAHHA BignoBigHo 40 3aTBEPIKEHOrO TEKCTY
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepu y kopobui 3 "®apmaneBTn KomnaHis "3gopos'a” MapKyBaHHs. OHOBMNEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta
KapToHy YHa KoMnaHis BTOPWHHOI YNaKoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
"3popos's" iHcpopMmalii LWoao 3a3Ha4YeHHs OAMHULE BUMIPIOBaHHS Y
cuctemi Sl. BBeaeHHs 3MiH NpoTsrom 6-Tm micsAuiB nicns
3aTBEpPAKEHHSA
260., OPTO®EH- TabneTkn, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 3a UA/7252/01/01
300POB'A 060rnoHKo, obmexeHo obmexeHo 3MiHM Woao G6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay (iHwi | peuenmom
KMLLIKOBOPO3YUHHI, NO BignoBiganbHi BigNoOBiganbHICTHO 3MiHW) - 3MiHN BHECEHi B TEKCT MapKyBaHHs yNakoBK/
25 mr no 30 TabneTok cTH "papmaueBTUYHa nikapcbKkoro 3acoby LoAo 3a3HaYeHHs MiXXHapOAHMX
y 6nictepi; no 1 "®apmaneBTn KomnaHis "3gopos'a” no3HaveHb OAMHNLL BUMIPIOBaHHSA. 3amiHa po3ainy
6nictepy B kopobui 3 YHa KOMMaHis «[padpiyHe odpopmneHHs ynakoBku» Ha po3ain «MapkyBaHHA»
KapToHy; no 10 "3popos's" B MKA J13: 3anponoHoBaHo: MAPKYBAHHA BignosigHo oo
TabneTtok y bnicrepi; 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
no 3 6nictepu B TepmiH BBEAEHHS 3MiH: MPOTAroM 6 Micauis nicns
KopobLUi 3 KapTOHY 3aTBEPKEHHS
261.| OTUKAIH- Kpanni BYLLHi, PO34MH, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/13172/01/01
3400POB'A no8rabono16ry obmexeHo obmexeHoto 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peuyenma
dnakoHi 3i ckna; no 1 BignoBiganbHi BigNoBiganbHIiCTIO 3MiHW) OHOBEHHS TEKCTY MapKyBaHHS! YMakoBKU MikapCbKoro
dnakoHy pasom 3 CTo "®apmaueBTUYHa 3acoby 3 BHECEHHAM iHbopmaLii LWoAo 3a3HaYeHHS 0aNHULb
KpULLKOIO- "®apmaneBTn KoMnaHisi "3gopos's" BMMiptoBaHHs y cuctemi Sl. 3amiHa posginy «[padiyHe
KpanenbHuueto 3i YHa KOMNaHis odhopMMeHHs ynakoBku» Ha po3ain «MapkysaHHs» B MKA 13:
CKIISTHOIO NINeTKO y "3popos's" 3atBepaxeHo: TPAGIYHE OPOPMNEHHA YINAKOBKA
KopobLUi 3 KapTOHY ["padiuHe odpopmreHHs ynakoBKku BignoBigae HagaHoOMy
rpacpiyHOMy 306paxeHHI0 yNakoBKW. 3anpornoHOBaHO:
MAPKYBAHHA
BignosigHo Ao 3aTBepOXXEHOro TEKCTY MapKyBaHHSA. TepMiH
BBEAEHHS 3MiH - NPOTArom 6 MicsiLiB NicNs 3aTBEPAXKEHHS.
262.| MAHFACTPO | nopoLlok Ans po3unHy CaHpo3s CnoBeHis Ilek CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/14142/01/01
® ans iH’ekuin no 40 mr; dapmacbioTika dapmaueBTU4Ha 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenmom
1, abo 5, abo 10 n3 a.a. KoMnaHia a. a. BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
hnakoHiB 3 NOPOLLIKOM MopaHHsa HoBoro abo oHoBMEHOro cepTudikarta BiANOBIAHOCTI
Y KapTOHHilA kopobui abo Buny4eHHs cepTudikata BignoBigHOCTI EBpONENChKil
capmakonei: gna A®l; ana BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI EBponenchkin
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEpOKEHOro BUPOGHMKa -
OHoBREeHHs cepTudikaTy BignoBigHOCTI €EBponenchkii
dapmakonei Ne R1-CEP 2009-323-Rev 01 (3aTtBepmkeHo: Ne
R1-CEP 2009-323-Rev 00) ans gito4oi pevoBuHu
naHTonpasony Bif BXe 3aTBepaXeHoro BupobHuka Moehs
Iberica S.L.
263.| NAHKPEATWU | Tabnetku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - be3 UA/7381/01/01
H-300OPOB'A | o6onoHkot, obmexeHo obMexeHo OHOBMEHHS TEKCTY MapKYBaHHSA NEPBMHHOI Ta BTOPUHHOI peuenma
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KWLLKOBOPO34MHHI MO BignoBiganbHi BiAMOBIAAMNbLHICTIO yNaKoBKW MnikapCbKoro 3acoby 3 BHECEHHAM iHdhopmaluii Woao
10 TabneTok y CTIo "®apmaueBTnyHa 3a3HaYeHHsA OAMHULL BUMIptOBaHHSA y cuctemi Sl. OHOBRNEHHSA
6nictepi; no 1, abo no "dapmaLneBTn KoMnaHisi "3gopos's" BXe 3aTBEP)KEHOro TeKCTY MapKyBaHHs. BHeceHHs 3MiH Ao
2, abo no 5 6nictepiB YHa KoMnaHis po3giny “MapkysaHHs” MKA 13: 3anponoHoBaHo:
Y KapTOHHIl kopobLi; "3popos'sa”, MAPKYBAHHA BignoBigHo 40 3aTBEPAXXEHOrO TEKCTY
no 20 TabneTok y YkpaiHa MapKyBaHHs1. BBegeHHs 3MiH MpoTsirom 6-Tu micauiB nicns
GnicTepi; no 1 3aTBEPAKEHHS
GnicTepy B KapTOHHil
Kopobui
264.| MAHKPEATHU TabneTku, BKpUTI ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3minu | Tuny - - UA/11222/01/01
H-30OPOB'A | o6onoHkoto, obmexeHoto obmexeHo OHOBMEHHA TEKCTY MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
KMLLIKOBOPO3YMHHI in BignoBiganbHi BigNoBiganbHIiCTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEHHSM iHdopMaLii LWoao
bulk: no 1000 cTio "®apmaueBTnyHa 3a3HaYeHHs OAVHULL BUMIptOBaHHA y cuctemi Sl. OHOBNEHHS
TabneTok y nakeTi y "®apmaLeBTu KoMnaHisi "3gopos's" BXe 3aTBEPOKEHOIO TEKCTY MapPKyBaHHs (BHECEHHS
KOHTEMNHepi, in bulk: no | 4Ha koMnaHia No3HayYeHb OOUHULE BUMIPHOBaHHS, 3 BUKOPUCTAHHAM niTep
12000 TabneTok y "3popos's" naTUHCBKOro andasiTy, TOLLO); BHECEHHS 3MiH A0 po3ainy
nakeTi y KOHTenHepi “MapkyBaHHs” MKA J13: 3anponoHosaHo: MAPKYBAHHA
BianosiaHo o 3aTBepAXeHOro TEKCTY MapKyBaHHS.
MAPKYBAHHA wopo npoaykuii in bulk
TeKkCT MapKyBaHHS [oAaETbCs. BBeAeHHs1 3MiH npoTarom 6-tu
MicALiB Micnsa 3aTBEPAXEHHSA
265.| MAHTEHON cnpen HaLKipHUNA, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/17308/01/01
nnoc po3uuH no 30 mn y obMexeHo obMexeHo BHECEHHS 3MiH 80 po3ainy “MapkyBaHHa” MKA J13: peuenma
dnakoHi, no 1 BignoBiganbHi BigNoBiganbHIiCTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo oo
(hbnakoHy B KAPTOHHIN CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
kopooui "®apmaLeBTn KomnaHisi "3popos'a” MapKyBaHHS! yNakoBKM MikapcbKoro 3acoby 3 BHECEHHSAM
YHa KOMMaHis iHdbopMaUii Woao 3a3HavYeHHs1 OAUHULL BUMIPIOBAHHS Y
"3pnopos'a" cuctemi Sl. BBeieHHs 3MiH NpoTArom 6-Tn micsAuiB nicns
3aTBEPOXKEHHS
266. MAPALIETAM | po3uuH ans iHdys3in, B. BpayH HimeuumH B. BpayH Megikan IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHux maTepianiB: TexHivyHa 3a UA/17143/01/01
On 6. BPAYH | 10 mr/mn; no 10 mny Menb3yHreH a CA nomurnka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenmom
10 Mr/Mn amnyni, no 20 amnyn y Al BunpasneHHs TeXHIYHOT MOMUNKK y TeKkcTi MapKyBaHHS
KapTOHHiIl kopobuj; no ynakoBku nikapcbkoro 3aciby. 3atsepmxeHo: 1. HA3BA
50 mn abo 100 mn y JIIKAPCBbKOI'O 3ACOBY Mapauetamon b. BpayH 10 mr/mn
chnakoHi; no 10 (mg/ml)
(hNaKoHIB Y KApTOHHIl 2. KINBbKICTb OIK040l PEYOBUHM 1 mn/(ml) poauunHy
Kopooui Mictutb 10Mr /(mg) nnapaueTtamony 3anponoHoBaHo: 1.
HAS3BA JNIKAPCbKOI'O 3ACOBY Mapauetamon B. BpayH 10
mr/mn 2. KINBbKICTb AIK0YOl PEMOBUHWM 1 mn/(ml) posunHy
micTnTb 10 mMr/(mg) napauetamony
3asHayeHe BUMNpaBfeHHs BignoBigae MaTepianam
peecTpaLiiHoro gocbe
267.| MAPOKCUH TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/3184/01/01
NniBKOBOI YKPAIHA" 3miHu Wwopao 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom
o6ornoHkoto, no 20 mr; 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
no 10 TabneTtoky MapKyBaHHS! Ta IHCTPYKUIii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
6nictepi; no 3 abo 6 nigcTasi perynsipHO OHOBIMOBAHOIO 3BIiTY 3 6e3neku
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nicTepiB y KapTOHHIl nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
navui nikapcbkoro 3acoby B nicnsipeecTpauiiHuii nepiod, abo sk
pes3ynbTaT OUiHKW 3BIiTY 3 AOCNIMKEHb, NPOBEAEHNX BiAMNoBIigHO
A0 nNnaHy neaiatpuyHnx gocnigkers (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpraHom) 3MiHN BHECEHO A0
iHCTPYKUIii ANA MEANYHOro 3acTOCYBaHHS NikapCbKoro 3acoby y
po3gin "Mo6iyHi peakuii" BianoBiaHO A0 OHOBNEHOI iHopmaLii
3 Besneku ajtoyoi peyoBUHW. BBEeAeHHS 3MiH NpOTArom 3-x
MicALiB MicNsa 3aTBEPAXEHHS.
268.| MEHTOKCU® | kpucTanivyHumi CaHeka CnoBaubk CaHeka Cnosaubka BHECEHHS 3MiH 40 peecTpauiinHMX maTepianis: 3miHu | Tuny - - UA/16195/01/01
IniH nopoLuok (cybcTaHuis) | dapmacbloTika a dapmacbioTikan3a Pecnybnika 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
y NoABINHMX n3a.c. Pecnybnik a.c. BignoBigHoOCTI €Bponeichkin dhapmakonei/MoHorpadii. 3miHu,
nonieTuneHoBmx a NnoB'A3aHi 3 HEOOXiAHICTIO NPpMBEAEHHS Y BiAMNOBIAHICTE OO
Millkax ans MoHorpadii AdY abo €sponericbkoi dhapmakonei, abo iHLWoi
thapmaueBTUYHOroO HauioHanbHoi dhapmakonei gepxasu €C (3miHa y
3aCcTOCyBaHHA crneundikauisx, nos's3aHa 3i amiHamu B JdY, abo
€Bponewcbkin dhapmakonei, abo iHWii HauioHanbHiIn
dapmakonei aepxasu €C) - BunyyeHHs nokasHuka «Baxki
meTanu» 3i Cneundikauii Ha A®I MNMeHTokeUdIniH y 38’A3Ky 3
npuBeAeHHs A0 akTyanbHoi MoHorpadii €sp.Papm. 0851 Ha
Pentoxifylline Ta yTouHeHHs [0 noka3Huka «laeHTudikauisy,
CTOCOBHO MepLuoi Ta Apyroi ineHTndikauii. HagaHa ouiHka
pu3nKy/ pe3ynbTati KOHTPOSO €NleMEHTHUX JOMILLIOK
BignosigHo go ICH Q3D.
269.| MEHTOKCU® | po3unH ans iH'ekuin, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx martepianis: 3miHu | Tuny - 3a UA/5524/02/01
INIH- 20 mr/Mnno 5 mn B obmexeHo obmexeHo 3amiHa po3ainy «padivyHe ohopMneHHsI ynakoBKU» Ha po3ain | peuernmom
300POB'A amnyni; no 5 amnyn B BignoBsiaanbHi BiAnoBigansbHICTIO «MapkyBaHHsa» B MKA N3: 3anponoHoBaHo:
KOpo6Li 3 KapTOHY; No CTHO "®apmaLeBTUYHa MAPKYBAHHA BignoBigHo 00 3aTBEPKEHOrO TEKCTY
5 mn B amnyni; no 5 "®PapmaLeBTn KomnaHisi "3popos'a” MapKyBaHHs1. OHOBINEHHS TEKCTY MapKyBaHHS YMaKkoBKW
amnyn y 6nictepi; no 1 YHa KOMNaHis nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Wwoao
abo 2 6nictepn B "3popos's" 3a3HayYeHHs OANHULIL BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
KapTOHHiI kopobui 3MiH NPOTArom 6-T MicsLiB NicNs 3aTBepAKEHHS
270, NEHUUKNOB | kpem, 10 mr/r; no5ry ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/17778/01/01
IP-300OPOB'A | Ty6i; no 1 Ty6i y obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenma
kopooui BignoBiganbHi BigNoBiganbHIiCTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSAM iHdbopMallii Lwoao
cTHO "®PapmaLeBTUYHa 3a3Ha4YeHHs1 oAuHULIL BUMIptoBaHHS y cuctemi Sl. BeegeHHs
"®apmaneBTn KomnaHis "3gopos's” 3MiH MPOTAroM 6-Tu MicsAUiB NicnsA 3aTBEpAPKEHHS
YHa KOMNaHis
"3gopos's"
271] NIBOHII HacTonka, no 50 mn TOB "[OKI1 YkpaiHa TOB "[OKI YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3miHu | Tuny - be3 UA/8490/01/01
HACTOMKA abo no 100 mny "®apmaneBTu "®apmaueBTuyHa 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peuenma
donakoHi; no 1 YyHa ¢abpmka" pabpuka" 3MiHM) OHOBIMEHHS TEKCTY MapKyBaHHS YMakoBKM NiKapCbKoro
dnakoHy B nayi; no 3acoby 3 BHECEHHAM iHbopmaLii LWOoAo 3a3HaYEeHHS OOUHULb
50 mn a6o no 100 mn BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
y chnakoHax “MapkyBaHHsa” MKA 13”: 3atBepmkeHo: MapkyBaHHS.
Hopaetbes 3anponoHoBaHo: MapkyBaHHS. 3rigHo
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3aTBEPKEHOrO TEKCTY MapKyBaHHS! BBeaeHHS 3MiH NpoTsrom
6-TK MicAUiB nicnsa 3aTBepAXXEHHS
272.| NIMA®YLUUH | Ttabnetku JIEO ®apma NaHis Actennac ®apma Hioepnanamn BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/4370/03/01
® KMLLKOBOPO34MHHI MO A/C Opon B.B., / 3miHu Wwopao 6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsiay. peuenmom
100 mr; no 20 Hioepnanamn Himeyuunna BeeneHHs abo 3MiHu [0 y3aranbHeHVX AaHWX NPO cUCTEMY
TabneTok y 6aHuj; no (BUPOBHWMK roToBOT dapmakoHarnsay (BBeAeHHS y3aranbHeHUX aHuX Npo
1 6aHLUi B KAPTOHHIW nikapcbkoi popmum, cucteMy cdapmakoHarnagy, 3miHa ynoHoBaxeHoi ocobu,
navuj [03Bin Ha BUNYCK BiAMOBIAanbHOI 3a 34iCHEHHs1 dhapMaKkoHarnsAy; KOHTaKTHOI
cepii); Xaynt ®apma ocobu 3 hapmakoHarnagy 3asBHMUKa ANs 3AINCHEHHS
BepniH Mm6X, dapmakoHarnagy B YKpaiHi, SKLo BOHa BiAMiHHA Bif
Himevumna yNoBHOBaXeHOI ocobu, BignoBiaansHoi 3a 3aiNCHEHHS
(nepBuHHa, dapmakoHarnsgy (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
BTOPUHHA YNaKoBKW) po3milLieHHI macTep-anna cuctemu papmakoHarnsgy) 3miHa
KOHTAKTHOI 0COOM YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BignosiganbHOI 3a hapmakoHarnag B Ykpaiui. Jitova
pepakuisa: MantaHoB AHTOH CtaHicnasosuy. [pornoHoBaHa
pepakuisa: Benrep INiogmuna AHaTtoniiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0COBM YNOBHOBaXEHOI
ocobu 3asBHUKA, BiANOBIAANbLHOI 3a hapMakoHarnsag B
YkpaiHi.
273.| NIPALUETAM- | po3uunH Ans iH'ekuin, ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnmx matepianis: 3miHu | Tuny - 3a UA/7498/01/01
300POB'A 200 mr/mn, no 5 mn B obmexeHo obmexeHo OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenmom
amnyni; no 10 amnyny | BignosiganbHi BigNoOBiganbHIiCTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSAM iHdbopMallii Lwoao
kopobui; no 5 mn B cTHO "papmaueBTnYHa 3a3HayYeHHs 0aQVHULL BUMIpOBaHHS Y cuctemi Sl. 3amiHa
amnyni; no 5 amnyn y "®apmaneBTn KomnaHis "3gopos's” po3giny «IpadiyHe opopMNEHHS yNakoBKU» Ha po3gain
6nicTepi; no 2 YHa KOMNaHis «MapkyBaHHsa» B MKA N13: 3anponoHoBaHo: MAPKYBAHHA
6nictepu B kopobuj; "3gopos's" BignoBigHo Ao 3aTBepXKEHOro TEKCTY MapKyBaHHs. BBegeHHs
no 10 mn B amnyni; no 3MiH MPOTAroM 6-Tu MicALiB NiCNsA 3aTBEPAPKEHHS
5 ab6o 10 amnyn y
KapTOHHIN kopobui
274.| NOAOPOXH piavHa opanbHa no AT YkpaiHa AT "INy6Hndapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - bes UA/4624/01/01
UKA CIK 100 mMn y donakoHi "JTly6Hubapm" 3MiHu 3 sKocTi. MoToBwMiA nikapcekuii 3acib. KoHTpons rotoBoro | peuenma
CKIsiHOMY; Mo 1 nikapcbkoro 3acoby (iHwi 3MiHK) - 3miHa y meToauui
hnakoHy B nauui 3 BM3HaYeHHs NMokasHuka «Baxki meTanu», 3 MeToto
KapTOHYy npuBeAeHHs y BiANOBIQHICTb KOHLEHTpaLii BuNnpoboByBaHoOro
PO34MHY A0 KOHLEHTpaLi eTanoHHOro po3ynHy cBuHLO (1
ppm Pb).
275 NONMUHY HacTolka, no 25 mny MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - bes UA/2264/02/01
HACTOUKA chnakoHi; no 1 dPapmaueBTUy dapmaueBTUYHa 3MiHu 3 sKocTi. MoToBwMiA nikapcekuii 3acib. KoHTpons rotosoro | peuenma
hnakoHy B navui; no Ha chabpuka cabpuka "Biona" nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
25 mn y conakoHax "Biona" roTOBOro MikapCbKoro 3acoby (Anst NPUBEAEHHS Y
BignosigHicTb 3 [1®Y abo EBponencbkoo hapmakoneeo Ta
BUITy4EHHS NMOCUINaHHA Ha 3acTapinuii BHYTPILLHIN MeToA,
BUNPOBYBaHHS i 10ro HOMep) BHECEHHS 3MiH 0
Cneuudikauii/MeToaiB KOHTPOMIO SIKOCTi Mikapcbkoro 3acoby
3a nokasHukamm «Bmict eTaHony», «Baxki meTanuny,
«MikpobionoriyHa ynctoTar, «Cyxuin 3anuioky, «Onucy, a
came 3amMiHa nocunaxb 3 A®Y 1.0 Ha «aitody pegakuito» ODY.
3minn | TMny - 3miHn wWopo 6e3nekn/edpekTMBHOCTI Ta
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

apmakoHarnsaay (iHwi 3miHM) OHOBREHHSI TEKCTY MapKyBaHHS
YNakoBKM MikapCbKOro 3acoby i3 3a3HaYeHHSIM MiXKHapOAHMX
Nno3HayYeHb OOMHULb BUMIPIOBaHHSA. 3aMiHa rpadivyHoro
0POPMMEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3 BiAMOBiAHUMM 3MiHaMU A0 po3Ainis
MKA N3 (po3sgain «I"padivyHe odopMeHHS» 3aMiHEHO
posginom «MapkyBaHHs»( 3riqHO 3aTBEPHKEHOrO TEKCTY
MapKyBaHHs1). BBegeHHs 3MiH npoTsarom 6-T MicauiB nicns
3aTBepAKeHHS. 3MiHun | Tuny - 3miHuK 3 sikocTi. [oToBMNIA
nikapcbkuin 3aci6. KOHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpie cneumdikauin Ta/abo 4ONyCTUMUX MEX
roTOBOro NMikapcbKoro 3acoby (iHwWi 3MiHN) BHeceHHst 3aMiH o
Creumdpikauii/MeToaiB KOHTPOMIO SKOCTi fikapcbKkoro 3acoby
3a nokasHukom «MikpobionoriyHa YucToTa», a came KpuTepii
NPUNHATHOCTI Ta METOAMKA BU3HAYEHHS NOKa3HMKa
«MikpobionoriyHa unctota» MeTogiB KOHTPOMIO AKOCTI
NPVBOAWTLCS Y BiAMOBIAHICTb A0 Bumor AdY, 5.1.8, kaTeropisa
B. CynyTHs1 3miHa - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO NiKApCbKOro 3acoby (iHLWi 3MiHN Y
MeTofax BunpobyBaHb (BKMHOYa4un 3amiHy abo JONOBHEHHS))

276.

NPEHENIA®

TabneTtku no 4 mr, no
10 TabneTok y
6nictepi, no 3
6nictepu y navui

TOB
"APTEPIYM
nTo”

YkpaiHa

MAT
"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny -
3MmiHu 3 akocTi. MoToBuUi nikapcbkuii 3acio. CtabinbHICTb.
3MiHa y TepmiHax npyuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TEpMiHY
NpYAATHOCTI rOTOBOrO fikapcbkoro 3acoby) - [1na Toprosoi
ynakoBKku (NiATBEpAKYETECH AaHUMMN pearibHoro Yacy) -
36inbLUEeHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby Ha OCHOBI MO3UTMBHUX pPe3yrnbTaTiB JOBFOCTPOKOBUX
JocnimxeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaKeHo:
TepmiH npugaTHocTi 1 pik. 3anponoHoBaHo: TepMiH
npugaTtHocTi 1,5 poku. 3MiHW BHECEHI B IHCTPYKLiO ANs
Meaun4Horo 3actocyBaHHsi J13 y p. "TepmiH npugaTHocTi".
BBegeHHs 3MiH NpoTarom 6-Tu MicAUiB nicns 3aTBEPAXXEHHS.

3a
peuernmom

UA/18088/01/01

277.

NPEHENIA®

TabneTtku no 8 mr, no
10 TabneTtok y
6nictepi, no 3
6nictepu y nayui

TOB
"APTEPIYM
nTa”

YkpaiHa

MAT

"KuiBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3acib. CTabinbHICTb.
3miHa y TepmiHax npuaaTtHocTi abo ymoBax 36epiraHHsi
rOTOBOrO MiKapCbKOro 3acoby (36inbLUeHHSA TepMiHY
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - [ns Toprooi
yMakoBKu (MiATBEPKYETbCA AaHUMMN pearbHoro Yacy) -
36inbLUeHHS TepMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOro
3acoby Ha OCHOBI MO3UTUBHUX Pe3ynbTaTiB JOBOCTPOKOBMX
[ocnimxkeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaXKeHo:
TepmiH npugaTHocTi 1 pik. 3anponoHoBaHo: TepMiH
npugaTHocTi 1,5 poku. 3MiHW BHECEHI B iHCTPYKLi0 ANs
Meaun4Horo 3actocyBaHHs J13 y p. "TepmiH npuaaTHocTi".
BBefeHHs 3MiH NpoTarom 6-Tu MicAUIB Nicns 3aTBEPAXXEHHS.

3a
peuerimom

UA/18088/01/02

278.

nPUNAMIO

Tabnetku, 4 mr/1,25
mr; no 10 TabneTok y

Canpos
PapmacbioTika

CnoBeHisi

Ilek
PapmaueBTUYHa

CnoBeHisi

BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu | Tuny -
3MiHu Wwopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi

3a
peuenmom

UA/14225/01/02
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
6nictepi; no 2, abo no ns3 Aa.a. KOMMaHis Aa. 4., 3MiHW) OHOBMNEHHSA TEKCTY MapKyBaHHS YMakoBKN MiKapCbKOro
3, abo no 6 6nictepiB CnoseHis 3acoby 3 BHECEHHSAM iH(hopMaLii LLoAo 3a3HavYeHHs1 OOQMNHULb
Y KapTOHHil Kopoobui (BUpOOHMLTBO "in BMMiptoBaHHs y cuctemi Sl. BHeceHHs 3miH fo po3ainy
bulk", nakyBaHHs, “MapkyBaHHa” MKA J13: 3atBepaxeHo: TekcT MapKyBaHHS
KOHTPOIb Ta BUMYCK NePBUHHOI YNakoBKKW; TeKCT MapKyBaHHS BTOPMHHOI YNakoBKu
cepin); Jlek Ne20;
dapmaueBTUYHa TekcT mapKyBaHHS BTOPUHHOI ynakosku Ne30; TekcTt
KOMMaHis 4.4., MapKyBaHHS BTOPMHHOI ynakoBku Ne60. 3anponoHoBaHo:
CnoBeHis MAPKYBAHHA. 3rigHo 3aTBEpAKEHOro TEKCTY MapKyBaHHS.
(makyBaHHs1) TepmiH BBeOEHHS 3MiH - 6 MicAUIB Nicns 3aTBEPAXEHHS.
279.| NPOANOP Tabnetku no 10 ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/7974/01/01
TabneTok y 6nicTepi; obmexeHoto obmexeHoto OHOBJIEHHSI TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI peuenma
no 2 6nictepu B BignoBiganbHi BiAMOBIAAMNbLHICTIO yNaKoBKW fikapcbKoro 3acoby 3 BHECEHHAM iHdbopmaLii Woao
KapTOHHiIN kopobui; no CTHO "®apmaueBTUYHa 3a3HayYeHHs1 OAMHULIb BUMIPIOBAHHSA y cucTemi Sl. BHeceHHs
24 tabnetkn y "dapmaneBTu KoMnaHisi "3gopos's" 3MiH go po3giny “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
onictepi; no 1 YHa KOMNaHis MAPKYBAHHA
Gnictepy B KapTOHHIW "3popos's" BignosiaHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS. BBeaeHHs
kopobui, no 10 3MiH NPOTAroM 6-TU MicAaUIB NicNs 3aTBEPKEHHA
Tabnetok y bnicrepax;
no 10 Tabnetok y
Gnictepax
280.| Mpono®on emynbCis Ans iH'eKuin PdpeseHiyc HimeyvumH Ppeseniyc Kabi ABcTpis BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/1922/01/01
®PE3EHIYC abo iHdysin, 10 mr/mn Kabi a ABcTpist TM6X 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
no 20 mn B amnyni; no Honunang 3MiHM) BHeceHHs amiH oo po3giny “MapkysaHHa” MKA 113
5 amnyn y KapTOHHiIn m6X BatBepaxeHo: MAPKYBAHHA TekcT mapKyBaHHSA NEpBUHHOI
kopobui; no 50 mn'y Ta BTOPWMHHOI yNakoBKW fikapcbkoro 3acoby. 3anponoHoBaHo:
donakoHi no 1 MAPKYBAHHA 3rigHo 3aTBepaxeHoro TekcTy MapKyBaHHsI.
bnakoHy B KApPTOHHIl OHOBEHHSA TEKCTY MapKyBaHHS! YNakoBKW MikapCbKoro 3acoby
kopooui 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
BUMIpIOBaHHS Y cucteMi Sl. [JonoBHEHHS TEKCTY MapKyBaHHS
iHcpopmalieto, O He cynepeynTb BUMOram 40 MapKyBaHHS,
3aTBepakeHum Hakazom MO3 Ne 460 Big 23.07.2015.
BBefeHHs 3MiH NpoTArom 6 MicsiLiB nicns 3aTBEpPOKEHHS
281.| MPOTAPIron MOPOLLOK AJ1A PO34YNHY TOB "UcTok- YkpaiHa TOB "UcTok-MNntoc”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/15042/01/02
BEBI® Ans iHTpaHasanbHoro Mnroc" YkpaiHa 3MiHu wopo 6eanekn/edekTMBHOCTI Ta dhapmakoHarnagy (iHwi | peuenma
3acTtocyBaHHs o 0,1 1 (BpOBHMLTBO, 3MiHu) BHeceHHs1 3amiH oo po3giny “MapkyBaHHa” MKA J13:
1 donakoH 3 nopoLukom nepBuHHe Ta 3aTBepaxeHo: 3rigHo 3 3aTBEpAKEHUM TEKCTOM MapKyBaHHS,
Y KOMMNeKTi 3 BTOPWHHE Lo AoAaeTbes. 3anponoHoBaHo: 3ridHo 3aTBepAKeHOro
pO34MHHKKOM no 10 nakyBaHHs, TEKCTY MapKyBaHHS. OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
M (Boda Ans iH'ekuin) KOHTPOMb SIKOCTI, nikapcbKkoro 3acoby 3 BHECEHHAM iHdopMaLii Woao
B OHOJ030BOMY BiANoBiganbHUIA 3a 3a3Ha4YeHHs1 0AuHULIL BUMiptoBaHHS y cuctemi Sl. BeegeHHs
KOHTelHepi 3 Bunyck cepii ); TOB 3MiH NPOTArom 2-X MiCALiB Nicnsi 3aTBEPOXKEHHS.
KPULLIKOIO- "HOpig-dapm",
KpanensHuueto y YkpaiHa (BUpobHuK
kopo6Lii 3 KapTOHY PO3UMHHUKA:
BUPOBHMLTBO,
nepBuHHE
nakyBaHHs1,
MapKyBaHHS,
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTPOIb SKOCTI)
282.| NIPOTAPIron MOPOLLIOK A1151 PO34UHY TOB "UcTtok- YkpaiHa BUPOBHMLUTBO, YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - bes UA/15042/01/01
® Ons iHTpaHasanbHoro Mntoc" nepBuHHE Ta 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peuyenma
3actocyBaHHs Mo 0,2 1 BTOPUHHE 3MiHW) OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKN MiKapCbKOro
1 donakoH 3 NoOpoLLKOM nakyBaHHs, 3acolby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oauHULb
Yy KOMMeKTi 3 KOHTPOMb AKOCTI, BMMIiptoBaHHs y cuctemi Sl. BBegeHHst 3amiH npoTsarom 2-x
po34mHHMKOM o 10 BiAnNoBiganbHWi 3a MicaLiB micnsi 3aTBEpOXKEHHS.
MmN (Boga Ans iH'eKwuin) BUWMNYCK cepil:
B OHOJ030BOMY TOB "UcTtok-Mntoc",
KOHTEVHepi 3 Ykpaina
KPULLIKOIO- BnpobHumk
KpanenbHuLeto y PO34YMHHUKA:
KopobLi 3 kKapToHy; 1 BUPOBHMLTBO,
hrnakoH 3 MOPOLUKOM Y nepBUHHE
KOMMMEKTi 3 nakyBaHHs1,
po34nHHMKOM o 10 MapKyBaHHS,
M (Boda 4ns iH'ekuin) KOHTPOIb SIKOCTi:
B 0OQHOO030BOMY TOB "lOpis-®apm”,
KOHTEVHepi 3 Ykpaina
HasanbHUM
po3nunoBaYem y
KopobLUi 3 KapTOHY
283.| NYNbLUET® TabneTkn, BKpUTI HOBEN IJTAY TypeyuumH HOBEN IJTAY TypeuunHa BHECEHHS 3MiH A0 peecTpauinHMx matepianis: 3miHu | Tuny - 3a UA/4997/01/01
060mMoHKO!0, CAHAI BE a CAHAI BE BHECEHHA aMiH [0 poaainy “MapkysaHHs” MKS N3: peuenmom
KMLLKOBOPO34MHHI MO TIO>KAPET TIO>KAPET A.LL. 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTtBepaXeHoro
40 Mr no 4 TabneTkn y A.L. TeKCTy MapkyBaHHs1. OHOBMEHHSI TEKCTY MapKyBaHHS YNaKkoBKu
6nicTepi; no 1 nikapcbkoro 3acoby 3 BHECEHHSIM iHdopMaLii Woao
onictepy B KapTOHHiN 3a3HauYeHHs1 OAMHULIL BUMIPIOBAHHS y cucTemi Sl. BBeaeHHst
ynakosui; no 14 3MiH NPOTArom 6-Tn MicsLiB NicNs 3aTBepAKEHHS
TabneTok y 6nictepi;
no 1 a6o no 2
6nicTepu B KAPTOHHIN
ynakoBLji
284.| PABEMPA30O | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - 3a UA/10505/01/01
N-300POB'A | nniskoBoto obmexeHo obmexeHo BHECEHHs 3MiH Ao po3giny “MapkysaHHs” MKA N3: peuenmom
000MnoHKo10, BignoBiganbHi BignoBiganbHIiCcTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo ao
KVLLIKOBOPO34MHHI MO CTIo "®apmaueBTnyHa 3aTBEpAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
10 wmr, no 10 Tabnetok | "®apmaueBTu KOMMaHis MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
y bnicTtepi; no 1 abo 2 YHa KOMNaHis "38pnopos's", YkpaiHa 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oAUHNLb
6nictepu B kopoOLi "3popos's" (Bci cTapiji BMMIipIOBaHHs y cuctemi Sl. BBegeHHs 3miH npoTsrom 6-tu
BMPOGHMLTBA, MicsILiB Micnsi 3aTBEPOKEHHS
KOHTPOMb SIKOCTI,
BUWMYCK cepii);
ToBapucTtBo 3
obmexeHo
BiANOBiganbHICTHO
"®APMEKC I'PYyI",
YkpaiHa (Bci cTagii
BUPOBHMUTBA,
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTPOIb SKOCTI)
285.| PABETMPA30O | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny - 3a UA/10505/01/02
Nn-340POB'A NNiBKOBOO obmexeHo obmexeHoto BHECEHHS 3MiH Jo po3ainy “MapkyBaHHs” MKA J13: peuenmom
06OmMnoHKo0, BignoBsiganbHi BiANOBIgANbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
KMLLKOBOPO34MHHI MO cTHo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBMNEHHS TEKCTY
20 vr; no 10 Tabnetok | "®apmaueBTn KOMMaHis MapKyBaHHs MEPBUHHOT Ta BTOPUHHOI YMaKoBKM NiKapCbKoro
y 6nictepi; no 1 abo 2 YHa KoMnaHis "3popos's", YkpaiHa 3acoby 3 BHECEHHAM iH(hopMaLii Loao 3a3HavYeHHs1 OQMHULb
6nictepu B kopoOLi "3popos's" (Bci cTapiji BMMIiptoBaHHs y cuctemi Sl. BBegeHHs 3amiH npoTsrom 6-tu
BUPOGHMUTBA, MicauiB Micnsa 3aTBepAXEHHSA
KOHTPOMb SIKOCTI,
BMNYCK cepii);
ToBapucTtBeo 3
obmexeHo
BiANOBIgANbHICTIO
"®APMEKC IPYyI",
YkpaiHa (Bci cTtagii
BMPOGHMLTBA,
KOHTPOIb SIKOCTi)
286. PAHITUOWUH- | TabneTku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/10560/01/01
3400POB'A NNiBKOBOO obmexeHo obmexeHoto BHECEHHS 3MiH J0 po3ainy “MapkyBaHHs” MKA J13: peuenmom
®POPTE obornoHkoto, no 300 BignoBsiaanbHi BiAnoBiganbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo oo
mr, no 10 TabneTok y CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
6nictepi; no 1 abo 2 "dapmaneBTu KOMNaHisa MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOT YNaKOBKW MikapCbKoro
6nicTepu B KApPTOHHIl YHa KoMMaHis "3popos's", YkpaiHa 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oAuHULb
Kopooui "3popos's" (Bci cTapiji BMMIiptoBaHHs y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
BMPOGHMLTBA, MicsILiB Micnsi 3aTBEPOKEHHS
KOHTPOMb SIKOCTI,
BUNYCK cepii);
ToBapwucTtBo 3
obmexeHo
BiANOBIgANbLHICTHIO
"®APMEKC Py,
YkpaiHa (Bci cTagii
BUPOBHMLTBA,
KOHTPOIb SKOCTI)
287.| PESOHATUB | po3uuH Ans iH’ekuin, OxkTtadapma ABCTpis OxkTtadapma AB, Lseuis/ BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/14323/01/01
625 MO/mn; no 1 mn B dapmaLeBTuk LLieuis (BUPOOHUK, HimeyunHa 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peuyenmom
amnyni; no 1 amnyni B a BignosiganeHUn 3a 3MiHW) 3aTBEpPOXKEHHS anbTEPHATUBHOIO TEKCTY MapKyBaHHSI
NNacTMKOBIN MpogykTioHcre BMPOGHMLTBO 32 yNaKoBKM MikapCbKoro 3acoby i3 3a3Ha4yeHHSAM MiKHapOOHUX
GnicTepHin ynakosLyj; c. M.6.X. NMOBHUM LIMKIOM, 3a no3HayeHb OAMHWLb BUMIPIOBAHHA. TepPMiH BBEAEHHS 3MiH -
no 1 NnacTuKoBin BUKIMKOYEHHAM npoTSArom 6 MicsLiB nicns 3aTBepaKeHHS
GnicTepHii ynakoBLj B BTOPWUHHOI
KapTOHHiIN kopobui; no yMaKoBKM);
2 mn B amnyni; no 1 Okradapma Jeccay
amnyni B NnacTUKOBIN Mv6X, HimeuunHa
OnicTepHin ynakoBLi; (BUPOBHWK,
no 1 NnacTuKoBin BiANOBiganbHUI 3a
GnicTepHi ynakoBLj B BTOPUHHE
KapTOHHIN KopooLi nakyBaHHS)
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
288.| PEKYTAH po3uuH; no 100 mn'y ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - bes UA/5120/01/01
nakoHi; no 1 obmexeHot obmexeHo OHOBIEHHS TEKCTY MapKyBaHHS! yNakoBKky Nnikapcbkoro 3acoby | peuenma
hbnakoHy B kopoOuii 3 BignoBiganbHi BigNoOBiganbHICTHO 3 BHECEHHAM iHhopMaLii LLOAOo 3a3HaYeHHS OOUHMLb
KapToHy CTIo "NocnigHun 3asoA BMMIiptoBaHHSA y cuctemi Sl. BHeceHHs 3MmiH fo po3ainy
"NocnigHun "HUIC", Ykpaina “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHS.
3aBoa (KOHTpOnb SIKOCTI, BignosigHo Ao 3aTBEpOXEHOro TEKCTY MapKyBaHHS. TepMiH
"rHUnc" BMNYCK cepii); BBEAEHHSA 3MiH NpoTArom 6 micauis nicns saTBepaXeHHs
ToBapwucTtBo 3
obmexeHo
BiANOBIgANbHICTIO
"PapmaueBTUYHa
KOMMaHis
"3popos'a", YkpaiHa
(Bci cTagii
BUPOBHMUTBA,
KOHTPOMb SIKOCTI,
BWMNYCK cepii)
289. PEHENb H Tabnetku, no 50 Bionoriwe HimeuyunH Bionoriwe HimevuunHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 6es UA/2442/01/01
TabneTok y Xawnbmittenb a XavnbmitTens 3MiHn wopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy (iHwi | peuenma
KOHTeWHepi Xeernb M'M6X Xeenb M6X 3MiHn) BHeceHHs 3miH go po3sginy “MapkyBaHHsA” B
noninponineHoBoMmy; 3aTBepmxeHnx MKA N3. 3ateepmkeHo: MAPKYBAHHA Tekct
no 1 KoHTelHepy B MapKyBaHHS MEPBUHHO| Ta BTOPMHHOI YMaKoOBKW AOAAETLCS.
KOpoO6Li 3 KapTOHY 3anponoHosaHo: MAPKYBAHHA BignosigHo go
3aTBEPAKEHOro TEKCTY MapKyBaHHA. OHOBMNEHHS TeKCTy
MapKyBaHHs1 YNakoBKM MikapCbKOro 3acoby 3 BHECEHHAM
iHbopMmaUii Woao 3a3HaYeHHs OAUHMWLL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHs 3amiH npoTtsarom 6-tu MicauiB nicns
3aTBEPOKEHHS.
290, PEOMONIrN PO34uH Ans iHdys3in, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3minu Il Tuny - 3a UA/1558/01/01
IOKIH no 200 mn, a6o no 250 aKujioHepHe aKuioHepHe 3MiHu 3 AkocTi. F'oToBWI Nikapcbkuii 3acib. Cuctema peuenmom
mn, abo no 400 mn, TOBapUCTBO TOBapUCTBO KOHTeVHep/3aKkynoptoBarnbHui 3aci6. 3MiHa y NnepBUHHIN
abo no 500 mn y "IHy3ia" "IHpy3ia" ynakoBLi rOTOBOro NikapCbKoro 3acoby (SKiCHWI Ta KinbKiCHUIA
nnsiLkax cknap) - CtepunbHi nikapcbki 3acobu Ta nikapcbki 3acobu
6ionoriYyHOro/iMyHONOriYHOro NOXOAXKEHHS - - BBEALEHHS HOBOI
NASLWKN CKIAHOI HOMiHanbHO MiTkicTio 250 cm3 Big HOBOro
BUpoGHMKa TOB «ManuHiBcbkuin cknosaBoay», YkpaiHa, sika
Mae He3HauyHi 3MiHM AKICHOrO Ta KinbKiCHOro cknagy ckna Big
3aTBEPKEHNX MNALLOK cKNsHuX BUpobHukiB MpAT «bio meg
cknoy, Ykpaina Ta MNpAT «KocTtonineCbkuin 3aBog,
cknoBMpoOiBy», YKpaiHa. Ak Hacnigok BHECEHHS BignoBigHNX
3MiH y cneumdikauito Ha CKNsHI NALWKN (4ONOBHEHHS
iHbopmalLii Lwoao HOBOro BUPOGHMKA, NO3HAYEHHS NISLIOK Ta
MantoHKa MsLuKm).
291, PELITA-10 TabneTku, BKPUTI Inka IHAis Inka NTabopatopis IHAgin BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/15158/01/02
NniBKOBOI JlabopaTopis Timiteq 3MiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y peuenmom
obonoHkoto, no 10 wr, Nimiten BUPOBHMUTBI. 3MiHM Y NpoLeci BUPOOHMLTBA rOTOBOTO

no 14 tabnetoky
6nicTepi; no 2
onicTepu y KapTOHHIN

nikapcbkoro 3acoby, BKIHOHAKUM MPOMIKHUIA NPOAYKT, Lo
3aCTOCOBYETLCS NPY BUPOBHULITBI FOTOBOrO NiKapCbKOro
3acoby (iHLWi 3MiHK)
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
navui BHECEHHs 3MiH Jo po3giny 3.2.P.3. MNpouec BMpobHMLTBa
nikapcbkoro 3acoby, ans gosysaHHsa 10 mr ta 20 Mr, 3okpema:
- Ha Cragii "lpocitoBaHHS CMPOBMHK": AeTanbHWin onuc
BMPOBHMYMX onepaLii Ans 3abe3neyeHHs KpaLLoro
NpOCitOBaHHS;
- Ha Cragii "3miwyBaHHA": AeTanbHWU ONMc BUPOBHUYNX
onepauin;
- Ha Cragii "3maLlyBaHHs": geTanbHuii onuc BUPOBHNYMX
onepauin ans 3abesneveHHs KpaLLoro 3millyBaHHs Ta
3MaLLyBaHHS;
- Ha "CTapii npecyBaHHs": eTanbHuUiA onuc BUPOGHUYMX
onepauin ansa 3abeaneyeHHs YiTKOI Npoueaypu npecyBaHHS;
- Ha "CTagii nokputTa": geTanbHUi onMc BUPOBHNYMX
onepauin Ans 3abesneyeHHs KpaLworo HAHECEHHS MOKPUTTS.
292.| PELITA-20 TabneTkn, BKpUTI Inka IHais Inka JlabopaTopis IHgis BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/15158/01/03
NniBKOBOIO JlabopaTtopis JlimiTen 3MiHM 3 AkocTi. [0TOBMI Nikapcbkuii 3acib. 3miHn y peuenmom
obonoHkoto, no 20 wmr, NimiTen BUPOBHMUTBI. 3MiHM y NpoLeci BUpoOGHMLTBA rOTOBOTO
no 14 tabnetoky nikapcbKkoro 3acoby, BKIOYa4y NPOMIXKHUIA NPOAYKT, Lo
6nictepi; no 2 3aCTOCOBYETLCS NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
Gnictepun y KapTOHHiIN 3aco0y (iHLui 3MiHWn)
navuj BHECEHHS 3MiH go po3giny 3.2.P.3. MNpouec BupobHuuTBa
nikapcbkoro 3acoby, Ansa gosysaHHA 10 mr ta 20 mr, 3okpema:
- Ha Cragii "lpociloBaHHS CMPOBUHU": AeTarnbHUI Onunc
BMPOBOHMYMX onepaLii ANs 3abesneyeHHs KpaLLoro
NpOCilOBaHHS;
- Ha Cragii "3milyBaHHA": AeTanbHWUN ONMC BUPOBHNYUX
onepauin;
- Ha Cragji "3malyyBaHHs": geTanbHWUN ONuc BUPOOHNYNX
onepauin Ansa 3abesneyeHHs KpaLoro 3MillyBaHHs Ta
3MaLLyBaHHS;
- Ha "CTagii npecyBaHHA": geTanbHU onuc BUPOBHUYMX
onepauin ansa 3abesneyeHHs YiTKoi Npoueaypu NpecyBaHHS;
- Ha "Cragii nokputTs": AeTanbHuii onuc BUpOBHNYMX
onepauin Ans 3abesneyeHHs KpaLoro HAaHECEHHS MOKPUTTS.
293.| PUCNONENT | nopoliok Ta TOB YkpaiHa BupobHuuTBo Ta LLisenuapis/ BHECEHHS 3MiH 0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/1683/01/01
KOHCTA® PO3YMHHKK AN "[I>KOHCOH i nepBUHHA ynakoBKa CLUA 3MiHun wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
cycneHsii AN iH'ekuin [IXOHCOH PO3YMNHHMKA: 3MiHN) OHOBMNEHHSA TEKCTY MapKyBaHHS YMakoBKN MiKapCbKOro
NPOOHroBaHoI Aji No Ykpaina" Cinar AT, 3acoby 3 BHECEHHAM iHdopMaLlii LoAo 3a3Ha4YeHHSA OAVNHNLb
25 Mr; KOMAMeKT, Wo LLisenuapis BMMIiptOBaHHs y cuctemi Sl.
MiCTUTb: 1 donakoH 3 BupobHuuTBO Ta
nopoLukom, 1 wnpuy, 3 NnepBMHHA yrnakoBka
2 M po34MHHUKA MOPOLLIKY:
(HaTpito kapmernosa 40 Ankepmec IHk., CLLUA
mIa.c; nonicopbar 20; BTopuHHa ynakoBka
HaTpito rigpodocdar, Ta BMNYyCK cepii:
avrigpart; kucnorta Cinar AT,
nMMoHHa 6e3BoaHa; LLiBenuapis
HaTpito xnopug;
HaTpito rigpokeung;
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
Boda Ang iH'ekuin), 1
6e3ronkoBuiA NPUCTPIN
West/Medimop gns
NpUroTyBaHHs
cycneHsii Ta 2 ronku
[OBXMHOW 25 MM Ta
51 MM (i3 3axucHummn
npucTposmu) Ans
BHYTPILLIHLOM'A30BUX
iH'eKkUin y nayui
294.| PUCNOJNENT | nopoliok Ta TOB Ykpaina BnpobHuuTteo Ta LLisenuapis/ BHECEHHS 3MiH 40 peecTpauinHMX maTepianis: 3miHm | Tuny - 3a UA/1683/01/02
KOHCTA® PO3YMHHUK ANs "[>XOHCOH i nepBUHHA ynakoBKa CLWA 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
cycneHsii AN iH'ekuin [KOHCOH PO3YMHHMKA: 3MiHN) OHOBMNEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKOro
NPOOHroBaHoI Aji No YkpaiHa" Cinar AT, 3acoby 3 BHECEHHAM iHdopMalLlii LLoAo 3a3Ha4YeHHSA OAMHNLb
37,5 Mr; KOMNMEKT, Wo LLsenyapis BMMIiptOBaHHs y cuctemi Sl.
MicTuTb: 1 dorakoH 3 BnpobHuuTBo Ta
nopoLukom, 1 wnpuy 3 nepBUHHA ynakoBKa
2 M pO3YMHHUKA MOPOLLIKY:
(HaTpito kapmeno3sa 40 Ankepmec IHk., CLLUA
mla.c; nonicopbar 20; BTopuHHa ynakoBka
HaTpito rigpodocdar, Ta BMNYyCK cepii:
avrigpar; kucnorta Cinar AT,
NUMOHHa 6e3BoaHa; LLiBeviuapis
HaTpito xnopua;
HaTpito rigpokena;
BOAa Ang iH'ekuin), 1
6e3ronKkoBu NpUCTpIn
West/Medimop gns
NpUroTyBaHHs
CyCneHsii Ta 2 ronku
OOBXMHOW 25 MM Ta
51 Mm (i3 3axmcHUMHK
npucTposMM) Ans
BHYTPILLHBOM'SI30BMX
iH'eKUin y nayui
295, POAKKYTAH kancynu no 10 mr; no . XoppmaHH- | Lsenuapi | KeteneHnt [xepmani | HimeuunHa/ BHECEHHS 3MiH A0 peecTpauinHux maTepianis: 3MiHu | Tuny - 3a UA/2865/01/02
® 10 kancyn y bnicTepi; Ila Pow It a E6epbax MmbX, LLisenuapis AaMiHicTpaTVBHI 3MiHU. BunyyeHHsA BUPOBHWYOT AinbHULI peuernmom
no 3 6nictepu B HimeuunHa (Bkmtovaroum ginbHuui ana A®l, npomixkHoro npogykTy abo
KopobLi (BMpPOBHMLTBO roToBOrO fikapCbKoro 3acoby, AinbHuLi ANA NpoBeAeHHs
Hepo3dacoBaHoi nakyBaHHsi, BUpOOHWMKa, BiANOBi4anbsHOro 3a BUNyCcK cepiin,
npoaykuii); &. MicLie NpoBeAeHHS KOHTPOO cepii) abo nocTayanbHuKa
XoddpmaHH-JIa Poww BMXiQHOro Matepiany, peareHTy abo JONOMiXXHOI pe4oBUHM
JItp, Weenuapis (AKLLLO 3a3HaYeHo Y AoCbe) BunyveHHs BUPOGHMYOI AinbHUL
(BunpobyBaHHst ans A®l isotpetuHoiH F. Hoffmann-La Roche Ltd, Switzerland
KOHTPOIO SIKOCTi); 3aTBepoKeHo:
. XodpdpmaHH-T4 F. Hoffmann-La Roche Ltd, Switzerland Helsinn Chemicals SA
Pow NTg, and Helsinn Advanced Synthesis SA, Switzerland
LLisenuapis 3anponoHoBaHo:
(nepBuHHE Ta Helsinn Advanced Synthesis SA, Switzerland. 3minu | Tuny -
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apmakoHarnsagy (iHwi 3miHn) BHeceHHs 3aMiH o p.

[IponoBxeHHs nonarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BTOPUHHE 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
nakyBaHHs, BiAMNOBIAHOCTI €Bponencokiv papmakonei/moHorpadii.
BUNpobyBaHHs MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTa BignoBiAHOCTI
KOHTPOIIO SIKOCTI, abo BuUnNy4YeHHs cepTudikaTa BiANOBIAHOCTI €BpoNenchKii
BUMYCK Cepii) dapmakonei: ana A®Il; onsa BUXigHOro
maTepiany/peareHTy/npoMiKHOro NpPoAykKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHoT
peYvoBWHM (iHLWi 3miHK) MprBeaeHHst Ha3Bu BUPOBHKKa AdI
i3oTpeTnHOiH Helsinn Chemicals SA and Helsinn Advanced
Synthesis SA, Switzerland y BignosigHocTi go aitovoro CEP
(R1-CEP 2004-281-Rev 00.)
3artBepokeHo: Helsinn Chemicals SA and Helsinn Advanced
Synthesis SA, Switzerland 3anponoHoBaHo: Helsinn Advanced
Synthesis SA, Switzerland.
296. POAKKYTAH kancynu no 20 mr; no & . XodbdmanH- | Lsenuapi | KeteneHt DxepmaHi HimeuumnHa/ BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/2865/01/01
® 10 kancyn y bnicTepi; Ila Pow It a E6epbax Mm6X, LLisenuapis AaMiHiCTpaTVBHI 3MiHW. BunyyeHHsA BUPOBHWYOT AinbHULI peuernmom
no 3 6nictepu B HimeyunHa (Bkmtovaroum ginbHuui ana A®l, npomixkHoro npogykTy abo
KopobLi (BMPOBHMLTBO roToBOrO fikapCbKoro 3acoby, AinbHWL ANA NPpoBeAeHHS
Hepo3dacoBaHoi nakyBaHHsi, BUpOOHWMKa, BiANOBIAANbHOIO 3a BUNYCK Cepiin,
npoaykuii); &. MicLie NPOBEAEHHS KOHTPOMIO cepii) abo nocTtavanbHUKa
XodhdpmanH-I1a Poww BMXiQHOrO Matepiany, peareHTy abo JONOMiXXHOT pevoBUHU
INa, Weenuapis (AKLLLO 3a3HaYeHo Y AOCbE) BunyveHHs BUPOBHWYOI AinbHuLi
(BunpobyBaHHs ans A®l isotpetuHoiH F. Hoffmann-La Roche Ltd, Switzerland
KOHTPOIO SIKOCTi); 3artBepoKeHo:
. XodpdpmaHH-T14 F. Hoffmann-La Roche Ltd, Switzerland Helsinn Chemicals SA
Pow NTg, and Helsinn Advanced Synthesis SA, Switzerland
LLisenuapis 3anponoHoBaHo:
(nepBuHHE Ta Helsinn Advanced Synthesis SA, Switzerland. 3minu | Tuny -
BTOPUHHE 3minHn 3 akocTi. CepTtucpikat BignosigHocTi/lE-cepTudikat
nakyBaHHS, BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
BUNPoByBaHHS MopaHHsa HoBoro abo oHoBMNEHOro cepTudikaTta BiANOBIAHOCTI
KOHTPOIIO SIKOCTI, abo Buny4eHHs cepTudikata BignoBiAHOCTI €EBPONENCHKiIl
BUMNYCK cepii) capmakonei: gna A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPWCTOBYIOTBCS Y BUPpOBHUUTBI A®I; ons 4onoMiKHOT
peyvoBUHM (iHLWi 3MiHK) MprBeaeHHs Ha3Bw BUPoOHUKa AdI
isoTpeTuHoiH Helsinn Chemicals SA and Helsinn Advanced
Synthesis SA, Switzerland y BignosigHocTi go aitovoro CEP
(R1-CEP 2004-281-Rev 00.)
3atBepaxeHo: Helsinn Chemicals SA and Helsinn Advanced
Synthesis SA, Switzerland 3anponoHoBaHo: Helsinn Advanced
Synthesis SA, Switzerland.
297, PO3YBACTA | TabneTku, BKpUTI CKAH BIOTEK IHais BadHa IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/15659/01/01
TUH AHAHTA | nniskoBotO nTa dapmackioTikanc AZMiHicTpaTBHI 3MiHW. 3MiHa Ha3BK NikapcbKkoro 3acoby - peuenmom
obornoHkoto, no 10 mr, Iita. TOProBoi Ha3BM Mikapcbkoro 3acoby 3aTBepaKeHO:
no 10 Tabnetok y PO3YPACT (ROSUFAST); 3anponoHoBaHo:
6nictepi; no 3 PO3YBACTATWH AHAHTA (ROSUVASTATIN ANANTA).
GnicTepu y KapTOHHIN 3miHu | TMny - 3miHn Wwoao 6esnekn/edekTMBHOCTI Ta
ynaKkoBLi
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

«MapkyBaHHa» MKA 113 3ateepakeHo: MapkyBaHHS.
HopaeTtbcs 3anponoHoBaHo: MapkyBaHHS. 3rigHo i3
3aTBEpPOKEHVMM TEKCTOM MapKyBaHHS.
OHOBIEHHS! TEKCTY MapKyBaHHS! YMaKOBKM MikapCbKoro 3acoby
BignoBigHo 4o BuMor Hakady MO3 Ykpainu Big 23.07.2015 p.
Ne 460 3 BHECEHHsIM iHChbopMalLii LoAo 3a3HaYeHHS OAUHULb
BUMIiptoBaHHs y cuctemi Sl. 3miHu | Tuny - AgmiHictpaTuBHi
3MiHW. 3miHa HalMmeHyBaHHs Ta/abo agpecu Micus
npoBagXeHHs AisnbHOCTI BUpo6HMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIHOYa4K AinbHULL BUNycky cepii abo
MicLe NpOBEeAEHHS KOHTPOSO SAKOCTI. (AiANbHICTb, 3a AKY
BigMNoBigae BUPOOHMK/iMNopTep, BKIOYAKUN BUNYCK CEPilt)
3MiHa agpecy Micus NPOBafpKEHHS AiSNbHOCTI BUpOOHUKa
BadHa PapmachktoTikanc Jta., IHgis, 6e3 3miHn micusa
BUPOGHMUTBA

298.

PO3YBACTA
TUH AHAHTA

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 20 mr,
no 10 Tabnetok y
6nictepi; no 3
GnicTepu y KapToHHiN
ynakoBLi

CKAH BIOTEK
nTh

IHaisa

BadHa
dapmacbioTikanc
JTo.

IHAisA

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHm | Tuny -
ApMmiHicTpaTuBHI 3mMiHW. 3MiHa Ha3BM NiKapcbKoro 3acooby -
TOProBoi Ha3Bw Nikapcbkoro 3acoby 3aTBepaXeHo:
PO3Y®ACT (ROSUFAST); 3anponoHoBaHo:
PO3YBACTATUH AHAHTA (ROSUVASTATIN ANANTA).
3miHu | TNy - 3miHn wWoao 6esnekn/edekTMBHOCTI Ta
apmakoHarnsaay (iHwi 3miHn) BHeceHHs 3MmiH go p.
«MapkyBaHHa» MKA 113 3atBepmkeHo: MapkyBaHHS.
HopaeTtbcest 3anponoHoBaHo: MapkyBaHHs. 3rigHo i3
3aTBEpPAKEHNM TEKCTOM MapKyBaHHS.
OHOBMEHHA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKoro 3acoby
BignosigHo Ao Bumor Hakady MO3 Ykpainu Big 23.07.2015 p.
Ne 460 3 BHeceHHsIM iHdbopMaLii oo 3a3HaYeHHS OANHULIb
BMMIiptoBaHHs y cuctemi Sl. 3minu | Tuny - AgmiHictpaTuBHi
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaAXXeHHS AiANbHOCTI BUPOBHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIoYayn AinbHUL BUNYCKy cepii abo
MicLie NPOBeAEHHS KOHTPOMIO SIKOCTI. (QisiNbHICTb, 3a Ky
BiAMNOBiAae BUPOOHWMK/IMMOPTEp, BKIOYAOUN BUNYCK Cepilt)
3MiHa agpecy Micus NPOBafpKEHHS AiSNbHOCTI BUpOBHUKa
BadHa PapmacktoTikanc JTa., IHAais, 6e3 3amiHu micus
BMpOOHMLTBA

3a
peuernmom

UA/15659/01/02

299.

POKCEPA®

TabneTkn, BKpUTI
NniBKOBOO
oboroHkot, no 5 mr
no 10 TabneTtoky
6nictepi; no 1, abo no
2, abo no 3, abo o 6,
abo no 9 6nictepis y
KapTOHHiIl kopobuj; no
14 TabneTok y
6nictepi; no 1, abo no
2, abo no 4 Gnictepn y
KapTOHHIN kopobui

KPKA, o.4.,
HoBo mecto

CrnioBeHis

KPKA, a.a., HoBo
MecTo

CrnioBeHis

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
3MiHn) BHeceHHs 3miH fo po3giny «MapkyBaHHs» MKA J13
3atBepaxeHo: MAPKVMPOBKA CornacHo TeKCTy MapKVpOBKU
NepBUYHON 1 BTOPUYHON YNaKkoBOK. 3anponoHoBaHo:
MAPKWUPOBKA
B cooTBeTCTBMU C yTBEPXKOAEHHBIM TEKCTOM MapKUPOBKU.
OHOBIEHHS TEKCTY MapKyBaHHS yMakoBKW NikapcbKoro 3acoby
3 BHECEHHAM iH(hopMaLlii LLOAO0 3a3HaYEHHS OONHULB
BMMIiptOBaHHs y cuctemi Sl. BBegeHHs amiH npoTsarom 6-tu
MicsILiB Micnsi 3aTBEPOKEHHS

3a
peuerimom

UA/11743/01/01
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
300., POKCEPA® TabneTku, BKPUTI KPKA, a.a., CrnoBeHis KPKA, a.a., Hoso CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/11743/01/02
NniBKOBOIO HoBo mecTO MecTo 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
obornoHkot, no 10 mr 3MiHn) BHeceHHs 3miH go po3giny «MapkyBaHHsi» MKA J13
no 10 TabneTok y 3ateepaxeHo: MAPKVMPOBKA CornacHo TeKCTy MapKMpOBKK
6nictepi; no 1, abo no nNepBUYHON 1 BTOPUYHOW YNakoBOK. 3anponoHOBaHO:
2, abo no 3, abo no 6, MAPKNPOBKA
abo no 9 6nictepiB y B cooTBeTCTBMU C YTBEPXKAEHHBIM TEKCTOM MapKMPOBKMU.
KapTOHHiIl kopobuj; no OHOBIEHHS! TEKCTY MapKyBaHHS! YMaKOBKM MiKapCbKoro 3acoby
14 Tabnetok y 3 BHECEHHAM iHhopMaLlii LWOAO0 3a3HaYeHHS OaNHULb
6nictepi; no 1, abo no BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotarom 6-tu
2, abo no 4 Gnictepn y MiCsILiB Micnsi 3aTBEPOKEHHS
KapTOHHiIN kopoOLi
301.| POKCEPA® TabneTkn, BKpUTI KPKA, o.4., CnoBeHis KPKA, a.4., Hoeo CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3miHum | Tuny - 3a UA/11743/01/03
NniBKOBOIO HoBo mecTO MecTo 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenmom
obonoHkoto, no 20 mr 3MiHn) BHeceHHs 3miH go po3giny «MapkyBaHHsi» MKA J13
no 10 Tabnetoky 3ateBepaxeHo: MAPKVMPOBKA CornacHo TeKCTy MapKMpOBKK
6nictepi; no 1, abo no NepBUYHON 1 BTOPUYHOW YNakoBOK. 3anponoHOBaHO:
2, abo no 3, abo no 6, MAPKNPOBKA
abo no 9 GnictepiB y B cooTBeTCTBMU C yTBEPXKOAEHHBIM TEKCTOM MapKMPOBKM.
KapTOHHiIN kopobui; no OHOBEHHS TEKCTY MapKyBaHHS! YNakoBKW MikapCbKoro 3acoby
14 Tabnetok y 3 BHECEHHAM iHdopMaLii LWoAo 3a3HavYeHHSA OAMHULb
6nictepi; no 1, abo no BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
2, abo no 4 6nictepun y MiCSILIiB MicNnsi 3aTBEPOKEHHSA
KapTOHHiIN kopoOLi
302.| POKCEPA® TabneTkn, BKpUTI KPKA, o.4., CnoBeHis KPKA, a.4., Hoeo CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHm | Tuny - 3a UA/11743/01/04
NniBkOBOIO HoBo mecTO MecTo 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
obonoHkoto, no 40 mr 3MiHKn) BHeceHHs 3miH go po3giny «MapkyBaHHsi» MKA J13
no 10 TabneTok 'y 3ateBepaxeHo: MAPKVMPOBKA CornacHo TEeKCTy MapKMpOBKU
6nictepi; no 1, abo no NepBUYHON U BTOPUYHOW YNakoBOK. 3anponoHoBaHO:
2, abo no 3, abo no 6, MAPKNPOBKA
no 9 Gnictepis y B cooTBeTCTBMU C yTBEPXKOAEHHBIM TEKCTOM MapKUPOBKU.
KapTOHHiIN kopobui; no OHOBIEHHS TEKCTY MapKyBaHHS YMakoBKW NikapCbKoro 3acoby
7 TabneTok y 6nictepi; 3 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT oanHULb
no 2, abo no 4, abo no BMMIiptOBaHHs y cuctemi Sl. BBegeHHs amiH npoTarom 6-tu
8 GnictepiB y MiCsILiB Micnsi 3aTBEPOKEHHSA
KapTOHHIN kopobui
303.| CAPIH po3uunH opanbHuin, 200 | AT "dapmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHMX maTepianis: 3miHu | Tuny - bes UA/16480/02/01
mr/mn no 100 mn 'y 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenma
donakoHi; no 1 3MiHM) OHOBMNEHHS TEKCTY MapKyBaHHS! YMakoBKMN MikapCbKoro
hnakoHy 3 NOXKKO 3aco0y 3 BHECEHHAM iHbopMalLlii LoAo 3a3Ha4YeHHS OaVHULb
[03yBarnbHO0 y navi BMMiptoBaHHs y cuctemi Sl. 3miHn go p "MapkyBaHHs" MKA
I13: 3aTBepakeHO: Bignosigae HagaHOMy TEKTY MapKyBaHHsI
3arnpornoHoOBaHo:
3rigHo 3aTBEpOXXEHOMY TEKCTY MapKyBaHHS. BBeaeHHs 3MiH
NpoOTArom 6-Tu MicsLiB Nicns 3aTBepoKeHHSA. 3MiHu | Tuny -
3MiHM 3 AkocTi. [oToBMI Nikapcbkuii 3acib. Onuc Ta cknag.
3miHa y cknagi (4oNoMiXKHUX peYOBMHAX) FOTOBOIO MiKapCbKOro
3acoby (iHWi JonoMixHi pe4oBUHM) - 3amiHa OfHiEl
[OMOMDDKHOI PEYOBUHM Ha iHLY 3 TUMU CaMUMK
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

YHKUIOHANbHNUMM XapakTepmucTukammn Ta Ha TOMy camMomy
piBHi - [laHa 3mMiHa BHOCUTLCS Y 3B’A13KY i3 3MIHOIO B CKNagi
AOMOMXKHMUX PEYOBWH FOTOBOTO NikapCbKoro 3acoby, a came
BiOyBaeTbCs 3aMiHa oaHiel 4OMOMIXKHOI pe4OBUHM
(aHTUMIKPOBGHOro KOHCEPBAHTY) — HAaTpIto
mMeTunnaparigpokcnéexsoat (E 219) Ha iHWy 3 TMMK camumun
YHKUIOHANbHNUMKN XapakTepucTukamm —
meTunnaparigpokcubensoat (E 218) Ta Ha ToMy caMoMy piBHi.
BBefeHHs 3MiH NpoTArom 6-Tv MicALB Nicnst 3aTBEPAXKEHHS.
3Minu | Trny - 3miHK 3 sikocTi. FoToBUIA Nikapcbkui 3aci6. Onuc
Ta cknag. 3miHa y cknagi (A0NOMKHUX pe4OBMHAX) roTOBOrO
nikapcbkoro 3acoby (iHLi 4onoMixHi pe4oBuHM) - 3aMiHa
OfHi€T AONOMDKHOI PEYOBMHW Ha iHLY 3 TUMW CaMUMK
YHKUIOHANbHNUMM XapakTepucTkaMmn Ta Ha TOMy camMomy
piBHi - [laHa 3mMiHa BHOCUTbLCS y 3B’A13Ky i3 3MiHOK B CKNnagi
OOMOMDKHUX PEYOBMH FOTOBOIO NiKapCbKoro 3acoby, a came
BiaOyBa€eTbCS 3aMiHa OHIET AONOMIXKHOI Pe4OBUHM
(aHTUMiIKpOBHOro KOHCEPBaHTY) — HAaTpIto
nponinnapanrigpokcnbexsoat (E 217) Ha iHWwy 3 TMMK camymu
DYHKUIOHANbHUMMN XapakTepucTukamm —
nponinnaparigpokcubensoar (E 216) Ta Ha ToMy camoMy piBHi.
BBeaeHHs 3MiH NpoTarom 6-Tu MicAUIB NiCNs 3aTBEPAXEHHS.
3miHu | Tvny - 3miHm 3 AkocTi. FoToBUI nikapcekuin 3acié. Onuc
Ta cknag. 3MiHa y cknagi (AoMOMiKHUX PevoBMHAaX) rOTOBOro
nikapcbkoro 3acoby (iHwi 3MiHKM) 3MiHa B Cknagi AOMOMIKHUX
peyoBuH 113 3aTBEpaKEHO: HATPIO
meTunnaparigpokubeHsoat (E 219) (sig 0,81 mr go 0,99 mr B 1
MJIT) 3anponNoOHOBaHO: MeTunnaparigpokmbeHsoar (E 218) (Big
0,72 mr oo 0,88 mr B 1 mn) 3miHu | TMNy - 3MiHM 3 AKOCTI.
[oToBwMI nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(BOMOMDKHMX peYoBMHAX) FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHW) 3aTBEPAKEHO: HATpito NponinnaparigpoknbenHsoar (E
217) (Big 0,21 mr go 0,25 mr B 1 Mn 3anponoHOBaHO:
nponinnaparigpokmbensoar (E 216) (ig 0,18 mr go 0,22 mr s 1
mn). 3minm Il Tuny - 3miHKn 3 AkocTi. FoToBUI Nikapcbkuii 3aci6.
3MiHu y BUpo6HMUTBI. 3MiHU BUNpobyBaHb abo AonycTUMmX
MeX, BCTAHOBMNEHWX Y cneumdikauisx, nig yac BUpobHMUTBa
roTOBOro NiKapCbKOro 3acoby (pO3LUMPEHHS 3aTBEPIKEHNX
OONYCTUMUX MEX AN5 MOKA3HUKIB, SIKi MOXYTb MaTuW iCTOTHUIA
BNSMB Ha 3aranbHy SiKicTb rOTOBOTO NikapcbKoro 3acoby)
PoswwmpeHHs gonyctummnx mex cneumdikadii N3 3a
nokasHukom pH

304.

CEONAPUCTO
H® KANCYJU

kancynu; no 10 kancyn
y bricTepi; no 3 abo 6,
abo 10 GnictepiB y
KapTOHHiIl kopobuyi

Ecnapma
mbX

HimeyuunH
a

BUPOOHMLTBO
Hepo3dhacoBaHoOro
NpoAyKTy, NepBUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI,

Himeyuunna

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis: 3miHu | Tuny -
3MiHu 3 AkocTi. [oToBUIA Nikapcbkuii 3acib. 3miHn y
BMPOGHMUTBI. 3aMiHa abo BBeAEHHS 104aTKOBOI AiNbHULI
BMPOGHMLTBA AN YacTMHM abo BCbOro BUPOBOHNYOro npoLecy
roTOBOro NMiKapCbKoro 3acoby (QinNbHULS, Ha kil NPOBOAATLCS
Byab-sKi BUpOOHWYI cTagii, 38 BUHATKOM BUMYCKY Cepiid,
KOHTPOIHO SIKOCTi, NEPBUHHOIO Ta BTOPMHHOIO NaKyBaHHS, Ans

be3
peuenma

UA/13150/01/01
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BWMNYCK cepil: HecTepuIbHUX Nikapcbkux 3acobis) BBeaeHHs foaaTKoBOI
dapma BepHirepoae AinbHULI BignoBigansbHoi 3a BUpOGHULTBO Hepo3dacoBaHoro
'm6X, HimeuunHa; npoaykTy - AaeaHc ®apma 'M6X, HimewunHa. 3miHn | Tuny -
BMPOBOHMLTBO 3MiHu 3 sikocTi. [oTOBWI NikapcbkWii 3acit. 3miHn y
Hepo3dpacoBaHoro BMPOGHMUTBI. 3aMiHa abo BBeAEHHS 404ATKOBOI AinbHULI
NpoAyKTY, NepBUHHE BMPOBHMLTBA AN YaCTUHM abo BCbOro BUPOBHWNYOro npouecy
nakyBaHHs, roTOBOrO fikapCbKoro 3acoby (AinbHWUSA Ans NepBUHHOTO
BTOPUHHE nakyBaHHs1) 3amiHa AinbHWUi BUpoBHMLTBA ANS NepBUHHOIO
nakyBaHHs, nakyBaHHsi 113 3 ecnapma Papma Cepsice3 'M6X, HimeuyunHa
KOHTPOMb SKOCTI, Ha AgsaHc ®apma M'm6X, HimeuwunHa. 3minu | Tuny - 3miHm 3
BUMNYCK cepil: sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI.
ApnBaHc ®apma 3amiHa abo BBeAeHHS 4oOaTKOBOI AirnlbHUL BUpOGHMUTBA ANs
'm6X, HimeuyuunHa; YacTuHKM abo BCbOro BUPOOHMYOro NpoLiecy roToBoro
BTOPUHHE nikapcbKkoro 3acoby (QinbHMLA AN BTOPUHHOIO NaKyBaHHS)
nNakyBaHHS: BBeneHHs goaaTKoBOI AinbHULI AN BTOPUHHOIO NakyBaHHS
ecnapma ®apma N3 - AgsaHc ®apma N'M6X, HimevdmHa. 3minm | Tuny - 3miHn
Cepsices 'M6X, 3 AkocTi. [oToBUIA Nikapcbkuin 3acib. 3miHWM Yy BUPOOHULTBI.
HimeuyunHa 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCSt BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUpoOHMKa, LLO BiAMOBiAaE 3a BBe3eHHS Ta/abo
BUMNYCK cepii) - Bkntoyaroumn KoHTponb/BunpobyBaHHs cepil -
BBeneHHs 4oaaTKOBOI AinbHULI BiANOBIAANbHOI 32 KOHTPOIb
SIKOCTi Ta BUNyck cepii - AaBaHc ®apma MM6X, HimeuunHa
3MiHM BHECEHO B iHCTPYKLIilO ANA MEANYHOrO 3aCTOCYBaHHS
LLIOA0 HaNMeEHYBaHHS Ta MiCLLe3HaXOMKEeHHS BUPOOHWMKa 3
BiAMOBIAHMMW 3MiHAMW Y TEKCTi MapKyBaHHS yMakoBKW
nikapcbkoro 3acoby. 3miHu | Tuny - 3miHu 3 sKocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby.
3MiHa y MmeToAax BUNpobyBaHHSA roTOBOrO fikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAKEHUX MeToAax BUNPobyBaHHS)
3MiHa NpuroTyBaHHsi CTaHAAPTHOIO PO34NHY B METOAMLI
BM3Ha4Y€HHSA BMiCTY eKCTPakTy 3Bipoboto B nepepaxyHKy Ha
dnaBoHoign (6e3 3MiHM KOHLEHTpaUii).
305. CEHAOE® TabneTtkn no 13,5 mr Uwnnna Jitg IHais Megiteb IHAis BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - bes UA/6054/01/01
Ne 500: no 20 CnewwvaniTia MNeT. 3MmiHu Wwoao 6esnekun/edekTMBHOCTI Ta hapMakoHarnagy (iHwi | peyenma
TabneTok y 6nictepi, Nitg 3MiHK) CynyTHs 3MiHa - 3MiHM Wwopao G6e3nekn/edekTUBHOCTI Ta
no 25 6nictepis y dapmakoHarnsaay (iHwi 3miHn) BHeceHHs 3MmiH fo posainy
KapTOHHIN kopooLi «MapkyBaHHsi» MKA J13: 3aTBepaxeHo: B cooTBeTCTBUM C
NPUNOXEHHbLIM TEKCTOM MapKupoBkM 3anponoHoBaHo: Y
BiAMNOBIAHOCTi 3 3aTBEPAXEHNM TEKCTOM MapKyBaHHS
3aTBepOXeHHS TEKCTY MapKyBaHHS YMaKoBKU MiKapCbKoro
3acoby i3 3a3HaYeHHSAM MiXHapPOAHMX NO3HaYeHb OAMHULIb
BVMIipIOBaHHS.
306.. CEHAOEKCWU | tabnetkvu no 70 mr,no | ToBapucTtso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/5692/01/01
H-30OPOB'A | 10 Tabnetoky obmexeHo obmexeHo BHECEHHS 3MiH Jo posainy “MapkysaHHa” MKA J13: peuenma
6nictepi; no 10 BianoBiganbHi BignoBiganbHicTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
TabneTok y 6nictepi, cTHo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
no 1 abo no 2 a6o no "®apmaLeBTu KomnaHisi "3popos's” MapKyBaHHS! yMakoBKM MikapCbKoro 3acoby 3 BHECEHHSIM
10 GnictepiB y YHa KOMMaHis iHdbopMalLii Woao 3a3HaYeHHS OAUHWLL BUMIPOBAHHS Y
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KapTOHHiI kopobui "3popos'a” cuctemi Sl. BBeaeHHs 3MiH NpoTsrom 6-T1 micsAuiB nicns
3aTBEPOKEHHS
307.| CUNIBOP kancynu no 70 mr no ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnmx martepianis: 3miHu | Tuny - bes UA/5114/02/02
®OPTE 10 kancyn y 6nictepi, obmexeHo obmexeHo BHECEHHS 3MiH J0 po3ainy “MapkyBaHHa” MKA J13: peuenma
no 2 abo 4 6nictepn y BignoBiganbHi BigNOBiganbHICTHO 3anponoHosaHo: MAPKYBAHHA BignosigHo oo
KapTOHHiIN kopobui cTHo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBMNEHHS TEKCTY
"®apmaneBTn KOMMaHis MapKyBaHHS MEPBUHHOI Ta BTOPMHHOI YMaKOBKM NiKapCbKoro
YHa KOMMaHis "3popos's”, YkpaiHa 3acolby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oauHULb
"3popos's" (Bci cTapiji BMMIiptoBaHHs y cuctemi Sl. BBegeHHs 3amiH npoTsrom 6-tu
BMPOGHMLTBA, MiCsILiB Micnsi 3aTBEPOXKEHHS
KOHTPOMb SIKOCTI,
BUNyCK cepii);
ToBapucTtBo 3
obmexeHo
BigNoBiganbHIiCTIO
"®APMEKC I'PYyI",
YkpaiHa (Bci cTtagii
BUPOBHMUTBA,
KOHTPOIb SKOCTI)
308., CUMBACTEP | Tabnetku, BKpUTI dapmaneBTuy Monblwa dapmaneBTUYHNUIA Monbwa BHECEHHS 3MiH 10 peecTpaLiiHMx maTepianis: 3miHu | Tuny - 3a UA/17894/01/01
on NnNiBKOBOO HWI 3aBof 3aBof 3minHn 3 skocTi. CepTtudikat BignosigHocTi/llE-cepTudikat peuenmom
obornoHkoto, no 20 mr, "MONb®APM "TTONb®APMA" BiAMOBIAHOCTI €Bponencoki apmakonei/moHorpadii.
no 14 tabnetoky A" C.A. C.A. MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BignNoBIg4HOCTI
6nictepi; no 2 abo Buny4eHHs cepTudikata BignoBigHOCTI EBpPONEChKiIl
6nictepu B KapTOHHIN dapmackonei: ana A®l; ona BUXigHOro
navui matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €EBpONENCHKIN
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEpOKEHOro BUPOGHMKaA -
OHoBneHHs cepTudikaTy BignoBiAHOCTI €BpPONENChKil
dapmackonei Ne R1-CEP 2012-337-Rev 01 (3aTtBepmkeHo: R1-
CEP 2012-337-Rev 00) ans gito4oi pe4oBMHU CUMBaCTaTUHY
Bif] BXXe 3aTBEpAXeHoro BMpobHuka (Biocon Limited, IHgis), y
3B'A3Ky i3 BnpoBageHHAM Kepisruurtea ICH Q3D wopo
eneMeHTapHNX JOMILLOK.
309.| CUMBACTEP | TabneTtku, BKpuTI dPapmaueBTUy MonbLa dPapmaueBTUYHUIA Monbwa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/17894/01/02
on NNiBKOBOO HWI 3aBof 3aBof 3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenmom
obornoHkot, no 40 mr "MONb®APM "MONb®APMA" BiANOBigHOCTI E€Bponenchkiii hapmakonei/MmoHorpadii.
no 7 Tabnetok y A" C.A. C.A. MopaHHsA HoBOro abo OHOBIEHOro cepTudikarta BignoBigHOCTI
GnicTepi; no 4 abo BuUny4eHHs cepTudikata BignoBigHOCTI €EBpONENChKil
GnicTepu B KAPTOHHIN capmaxkonei: gna A®l; ansa BuxigHoro
nayui; no 14 Tabnetok matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
y 6nicTepi; no 2 BUKOPUCTOBYOTbCS Y BUpoOHUUTBI ADI; Anst fonoMixxHOT
GnicTepu B KAPTOHHIN peyvoBMHM (CepTuUdikaTt BiaNoBigHOCTI €EBponeinchkil
navui dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEpPKEHOro BUPOBHMKaA -
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
OHoBneHHsa cepTudikaTy BiAnoBiAHOCTI €BpONENChKi
capmaxkonei Ne R1-CEP 2012-337-Rev 01 (3aTBepmkeHo: R1-
CEP 2012-337-Rev 00) ans gjto4oi pe4oBMHU CUMBacTaTUHY
Bif BXXe 3aTBepaKeHOro Bupo6Huka (Biocon Limited, IHais), y
3B'A3Ky i3 BnpoBagxeHHAM Kepisruurtea ICH Q3D wopo
eneMeHTapHMNX JOMILLOK.
310.| CNNABINAKC- | Tabnetkv no 7,5 mr, ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - bes UA/12465/01/01
300POB'A no 10 TabneTok y oBMexXeHo obmexeHo 3amiHa posginy «[padiyHe odopMeHHs ynakoBKM» Ha po3gin | peuenma
6nictepi; no 1 abo 2 BignoBsiganbHi BiANOBIgANbHICTIO «MapkyBaHHsa» B MKA 13: 3anponoHoBaHo: MAPKYBAHHA
6nictepu B kopobuii 3 CTIo "®apmaueBTnyHa BignosiaHo A0 3aTBEPAXEHOrO TEKCTY MapKyBaHHS.
KapToHy "®apmaneBTn KomnaHis "3gopos'a” OHOBMEHHSA TEKCTY MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
YHa KoMMaHis ynaKkoBKW fikapcbKoro 3acoby 3 BHeCEHHSM iHdopMaLii LWoao
"3popos's" 3a3Ha4YeHHs OANHULIL BUMIpIOBaHHSA y cuctemi Sl. BeeaeHHs
3MiH NPOTArom 6-T MicALIB NiCNsi 3aTBEPIKEHHS
311, CMO®KABIB | emynbcis ons iHdysii; PdpeseHiyc HimeuyunH ®peseHiyc Kabi Ab. LLeeuis BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny - 3a UA/14346/01/01
EH no 986 mn, no 1477 Kabi a 3MmiHM 3 AkocTi. [oToBMI Nikapcbkuii 3acib. Cucrema peuenmom
LEHTPANbH mn, no 1970 mn, no Honunang KOHTelHep/3akynoptoBanbHuUiA 3aci6. 3miHa noctavanbHUKa
nm 2463 mn B m6X nakyBanbHuX MaTepianis abo KOMNMEKTYHUMX (SKLLO
TpYKaMepHoMy 3a3HayeHo B AOCbE) (3aMiHa abo gofaBaHHS nocTavanbHUKa)
nnacTMKoOBOMY 3a3HayeHHs1 B MaTepianax peecTpauiiHoro ocbe iHgopMauii
KOHTENHepi «BioiH», npo nocravasnbHuka PboxniHr OepTnb KyHCTITOMTEXHIK
AKUA pasom 3 "M6X/ Rochling Oertl Kunststofftechnik GmbH nakysanbHux
@HTUOKUCHUKOM matepianis (NopTiB iHEY3iAHOrO KOHTEHepa Ta KpULLeYyok),
BMILLIOTb Y 30BHILLHIN AKkuiA ByB gitounm, ane He OyB 3a3HavYeHuWn B peecTpaLiiHoMy
NnacTUKOBUIA MILLIOK; nocbe. Hemae Hisiknx sKicHMX Yu KinbKiCHUX 3MiH KOMMOHEHTIB.
no 986 mn, no 1477 3MiHu | TUny - 3miHK 3 AkocTi. FoToBMIA Nikapcbkuii 3aci6.
mn, no 1970 mn B CuncTtema KoHTeHep/3akynoptoBarbHuii 3aci6. 3miHa
TpYKamepHoMy rnocravanbHWKa nakyBarbHUX MaTepiania abo KOMNIEKTYUMX
nnacTuKoBOMYy (AKLLO 3a3HaYeHO B AoCcbke) (3amiHa abo foaaBaHHs
KOHTelrHepi «biodiHy, noctavanbHvka) [lonaBaHHS HOBOrO nocTavarnbHuKa
SIKM pa3oMm 3 DdpeseHiyc Kabi JovunaHg MvbX/Fresenius Kabi Deutschland
aHTUOKUCHUKOM GmbH nakyBanbHUx MaTtepianis (NopTiB iHY3iHOro
BMILLIOTb Y 30BHILLHIN KOHTeMHepa Ta KpuULEYokK). HeMae Hisikux sikicHUX 4
NNAaCTUKOBUIA MILLIOK; KiNTbKICHMX 3MiH KOMMOHEHTIB.
no 4 MiLkun B KOPOOLY;
no 2463 mn B
TpYKamepHoMy
nrnacTUKoBOMYy
KOHTelHepi «BbiodiHy,
AKUA pasom 3
AHTVOKUCHVKOM
BMILLIOTb Y 30BHILLHIN
NNaCTUKOBUIA MILLIOK;
no 3 MiLKu B KOpPOOLi
312 COPBEHTOM | renb opanbHuii, 0,7 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - be3 UA/13587/01/01
AKC r/r, no 135 r abo no oBMexXeHo obmMexeHow OHOBJIEHHS BXX€ 3aTBEPAKEHOrO TEKCTY MapKyBaHHS. peuenma
2701, abo no 405ry BignoBiganbHi BiANOBiganbHICTIO BHeceHHs 3MiH fo posainy “MapkyBaHHs” MKA J13:
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
KOHTeWHepi; no 1 CTIo "®apmaueBTnyHa 3anponoHosaHo: MAPKYBAHHA BignosigHo go
KOHTeHepy B kopobui "®apmaneBTn KomnaHis "3gopos'a” 3aTBEPAKEHOro TEKCTY MapKyBaHHA. OHOBMEHHS TEKCTY
3 KapTOHY YHa KOMNaHis MapKyBaHHS NEPBVHHOI Ta BTOPUHHOI YNaKoBKM fikapCbKoro
"3popos's" 3acoby 3 BHECEHHSAM iH(opMaLii Loao 3a3HavYeHHs1 OOQMHULb
BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MicauiB nicnsa 3aTBepAXEHHSA
313.| COPBEHTOM | renb opanbHuii, 0,7 ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - - UA/14540/01/01
AKC r/r,in bulk: no 135ry obmexeHo obmexeHo OHOBJIIEHHS BXe 3aTBEPXKEHOro TEKCTY MapKyBaHHA y nakeTax
KOHTelHepi, no 60 BignoBiganbHi BigNOBiganbHICTHO NOABIVHMX 3 NNIBKW NMONIETUNIEHOBOT (BHECEHHS NO3HaYeHb
KOHTelHepiB y kopobui CTIo "®apmaueBTnyHa OAVHULIL BUMIPIOBAHHS, 3 BUKOPUCTAHHSAM NiTEP NaTUHCLKOro
3 kapToHy; in bulk: no "®apmaneBTn KomnaHis "3gopos's” andasiTy, TOLO); BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHSA"
270 r y KOHTenHepi; no YHa KoMMaHis MKA N3: 3anponoHoeaHo: MAPKYBAHHA BignosigHo go
30 KoHTenHepiB y "3popos's" 3aTBEPKEHOrO TeKCTy MapkyBaHHA. MAPKYBAHHA wopo
KOpoO6Li 3 KapTOHY; in npoaykuii in bulk TekcT mapkyBaHHs fogaeTbesi. OHOBMNEHHS
bulk: no 405ry TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT YNaKOBKU
KOHTelHepi; no 20 nikapcbKoro 3acoby 3 BHECEHHsM iHbopmaLii oo
KOHTENHepIB y Kopooui 3a3HauYeHHs1 OAMHULIb BUMIPIOBAHHSA y cuctemi Sl. BBegeHHs
3 KapToHy; in bulk: no 3MiH NPOTAroM 6-TW MicsLiB NiCNs 3aTBEPPKEHHA
50 kr abo no 100 kr y
nakeTax noABiNHMX 3
nniskn
nonieTMneHoBoi
314.| CMUPTON® pO34MH ans MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/12877/01/02
30BHILLHLOrO "OITOOAPM" 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsagy (iHwi | peyenmom
3actocyBaHHs 70 % 3MiHM) 3MiHU BHeCeHi B po3ain "YmoBwu 36epiraHHs" B
no 100 mny iHCTpYyKLUil0 ANs MeQUYHOro 3acToCyBaHHS fikapcbkoro 3acoby
dnakoHax Ta SK HACMNiAOK - Y TEKCT MapKyBaHHS YMakoBKW NikapCbKoro
3acoby.
BBegeHHs 3MiH NpoTsirom 6-Tu MicaUiB Nicns 3aTBEpAXEHHS
315, CMIPUBA® MOPOLLIOK ANsi BepiHrep HimeuumH BepiHrep HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/6495/01/01
iHransuin, Teepai IHrenbxanm a IHrenbxanm ®apma AamiHicTpaTuBHi 3mMiHW. 3MiHa HalMeHyBaHHA Ta/abo agpecu | peyenmom
kancynu no 18 mkr, no IHTepHeLHn Mv6X i Ko. KI' MicLil NPOBaXEHHSI AisnbHOCTI BUpobHUKka/imnopTepa
10 kancyn 3 m6X roTOBOro MiKapCbKOro 3acoby, BKMOYaUM AinbHUL BUMYCKY
NOPOLUKOM AN cepii abo MicLie NpoBefEeHHS KOHTPOIIO AKOCTI. (JiANbHICTb, 3a
iHransuin y énicrepi; sIKy BignoBigae BUpOOHMK/iMNopTep, He BKIOYaoUM BUMYCK
no 3 6nictepu B cepi) BHeceHHs amiH o p. 3.2.P.3.1 BupobHuku, a came
KapTOHHiIN kopobui; no 3MiHa Ha3Bwu nabopaTopii 3 KOHTpornto AkocTi dacT
10 kancyn 3 IesenbwadT drop PapmauonTiwe KyanitetcteHgapac M6X
MOPOLLKOM Ans (Pact 'm6X)/ Phast Gesellschaft fur Pharmazeutische
iHransauin y énicrepi, Qualitatsstandards mbH Ha EBpodiHc PACT Mm6X (Eurofins
no 1 abo 3 Gnictepu B PHAST GmbH), 6e3 3MiHu MicLis BUpoGHMUTBA. 3MiHK | Tuny -
KOMMNNeKTi 3 3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-cepTudikar
NPUCTPOEM BiAMOBIAHOCTI €Bponencoki papmakonei/moHorpadii.
XeHpiXennep® B MopaHHsa HoBoro abo oHOBMEHOro cepTudikaTta BiANOBIAHOCTI
KapTOHHIl kopobui abo BuUny4eHHs cepTucpikata BignoBigHOCTI €EBpONENChHKil
capmakonei: gna A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NpoAykTy, Lo
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHoT
peyosuHu (ME-cepTudikat BignosigHoCTi €BponechbKin
dapmakonei gns Adl/BuxigHoro
matepiany/peareHTy/NnpoMixXHOro NPoAyKTy abo AONOMIKHOI
peyoBuHM) - OHOBMNEHWIN cepTudikaT Big BXe 3aTBEpAXKEHOro
BUpOGHKKa - MoaaHHsa oHoBneHoro IME-cepTudikaTty Big
3aTBepakeHoro BMpobHuka PB Gelatins sikuii 3miHuB Ha3By Ha
Tessenderlo Group N.V., Division PB Leiner, 6e3 3miHn micus
BUPOGHMUTBA. Po3wmpnBcs nepenik KpaiH NOXOAXKEHHSs!
KICTKOBOro MaTepiany KpynHoOro poratoro ckota.
316. CTAMJIO Tabnetku no 10 mr; no O-p Pepni'c IHgis O-p Peppi'c IHais BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/1421/01/02
10 TabneTtok y cTpuni JlabopaTopic JTabopaTopic Jlta, 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
abo 6nictepi; no 2 abo Iitg BupobHnya 3MiHn) BHeceHHs 3miH go po3ainy “MapkyBaHHs” MKA 1137
3 ctpunm abo AinbHMUS - 11 3aTBepakeHo: MapkvpoBka. B coOTBETCTBMM C NPUNOXEHHBIM
Gnictepu y nayui TEKCTOM Mapk1poBku. 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPOKEHOrO TEKCTY MapKyBaHHs. 3aTBepaXeHHs
anbTepHaTMBHOMO TEKCTY MapKyBaHHS YNaKoBKM MikapCbKOro
3acoly i3 3a3HaYeHHAM MiXXHapOAHWX NO3HAaYeHb OAUHULIb
BMMIiptOBaHHS. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicrsa 3aTBEpAXEHHS.
317, CTAMIIO TabneTkn no 5 mr; no O-p Pepai'c IHpia O-p Pepai'c IHais BHECEHHS 3MiH 0 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/1421/01/01
10 TabneTtok y cTpuni JTabopatopic ITabopaTopic J17a, 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
abo 6nicTepi; no 2 abo Nitg BupobHuya 3MiHNn) BHeceHHs 3miH go po3giny “MapkyBaHHs” MKA 113
3 cTpunu abo ainbHuUS - 11 3aTBepakeHo: MapkupoBka. B cooTBETCTBUM C NPUINOXEHHbBIM
6nictepu y navui TEKCTOM MapKMpoBKW. 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPOKEHOro TEKCTY MapKyBaHHS. 3aTBEepXEHHSI
anbTepHaTUBHOMO TEKCTY MapKyBaHHSI YNaKoBKM NiKapCbKOro
3aco0y i3 3a3Ha4YEHHSIM MbKHAPOOHMX NO3HAYeHb OOUHMLb
BUMIpIOBaHHS. TepMiH BBeQEHHS 3MiH - NpOTArom 6 Micsiuis
nicnsi 3aTBEpOXKEHHS.
318 CTUMON® PO3YMH OpanbHUiA, 1 BIOKOJEKC ®paHuisa BIOKOJEKC dpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHX MaTepianis: 6e3 UA/6937/01/01
/10 mnno 10 mny YTOUHEHHs! peecTpauiiiHoi npoueAypy B Hakasi MO3 peuenma
nakeTuiky, no 18 . Ykpaium Ne 2032 Big 04.09.2020 B npoLieci BHECEHHS 3MiH -
NakeTUKIB Y KAPTOHHIN ) ) j
KOPOBL 3MiHM BHECEHI B TEKCT MapKyBaHHS YNaKoBKM MikapCbKoro
3aco0y LWoA0 3a3HaYEHHsT MiXKHAPOAHWUX NO3HAaYeHb OAUHULb
BUMIpIOBaHHSA. TepMiH BBeAEHHS 3MiH: NPOTAroM 6-Tu micauis
nicnsa 3aTBepAXXEHHS.
319, CTOMATO- renb ans siceH no 20r | ToBapucTeo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - be3 UA/13651/01/01
FENb y Ty6i; no 1 Ty6i y obmexeHo obmexeHo BHECEHHS 3MiH Jo posainy “MapkysaHHa” MKA J13; peuenma
300POB'A KOpoO6Li 3 KapTOHY BiAnoBiganbHi BiANOBiganbHICTHO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
cTHO "®apmaueBTuyHa 3aTBEPOKEHOro TEKCTY MapKyBaHHS1. OHOBMNEHHSI TEKCTY
"®PapmaLeBTu KomnaHisi "3popos's" MapKyBaHHS! YMaKoBKM MikapCbKoro 3acoby 3 BHECEHHSIM
YHa KOMMaHis iHcpopMmaLii LWoao 3a3HavYeHHA OAMHULL BUMIPIOBaHHS Y
"3gopos's" cuctemi Sl. BBeaeHHsi amiH npoTtsrom 6-tu MicauiB nicns

3aTBepKeHHA
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
320.| CTPENCHIC® | cnpeit opoMyKO3HUIA; PekkiTT Benuka Hendapm Bnagen Hinepnanau BHECEHHS 3MiH 40 peecTpauiinHMX maTepianis: 3miHu | Tuny - bes UA/6372/01/01
nntoc no 20 mn 'y dnakoHi 3 BeHkisep BputaHis B.B. 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuernma
[03Y04MM MPUCTPOEM; Xenckep BigNOBIgHOCTI €Bponeichkin dhapmakonei/MmoHorpadii.
no 1 dnakoHy B IHTEepHeLwwHN MopaHHsa HoBOro abo oHoBMNEHOro cepTudikaTa BiANOBIQHOCTI
KapTOHHiN Kopobui Timiteq abo BuUnNy4YeHHs cepTudikaTa BiANOBIAHOCTI €BpoNenchKii
capmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI API; Ana aonomixkHoT
peyvoBUHM (CepTuUdikaT BiaNoBigHOCTI €BponenchKin
dapmakonei) - OHoBneHun cepTudikat Bif yxe
3aTBEPAKEHOrO BUPOBHMKaA -
[NogaHHA OHOBREHOro cepTudikarta BignNoOBIAHOCTI
€sponericbkin hapmakonei Ne RO-CEP 2011-017-Rev 01
(satBepmxero: RO-CEP 2011-017-Rev 00) ans giroyoi
peyoBuHM Amylmetacresol Big Bxe 3aTBepXXeHOro BUpobHuka
(3atBepmxeHo: BASF PHARMACHEMIKAL GMBH&CO. KG,
Germany; 3anponoHoBaHo: SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, Germany).
3Minn | TUny - 3miHm 3 akocTi. CepTudikat BignosigHocTI/TE-
cepTudikar BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadii. NMogaHHsA HoBOro abo OHOBNEHOMO
cepTtudpikaTta BignoBigHOCTI abo BMNyYeHHs cepTudikaTta
BignoBigHOCTI €Bponencoki papmakonei: ans AdPI; ans
BUXiAHOrO MaTepiany/peareHTy/npoMiKHOIrO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOBHUUTBI API; Ans 4ONOMIKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI €BpONENCHKin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepAKEHOro BUPOGHMKa -
MoaaHHa oHoBNeHoro cepTudikarta BigNoBIAHOCTI
€sponevicbkinn dpapmakonei Ne R1-CEP 2011-017-Rev 00 ans
fitoyoi pevouHn Amylmetacresol Big Bxe 3aTBepAXKeHoro
BmpobHuka SIEGFRIED PHARMACHEMIKALIEN MINDEN
GMBH, Germany
321, CTPENTOKIH | niodpinisat ans TOB "3 YkpaiHa TOB "03 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/6778/01/02
A3A- PO34uHy ANs iHDY3in "BIO®APMA" "BIO®APMA" 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
BIO®APMA no 1 500 000 MO, 1 3MiHW) BHeceHHs 3MiH fo po3aainy “MapkysaHHa” MKA N3:
hnakoH 3 3atBepaxeHo: MAPKYBAHHA. MapkyBaHHSA nepBUHHOI Ta
niocpinizatom y BTOPUHHOI YNAKOBKN AOAAETHCSA. 3anponoHOBaHO:
6nicTepi; no 1 MAPKYBAHHA. BignosiaHo Ao 3aTBEpO)KEHOro TEKCTY
onictepy y nayui 3 MapKyBaHHS.
KapToHy
322, CYNb®ALUUN | kpanni o4ni 30 % no TOB "®3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu | Tuny - 3a UA/5006/01/01
HATPIO 10 mny "BIO®APMA" "BIO®APMA" 3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
nnacTMKoBOMY 3MiHn) BHeceHHs 3miH oo po3sginy “MapkyBaHHs” MKA J13.
donakoHi; no 1 3areepoxeHo: MAPKYBAHHA TekcT MapkyBaHHS NEPBUHHOI
nakoHy y nayui 3 Ta BTOPVMHHOI YNakoBKN A0AAETLCHA. 3anpornoHOBaHo:
KapTOHY MAPKYBAHHA BignoBioHo 4o 3aTBEPKEHOrO TEKCTY
MapkyBaHHs. OHOBMNEHHSI TEKCTY MapKyBaHHS ynakoBKW
nikapcbKkoro 3acoby 3 BHECEHHSAM iHdopmaLi Woao
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3a3Ha4YeHHs OANHULIL BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
3MiH NPOTSArom 6-TM MICSILIB MiCNs 3aTBEPAKEHHS.
323.| TANTIKOM® Kpanni o4Hi; no 0,3 mn CaHteH AT ®iunsHaia | Jlabopatyap FOHiTep PdpaHuis BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/15538/01/01
y TOOMKy- 3MiHn wopao 6e3neku/edekTMBHOCTI Ta dhapmakoHarnagy. peuernmom
KpanenbHuui; no 10 3MiHa y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
ToBuKiB-KpanenbH1Lb MapKyBaHHS! Ta IHCTPYKUii ANS MEAMYHOrO 3aCTOCYBaHHS Ha
y nakeTi; no 3 naketTn niacTaei perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3nekn
Y KapTOHHil Kopoobui nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neky 3acToCcyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaLiiHui nepiog, abo sk
pe3ynbTaT OUiHKM 3BIiTY 3 OCNIAKEHb, NPOBEAEHNX BigNoBigHO
A0 nnaHy neaiatpnyHux gocnigkeHnb (PIP) (iHwi 3miHn) 3MiHn
BHECEeHO A0 [HCTPyKLUii Ans MeAMYHOro 3aCToCyBaHHS
nikapcbkoro 3acoby o po3aginy "lNo6ivnHi peakuii” BignosigHo
Ao pekomeHaauii PRAC ctocoBHO KOMBiHaLjn Tumonony.
BBegeHHs 3MiH NpoTAarom 3-x MicAUiB Nicns 3aTBEPAYKEHHS.
324, TENNPEC Tabnetku, no 20 wr; "KcaHTic Kinp JIABOPATOPIO OP. Icnanis BHECEHHS 3MiH O peecTpaLinHMx maTtepianiB: TexHivHa 3a UA/15893/01/01
no 14 tabnetoky dapma &. EMEBAPHE, nomurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460) peuenmom
6nictepi; no 2 abo no Nimiten" AHANICIC, C.A,, BunpaBneHHs TeXHIYHUX MOMWUIOK, 3rigHo nn.4, nn.5 n.2.4.
7 6nictepiB y IcnaHis (koHTponb po3giny VI Hakady MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y
KapTOHHIN naywi AKOCTi); pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
JIABOPATOPIOC BUNPaBMEHHS TexHiYHOI nomunkm B MKA B posgaini "Onuc" ans
JIIKOHCA, C.A,, nosysaHHA 80 wmr, wo 6yna gonylieHa BHacMigok
IcnaHis (noBHWI HEKOpPEeKTHOro nepeknagy iHpopmadii 3 peecTpauinHoro 4ocbe
LMK BUpOBHMUTBA, (p.3.2.P.5.1 Ta p.3.2.P.5.2). 3aszHayeHa nomwurka nos’sizaHa 3
BUMYCK Cepii) HEKOPEKTHUM nepekrnagom iHpopmauii 3 JokyMeHTauii dipmu-
BUPOGHVKa, BUNPaBNeHHs Bianosigae matepianam
peecTpauinHoro Aocbe. TexHIYHY MOMUIKY BUNPaBneHO B
iHCTpyKUii AN meauyHoro 3actocyBaHHA 113 y p. "fikapcbka
dopma" (ocHOBHI i3nKo-xiMiuHi BnacTuBocTi) 3aTBepaKeHo:
TabneTku no 80 mr: kancynonogibHi ABoonykni TabneTku Big
6inoro Ao maike 6inoro KonbLOpy 3 rpaeitoBaHHAM «LC» Ha
OfHiv cTopoHi TabneTku. 3anponoHoBaHo: TabneTku no 80 mr:
6ini, kancynonodibHi gBoonykni TabneTku 3 rpasitoBaHHSIM
«LC» Ha ogHin cTtopoHi TabneTku. 3a3HayeHe BUNpaBIeHHs
BifNoBigae maTepianam peecTpaLiiHoro JOChe.
325.| TENNPEC TabneTku, no 40 wr; "KcaHtic Kinp JTABOPATOPIO [OP. IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHix maTepiani: TexHivyHa 3a UA/15893/01/02
no 14 tabnetoky dapma &. EMEBAPHE, nomunka (3rigHo Hakady MOS3 Big 23.07.2015 Ne 460) peuernmom
6nicTepi; no 2 abo no Nimiten" AHANICIC, C.A,, BunpaBneHHst TEXHIYHMX MOMUIOK, 3rigHo nn.4, nn.5 n.2.4.
7 6nictepiB y IcnaHis (koHTponb po3giny VI Hakazy MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y
KapTOHHIN naywi AKOCTi); pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
JIABOPATOPIOC BUMNpaBreHHs TexHiYHoi noMunku B MKA B posaini "Onuc" ans
JNIIKOHCA, C.A., nosyBaHHs 80 wmr, wo byna aonylleHa BHacMigok
IcnaHis (noBHWI HEKOPEKTHOro nepekrnagy iHpopmalii 3 peecTpauiniHoro 4oche
LuKn BUpoBHULTBA, (p.3.2.P.5.1 Ta p.3.2.P.5.2). 3azHaueHa nomwunka nos’sizaHa 3
BUWMYCK cepii) HEKOPEKTHUM nepeknagoM iHdopmadii 3 4oKyMeHTauii dipmu-
BMPOGHVKa, BUNPaBneHHs Bianosigae marepianam
peecTpauiiHoro Aocbe. TexXHIYHY MOMUNKY BUNPaBeHO B
iHCTpyKUii Anst MmeguyHoro 3actocyBaHHs 13 y p. "Mikapcbka
dopma" (ocHOBHI di3nKo-xiMiYHi BNacTuBoCTi) 3aTBepAKeHO:




102

[IponoBxeHHs nonarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauiliHo2o

noceid4yeHHsI

TabneTku no 80 mr: kancynonogibHi ABoonykni TabneTku Big
6inoro oo marxe 6inoro konbopy 3 rpaeitoBaHHAM «LC» Ha
OfHi CTOpOHi TabneTtku. 3anponoHoBaHo: TabneTku no 80 mr:
6ini, kancynonopibHi ABoonykni TabneTky 3 rpasitoBaHHAM
«LC» Ha opHili cTopoHi TabneTku. 3a3HadeHe BUNPaBeHHs
BiANOBIgA€E MaTepianam peecTpauiitHoro 4oChE.

326.

TENNPEC

TabneTtku, no 80 wmr;
no 14 tabnetoky
6nictepi; no 2 abo no
7 bnictepiB y
KapTOHHIN nayui

"KcaHTic
dapma
Nimiteq"

Kinp

JIABOPATOPIO P.

®. EMEBAPHE,
AHAJICIC, C.A,,
IcnaHis (koHTponb
SKOCTI);
NABOPATOPIOC
JIIKOHCA, C.A,,
IcnaHis (noBHWI
LMK BUPOBHMLTBA,
BUMYCK Cepii)

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: TexHivyHa
nomurnka (3rigHo Hakazy MOS3 Big 23.07.2015 Ne 460)
BunpaBneHHs TeXHIYHMX MOMUIOK, 3rigHo nn.4, nn.5 n.2.4.
po3giny VI Hakady MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y
pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BUNPaBMeHHs TexHiYHoi nomunkm B MKA B posagini "Onuc" ans
no3sysarHs 80 wr, Wwo 6yna gonylueHa BHacNigok
HEKOPEKTHOro nepekrnagy iHpopmaldii 3 peecTpauiniHoro 4oche
(p.3.2.P.5.1 Ta p.3.2.P.5.2). 3aszHayeHa nomwurka nos’sizaHa 3
HEKOPEKTHUM nepekrnagom iHdpopmauii 3 JokyMeHTauii dipmu-
BMPOGHVKa, BUNPaBNeHHS BiAnosigae marepianam
peecTpauinHoro Aocbe. TexXHIYHY MOMUNKY BUMpPaBIieHo B
iHCTpyKUii Ans meauyHoro 3actocyBaHHA 13 y p. "flikapcbka
copma" (OCHOBHi (i3NKO-XiMi4HI BNacTUBOCTI) 3aTBEpOXKEHO:
TabneTku no 80 mr: kancynonogibHi Asoonykni TabneTku Big
6inoro Ao maibke 6inoro KonLOpy 3 rpa.itoBaHHAM «LC» Ha
OfHiv cTOopoHi TabneTkn. 3anponoHoBaHo: TabneTkn no 80 mr:
6ini, kancynonoAibHi gBoonykni TabneTku 3 rpa.itoBaHHSIM
«LC» Ha ogHin cTtopoHi TabneTku. 3a3HayeHe BUNpaBIieHHs
BifNoOBigae maTepianam peecTpaLiiHoro JOChe.

3a
peuerimom

UA/15893/01/03

327.

TU3UH®
Kcuno

Kpanni Ha3anbHi,
po3uunH 0,05 %; no 10
My dnakoHi; no 1
bNakoHy y KapTOHHIN
ynakoBLji

MakHin
Mpopaktc
Nimiten

AHnia

JEJTIb®APM
OPJIEAH

DpaHuis

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHU. 3MiHa HalMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpauinHoro noceigveHHs1) 3MiHa
appecu 3asiBHUka MakHin Mpogaktc Jimiteg/McNeil Products
Limited
3MiHM BHECEHO B iHCTPYKLIilO AN MEANYHOro 3aCTOCYBaHHS
LOA0 MiCLie3HaxXOMKEHHS 3asiBHMKa. BBeAeHHs 3MiH NpoTarom
6-T MicaUiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
MicLil NPOBaXEHHSI AisnbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIOYaUM AiNbHAL BUMYCKY
cepii abo MicLile NpoBefEeHHS KOHTPOIIO AKOCTI. (JiANbHICTb, 3a
SIKy BignoBigae BUpOOHMK/iMNopTep, BKIOYaKUM BUMYCK CEPilt)
3MiHa HaliMeHyBaHHS BUPOGHMKa roTOBOTO NiKapCbKOro
3acoby, 6e3 3miHM micus BUpobHuLTBa. 3MiHU BHECEHO B
HCTPYKUIiO ANsi MeAUYHOro 3acTOCYBaHHS LWOAO
HanMeHyBaHHS BUPOOHUMKa 3 BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS! yMakoBKM Mikapcbkoro 3acoby. BBeAeHHs 3MiH
nNpoTArom 6-Tu MicsLiB Nicns 3aTBepoKeHHSA. 3MiHu | Tuny -
3MiHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHn) BHeceHHs 3miH fo po3giny «MapkyBaHHs» MKA N13:
3aTBepaKeHo: TeKCT MapkupoBKK ynakoBku. Mpunaraetcs.
MecTo pacnonoxeHue u MMHUN HaHECEHWS MapK1POBKU

6e3
peuyenma

UA/4817/01/01
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WwpndToM Bpanns mMoryT M3MeHATLCS Ha BTOPUYHOW YNakoBKe
B 3aBMCMMOCTM OT YCIOBMiA 1 TpeboBaHUIA NPON3BOACTBA.
3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEPAXXEHOro TEKCTY
MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS yMakoBKN
nikapcbkoro 3acoby 3 BHECEHHSIM iHdbopMalLlii LWoao
3a3HayYeHHst OAMHULIL BUMIpIOBaHHSA Y cucTemi Sl. BBeaeHHs
3MiH MPOTAroM 6-Tu MicsAUiB nicnsa 3aTBepmKeHHs. 3MiHu | Tuny
- 3MiHM wopao H6e3nekn/edekTMBHOCTI Ta hapMakoHarnaay
(iHLWi 3MiHN)
3miHa agpecu npeacTaBHvKa 3asiBHUKa TOB «[KOHCOH i
[IXOHCOH YkpaiHay, y 3B'A3Ky 3i 3MIHOIO MiCLI NPOBaKeHHS
OifnNbHOCTI.
3MiHM BHECEHO B IHCTPYKLIilO AN MEAUYHOrO 3aCTOCYBaHHS
LLI0AO MICLe3HaXOAXXEHHS NpeAcTaBHMKa 3asBHUKA.
BBegeHHst 3MiH NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAKEHHS.

328.

TU3SNH®
Kcuno

Kpanni Ha3anbHi,
po3unH 0,1 %; no 10
My drnakoHi; no 1
hnakoHy y KapTOHHIN
ynakoBLji

MakHin
Mpopaktc
Nimiten

AHrnis

OEJNTb®APM
OPJIEAH

DdpaHuis

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHm | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpauinHoro noceigveHHst) 3MiHa
appecwu 3asgBHuka MakHin MNpopaaktc Iimitea/McNeil Products
Limited
3MiHM BHECEHO B iHCTPYKLIilO AN MEANYHOro 3aCTOCYBaHHS
OO MiCLe3HaxoMKeHHs 3asiBHMKa. BBeaeHHs 3MiH npoTsarom
6-T MicaUiB micnsa 3aTBepMKeHHs. 3MiHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu
MiCLiA NPOBaMKEHHS AiAnbHOCTI BUpobHuMKal/imnopTepa
roTOBOro MiKapCbKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY
cepii abo micue NpoBeAeHHs KOHTPOIK SIKOCTI. (QisiNbHICTb, 3a
SIKy BiANOBiAae BUPOOHMK/IMIOPTep, BKIOYa4M BUMYCK Cepiit)
3MiHa HalilMeHyBaHHSA BUPOGHMKa rOTOBOTO NiKapCbKOro
3acoby, 6e3 3miHM micusi BUpobHULTBA. 3MiHU BHECEHO B
iHCTPYKLUIiO ANS MeANYHOTro 3aCTOCYBaHHS LLOAO
HanMeHyBaHHS BUPOOHMWKa 3 BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBKyu nikapcbkoro 3acoby. BeBegeHHs 3miH
npoTarom 6-Tn micauiB nicns 3atBepakeHHs. 3MiHu | Tuny -
3MiHn wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHN) BHeceHHs 3miH go po3giny «MapkyBaHHsi» MKA N13:
3aTBepaKeHo: TekcT MapKMpoBKK ynakosku. Mpunaraetcs.
MecTo pacnonoxeHue u MMHUN HAaHECEHVSA MapK1POBKU
wpudptom Bpainng MoryT M3MeHATbLCS Ha BTOPUYHOM YnaKoBKe
B 3aBWCMMOCTU OT YCroBui 1 TpeboBaHuin Npon3BoaCTBa.
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXXEHOro TEKCTY
MapkyBaHHs. OHOBMNEHHSI TEKCTY MapKyBaHHS ynakoBKW
nikapcbKkoro 3acoby 3 BHECEHHAM iHdopMaLii Woao
3a3HayYeHHs OAVHULIL BUMIpIOBaHHSA y cuctemi Sl. BBeaeHHs
3MiH NPOTArom 6-Tu MicauiB nicns 3aTBepaXXeHHs. 3MiHu | Tuny
- 3MiHu wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnagy
(iHLWi 3MiHW)
3MiHa agpecu npefcTaBHvKa 3asiBHUKa TOB «J>)KOHCOH i
[IXOHCOH YKkpaiHay, y 3B'A3Ky 3i 3MIHO MicLis NpoBagKeHHS

6e3
peuenma

UA/4817/01/02
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
DisiNbHOCTI.
3MiHM BHECEHO B IHCTPYKLiO AN MEANYHOTO 3aCTOCYBaHHS
LLoA0 MiCLEe3HaxXodXXeHHs NpeAcTaBHMKa 3asBHUKA.
BBegeHHs 3MiH NpOTArom 6-Tv MicsILiB MicNsi 3aTBEPOAXKEHHS.
329.| TIAMIHY PO34MH Ans iH'ekuin, ToBapucTBO 3 YkpaiHa ToBapwucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnmx martepianis: 3miHu | Tuny - 3a UA/7787/01/01
XnopPua- 50 mr/mn, no 1 mn B obmexeHow obmexeHoto BHECEHHS 3MiH Jo po3ainy “MapkyBaHHs” MKA J13: peuenmom
300POB'A amnyni; no 5 amnyn y BignoBiganbHi BiAMNOBIAAMNbLHICTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo go
6nicTepi; no 2 cTHo "®apmaueBTnyHa 3aTBepOKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
onicTepun B KApPTOHHI "dapmaneBTu KoMnaHisi "3gopos's" MapKyBaHHs1 MEPBUHHOT Ta BTOPUHHOI YMakKoBKMW NiKapCbKoro
kopobuj; no 1 mn B YHa KoMnaHis 3acoby 3 BHECEHHAM iHhopMaLii LLoAo 3a3HavYeHHs1 OQMHULb
amnyni; no 10 amnyny "3popos's" BMMIiptoBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
6nictepi; no1 6nictepy MicaUiB Micnsa 3aTBEPAXEHHSA
B KAPTOHHI KOpooLi;
no 1 mn B amnyni; no
10 amnyn y KapTOHHIN
Kopobui
330.| TIOKTAUMO® | po3umnH ans iH'exuin MEJA ®apma Himeyumn yCi BUpPOOHWU Himeyuunna BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/5289/01/01
600T (600 mr/24 mn); no 24 'm6X eng Ko. a cTagii, 3a BUHATKOM 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
MmN B amnyni, no 5 KIr BUNYCKY cepii: 3MiHN) OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKOro
amnyn B KOHTYpPHIn 3ircopug MamenbH 3acoby 3 BHECEHHAM iHpopMalLlii Loao 3a3Ha4YeHHs oAuHULb
YapyHKOBIN ynakoBLi, 'M6X, HimeuyuunHa; BUMIiptoBaHHs y cuctemi Sl. 3amiva po3giny “I'pacduyeckoe
no 1 KOHTYpHIW Bunyck cepii: MEJA odhopmnieHne ynakoBku” Ha “TekcT mapkyBaHHs” MKA J13.
YapyHKOBIN yrnakoBLi B dapma 'M6X eHg 3aTBepaxeHo: Mpadmyeckoe ohopmeHne ynakoBK1
navui Ko. KI', HimevunHa CooTBETCTBYET NPEAOCTaBNEHHOMY rpadM4ecKoMy
1300paxeHuto ynakoBku. 3anpornoHOBaHO: TEKCT MapKyBaHHSI.
Bianosigae 3aTBepmKeHHOMY TEKCTY MapKyBaHHS. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 MicsLiB Micnsi 3aTBEPOXKEHHS.
3minn | Tvny - 3miHn Wwopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHW) 3MiHK B iHCTpYKLUIii Ansi
MELIMYHOrO 3aCTOCYBaHHs NikapCbKoro 3acoby: 3MiHEHO TEKCT
oo iHpopMyBaHHSA Npo NobiyHI peakuii. TepmiH BBEAEHHS
3MiH - NPOTAroM 6 MicsAUiB Nicnsa 3aTBEPAXEHHS.
331, TOBPEKC® kpanni o4Hi, 0,3 %, no Hosaprtic LLisenuapi AnkoH-Kyspbop Benebris BHECEHHS 3MiH 0 peecTpauiHux maTepianis: 3minm Il Tvny - 3a UA/11364/01/01
5 mn y dpnakoHi- dapma Al a 3MiHM Wwoao 6e3neku/edeKTUBHOCTI Ta hapMakoHarnagy. peuenmom
KpanensHuui"dpon- 3MiHUN y KOpOTKili XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
TeliHep®"; no 1 MapKyBaHHS Ta IHCTPYKLUii ANS MeAUYHOro 3aCTOCYBaHHS Y
dnakoHy-KpanenbHULi 3B’A3KY i3 HOBMMMW J@HUMWU 3 SKOCTi, AOKMNIHIYHUMM, KNiIHIYHUMUN
y kopobLj 3 kapToHy OaHnMu Ta AaHuMu 3 hapmakoHarnsay - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeaMYHOro 3acTocyBaHHs nikapcbKoro 3acoby
no posginis "®apmakornorivHi BnactueocTi”, "OcobnmneocTi
3actocyBaHHs1", "Cnoci6 3actocyBaHHs Ta goau"”, "Oitn"
(3aTBepOkeHo - IcHYIOTb AaHi, ki NigTBepAKyoTh 6e3neky Ta
eeKTNBHICTb 3aCTOCYBaHHS npenapaTy AiTAM, BKIYaym
HOBOHaPOKEHUX 3 KOH IOHKTMBITOM, SIKUM 3aCTOCOBYBAmnu OYHi
kpanni TOBPEKC® 5 pasis Ha AeHb NpoTarom 7 OHIB.;
3anponoHoBaHo - O4Hi kpanni TOBPEKC® moxHa
3acTocoByBaTU AiTSIM BIKOM Bif 1 poKy Y Tivi ke Ao3i, Wo i
popocnum. Hapasi HasBHi gaHi onucaHi y posaini
«dapmakonoriyHi BnacTnBocTi». besneka Ta e(heKkTUBHICTb
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
o4Hux kpanens TOBPEKC® y gitet monoaiue 1 poky He
BCTaHOBIeEHI.), "MNobGivHi peakuyii”
332.| TOBPEKC® kpanni oyHi, 0,3 %, no Hosapric Lsenuapi AnkoH-Kyspbop Benbris BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/11364/01/01
5 mn y donakoHi- dapma Al A 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
KpanensHuui"dpon- 3MiHW) - OHOBJIEHHS BXXE 3aTBEPKEHOro TEKCTY MapKyBaHHS
TevHep®"; no 1 NepBUHHOI Ta BTOPUHHOI ynakoBku J13 (BHECEHHS NO3HaYeHb
cbnakoHy-kpanenbHuL OOVHMLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM fliTep NaTUHCLKOro
y kopobLj 3 KapToHy andasiTy, ToL0); BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHSA"
MKA N3: 3aTBepaxeHo: TeKCT MapKyBaHHSA NEPBMHHOI Ta
BTOpPUHHOI ynakosku J13. 3anponoHosaHo: MapkyBaHHs.
3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHsS. OHOBMNEHHS
TEKCTY MapKyBaHHS1 YNakoBKW fikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTSArom 6-TW MICSILIB MiCNsi 3aTBEPKEHHS.
333.| TPABATAH® | kpanni o4Hi, 40 Hoeapric LLsenuapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/12422/01/01
MKr/mn, no 2,5 mn y dapma Al a 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi | peyenmom
nakoHi-kpanenbHuULi; 3MiHN) BHeceHHs 3miH go po3giny “MapkyBaHHS":
no 1 aéo no 3 B3aTBepaxeHo: MapkupoBka. 3anponoHoBaHo: MapkyBaHHs.
hnakoHuW-KpanenbHuUL 3rigHO 3aTBEpKEHOro TEKCTY MapKyBaHHsl. OHOBMNEHHS
B MPOMiXKHIi ynakoBLj TEKCTY MapKyBaHHS1 yNakoBKW MikapCbKoro 3acoby 3
3 ¢honbru B kKopobui 3 BHECEHHAM iH(opMaLlil LWoJo 3a3HAaYeHHSA O4MHULb
KapTOHYy BMMIiptOBaHHS y cuctemi Sl.
BBegeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEPAXXEHHS.
334, TPECIBA® PO34MH Onst iH'ekuin, A/T Hoso Lanis BupobHumuTBO, Hanis/ BHECEHHS 3MiH 0 peecTpaLiiHix MaTepianis: 3miHu | Tuny - 3a UA/14264/01/01
®NEKCTAY® | 100 O/mnno 3 mny Hopaick HanoBHEHHS B dpaHuis 3miHu wopo 6e3nekn/edekTMBHOCTI Ta hbapMakoHarnsay. peuenmom

KapTpumXi, AK1Nn
MiCTUTBCS Y
6araTono30Bil
0[HOPA30BIN LWNpUL-
py4ui; no 1 abo no 5
LUNPULI-PYYHOK Y
KapTOHHIN kopobui

NepBUHHY YMaKoBKY

Ta KOHTponb Banky.

BignosiganbHui 3a
BUMYCK:

A/T HoBo Hopgick,
LaHia
KomnnekTyBaHHs,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHsS rOTOBOroO
npoaykTy. KoHTponb
sIKOCTi Banky
roTOBOro MNPOAYKTY
Ta KiHUeBoro
roTOBOro NPOAYKTY:
A/T Hoeo Hopagick,
[aHisa
MapkyBaHHS Ta
BTOPWHHE
nakyBaHHsi FOTOBOIO
NpoayKTy:

A/T Hoeo Hopaick,
[aHis
HoBo Hopaick
MpogatokcboH CAC,

BBeneHHs abo 3MiHM 00 y3aranbHEHWUX aHWX NP0 CUCTEMY
dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPO
cucTtemy chapmakoHarnsay, 3MiHa ynoBHoBaXeHoi ocobu,
BiZNOBIganNbHOI 3a 34iMCHEHHS (hapMaKoHarnsay; KOHTAKTHOI
ocobu 3 hapmakoHarnagy 3asBHWUKa ANst 3AINCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
YMOBHOBAXEHOi 0cobM, BignoBiganbHOI 3a 30iNCHEHHS
dapmakoHarnsay (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHI MacTep-anna cuctemu papmakoHarnsgy) 3miHa
KOHTAKTHMX JAHMUX KOHTAKTHOI 0COBU YNMOBHOBaXEHOT 0CO6U
3asBHVKa, BignoBiganbHoi 3a 34iNCHEHHs hapMakoHarnsay B
YkpaiHi.
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
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n 3acoby ynakoeka) noceioYyeHHs1
DpaHuis
335, TPUTAH- TabneTtku, no 10 Kapina IHpis Kagina IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - [Ne 10 - 6e3 UA/14735/01/01
TabneTok y cTpuni, no dapmacblThK dapmackoTrkana AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecn | peyenma,
1 a6o no 10 cTpunis B ana Jlimiteq Jlimiteq MiCLiSl NPOBaKEHHSI AisnbHOCTI BUpOBHUKa/imnopTepa Ne 100 - 3a
KapTOHHIN ynakoBLi roTOBOro MikapCbKoro 3acoby, BKIOYakun AinbHULi BUNYCKY | peuernmom
cepii abo micue NpoBeAeHHS KOHTPOIIO SIKOCTI. (QiSNbHICTb, 3a
SIKy BignoBigae BUpOOHMK/iMNopTep, BKIOYAUM BUNYCK Cepiit)
- 3MiHa agpecw BUpoGHUWKa. 3MiHM BHeceHi y po3ain "Hasga i
MiCLie3HaxoXXeHHs BUPOOHMKA" B iHCTPYKLUilO ANs MeguyHoro
3aCTOCyBaHHS Ta SIK HAcMiAoK - BiAMOBIAHI 3MiHM y TEKCTI
MapKyBaHHS1 YNakoBKku nikapcbkoro 3acoby; amitu | Tuny -
3MiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay (iHwi
3MiHN) - BHeceHHs 3miH go posainy «MapkysaHHsa» MKA J13:
3atBepaxeHo: MAPKYBAHHA TekcTn MapKyBaHHS MEPBUHHOIT
Ta BTOPVMHHUX YNaKoBOK A0AaKTbCs. 3anponoHOBaHoO:
MAPKYBAHHA BignoBigHo 40 3aTBEPKEHOrO TEKCTY
MapkyBaHHs1. OHOBINEHHSI TEKCTY MapKyBaHHs ynakoBKW
nikapcbkoro 3acoby (BignosigHo go BuMor Hakazy MO3
Ykpainun Big 23.07.2015 Ne 460 3i 3MiHamMu) 3 BHECEHHAM
iHbopMmaUii Woao 3a3HaYeHH OAUHWLL BUMIPIOBAHHS Y
cuctemi Sl
336, TPUMCINA TabneTtkn, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3a UA/8739/01/01
200 NNiBKOBOO dapmacbkloThK dapmacbioTukanc 3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acib. Cuctema peuenmom
o6onoHkoto, no 200 anc Jlimiteg TimiTen KOHTeWHep/3aKkynoptoBarnbHUiA 3aci6. 3mMiHa po3Mipy ynakoBKu
Mr, no 6 TabneTok y roTOBOro MiKapCbKOro 3acoby (3MiHa KiflbKOCTi OANHULb
cTpuni, no 1 abo no 5 (Hanpuknag TabneTok, amnyn ToLWO) B ynakoBLi:) - 3miHa no3a
CTPUMIB Y KapPTOHHIW iana3oHOM 3aTBepaXeHUX po3MipiB ynakoBku - BBeaeHHs
ynakoBui; no 15 poparkoBoi ynakoBku Ne30 (15x2), 6e3 3MiHM NepBUHHOTO
TabneTok y cTpuni; no nakyBanbHOro Matepiany Ta 3 BiANOBIAHUMW 3MiHaMK A0
1 abo no 2 cTpunu y po3ainy «Ynakoskay. BBefeHHs 3MiH NpOTArom 6-Tu Micsiuis
KapTOHHIN ynakoBLji nicrsa 3aTBEpAXEHHS.
337, TPUCONb PO34uH ANns iHdy3ii; TOB "lOpis- YkpaiHa TOB "lOpis-Papm" YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/13806/01/01
no 200 mn a6o 400 mn Papm" 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
y nnswkax; no 200 mn 3MiHM) OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKM IikapCbKOro
abo 400 mn y 3acoby 3 BHECEHHAM iHhopMalLlii Loao 3a3Ha4YeHHs oAUHULb
KOHTenHepax BMMIiptoBaHHs y cuctemi Sl. TepMiH BBEAEHHS 3MiH - NPOTSIroM
6 micsAuiB nicnsa 3aTBEpAXKEHHS.
338.| YMKAIIOP® TabneTku, BKPUTI Op. Binbmap HimeuunH | Op. Binbmap LUBabe HimeuunHa BHECEHHS 3MiH A0 peecTpauinHnx maTepianis: 3MiHu | Tuny - bes UA/6691/03/01
NniBKOBOO LLisabe MmbX i a Mv6X i Ko. KI 3MiHu 3 gkocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHMKa peuenma
obonoHkoto, no 20 wmr, Ko. KI BWXiAHOro/NPOMIDKHOTO MPOAYKTY/peareHTy, Lo
no 15 tabnetok y BMKOPUCTOBYIOTLCS Y BUpoBHUYOMY npoLeci ADI, abo 3miHa
6nicTepi; no 1 abo 2 BUPOGHMKa (BKIOYakoun, Ae HeobxigHO, MicLe NpoBEAEHHS
Gnictepu B KapTOHHIN KOHTporto sikocTi) APl (3a BigcyTHOCTI cepTudikaTa
kopoobui BiANOBIgHOCTI E€Bponenchkii papmakonei y 3aTBepaKeHOMyY
0ocbe)(iHLWi 3MiHW)
- 3miHa BUpOOHWMKa BMXIAHOT CUPOBMHM, LLIO BUKOPUCTOBYETHCSH
B MpoLeci BUTOTOBMNEHHS Ail040i pe4OBMHU, @ cCaMe BBEAEHHS
HOBOrO NocTavaribHUK POCMHHOI cMpoBUHU Pelargonium
sidoides DC. - K. NaynbceH botanikans Mtu Jitg. NiBgeHHa
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
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n 3acoby ynakoeka) noceioYyeHHs1
Adpukal/ K. Paulsen Botanicals Pty Ltd South Africa
339.| ®ABPA3UM® | nopoliok ans [>xeH3am HinepnaH IbxeHsanm lpnaHg Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiHMX MaTepianis: 3miHu | Tuny - 3a UA/10306/01/01
NpUroTyBaHHSA Opon B.B. an JimiTeq, lpnangis Benuka 3MmiHu 3 AkocTi. FoToBUIA Nikapcbkuii 3acid. 3miHK y peuenmom
KOHUeHTpaTy (5 Mr/mn) (BMPOBHMLTBO BpuTtanis/ BMPOOHMUTBI. 3MiHa po3mipy cepii (BkntoYaloumn fAianasoH
ANs PO34KHY Ans KiHLEBOro NpoayKTy CnonyJeHi po3mipy cepii) roToBoro nikapcbkoro 3acody (Macwrtab gns
iHcpysin, no 5 mr abo (fill/finish), koHTpOnb LWTatn nikapcbkoro 3acoby 6ionoriyHoro/iMyHONOriYHOro NOXoAXKeHHS
no 35 mr y cprakoHi; cepii, nepBuHHa Ta Amepukn 36inbLmMBCS/3MeHWMBCS 63 3MiHM BUPOBHMYOro npouecy
no 1 donakoHy B BTOPWHHA ynakoBKa, (Hanpwvknag ay6nioBaHHs MiHii)) 36inbLeHHs 06'emy
KapTOHHiI kopooLi [03Bin Ha BUNYCK BMPOGHMLTBA roTOBOrO nikapcbkoro 3acoby no 35 mry
cepii (ans 35 mr)); hnakoHi, BUpobHuuTBa [xeH3anm lpnang fimiteq, lpnangis,
Ixensanm Jlimiten, LINAXOM AoAaBaHHs NiHii HanoBHeHHs 01 Ta mioginizatopa 02.
Benuka bBputaHia Po3mip cepii ans 060x BUpoGHMYMX NiHi 0OAHAKOBUIA.
(BTOPUHHA BHeceHHs pefakuiiHix npaBok Ao posainy 3.2.A.1.
ynakoBka, A03BiN Ha
BUNyCK cepii);
Xocnipa IHk.,
Cnonyyeni WraTtn
Amepukm
(BMpOBHMLTBO,
nepBUHHA ynakoBka)
340, ®APMACAJI- | nopoLuok (cybcTaHLis) CaniHeH ABCTpis CaniHeH Ayctpis Al ABCTpis BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - - UA/3584/01/01
HATPIO y Milkax AycTpia Al 3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
xnoevg nonieTuneHoBmx ans BigMNoBigHOCTI €Bponenchkin hapmakonei/MmoHorpadii.
tapmaueBTUYHOIoO MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BignoBig4HOCTI
3acToCyBaHHS abo Buny4eHHs cepTudikarta BigNoBiAHOCTI €EBPONENCHKIN
capmakonei: gna Ad®l; ana BuxigHoro
maTepiany/peareHTy/npoMiKHOro NpoaykTy, Lo
BVKOPVCTOBYIOTBCS Y BUPpOBHUUTBI API; ans AONOMiIKHOI
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI EBponenchkin
apmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBepAKEHOro BUPOGHMKa -
[MopgaHHA oHoBREHOro cepTudikaTy BiANOBIAHOCTI
€sponericbkint hapmakonei Ne R1-CEP 2004-315-Rev 02 Big
3aTBepakeHoro BMpobHuka A®I Hatpito xnopuay
BMpo6HuUTBa CaniHeH Ayctpia Al, ABCTpis (3aTBepaXeHun
cepTtudikaT BignosigHocTi €Bponenchkini papmakonei Ne R1-
CEP 2004-315-Rev 01). lNMpuBeaeHHs Cneundikadii Ta
METOAMK KOHTPOMIO Y BiANOBIAHICTb A0 aKTyarnbHOi MoHorpadii
€p.Papm. 0193 Ha Sodium chloride.
341. ®APMACYII cycneHsis ans MAT "®apmak” YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHK, Lo 3a UA/2319/01/01
H® H 30/70 iH'ekuin, 100 MO/mn, noTpebyoTb HOBOI peecTpalii (3rinHo Hakady MOS3 Big peuenmom
no 3 Mn B KapTpuoxi; 23.07.2015 Ne 460) - He3HauHi 3MiHK BionoriyHOT peYoBUHM
no 5 kapTpugxis y abo 6ioTexHOMNOriYHOro NPoAyKTY.
6nicTepi; no 1
6nictepy B nayui 3 MepiognyHiCTb NogaHHA perynspHO OHOBMIOBAHOIO 3BITY 3
KapToHy; no 5 mn abo 6esneku, BianosiaHo Ao MNopsAaKy 30iNCHEHHS
no 10 Mn y donakoHi; chapmakoHarnsgy, 3aTBepg)KeHoro HakazomM MiHicTepcTBa
no 1 pnakoHy B nayui OXOPOHU 340pOB’A YkpaiHu Big 27 rpyaHsa 2006 poky Ne 898,
3 KapTOHY 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii Ykpainm 29 ciyHs
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
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2007 poky 3a Ne 73/13340 (y pepakuii Hakady MiHictepcTBa
OXOpOHU 3A40poB'A YkpaiHu Bia 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3HaYEHUMN Y NepioANYHOCTI
nodaHHs perynsipHux 3siTi 3 6e3neku.
342.| ®APMACYII cycneHsist ansi MAT "®apmak” YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHW, L0 3a UA/2320/01/01
H® H NP iH'ekuin, 100 MO/mn, noTpebyoTb HOBOI peecTpalii (3rigHo Haka3y MOS3 Big peuenmom
no 3 Mn B KapTpuaxi; 23.07.2015 Ne 460) - He3HayHi 3MiHK BionoriyHoi pevoBUHM
no 5 kapTpuoxis y abo 6ioTexHOMNOriYHOro NPoayKTy.
6nictepi; no 1
6nictepy B nayui 3 MepioanyHiCTb NOAAHHA perynsipHO OHOBMIOBAHOIO 3BITY 3
KapToHy; no 5 mn abo 6e3nekw, BianoBigHO Ao MopsaKy 3QiNCHEHHS
no 10 Mn y dnakoHi; hbapmakoHarnsgy, 3aatBepokeHoro Hakasom MiHicTepcTea
no 1 dnakoHy B nayui OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
3 KapTOHY 2006 poky Ne 898, 3apeectposaHoro B MiHicTepcTBi loCcTuLii
Yxkpainn 29 ciyHa 2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), ctaHOBWTB: 3rigHO 3i CTpOKamu,
3a3HavYeHNMY y NepioguYHOCTiI NOAAHHS perynsipHuX 3BiTiB 3
6esnekn
343.| ®EKCO®EH - | tabnetku, BKpUTI CaHoBernb TypeyuunH CaHoBenb Insy TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/10632/01/02
CAHOBEIJb NnNiBKOBOO Insy CanHai Be a CaHai Be TugpxapeT AamiHicTpaTmBHiI 3MiHW. 3MiHa HallMeHyBaHHsi Ta/abo agpecu peuyenma
obornoHkoto, no 180 Tupxapet A.L. MicLisi NPOBaKEHHS AisiNbHOCTI BUpOGHUMKa/imnopTepa
mr; no 10 TabneTok y A.L. roTOBOro MikapCbKOro 3acoby, BKMOYAKUM AiNbHUL BUNYCKY
6nictepi; no 1 abo 2 cepii abo micue NpoBeAeHHS KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a
Gnictepun y KapTOHHIN SKy BiAMNOBiAae BUPOOHMK/IMMOPTEp, BKIOYa4M BUMYCK CEpiit)
kopooui - 3miHa agpecu BupobHuka [T13. CaHosenb Insy CaHai Be
TupxapeTt A.LLL./Sanovel llac Sanayi ve Ticaret A.S., 6e3 3MmiHu
MicLisi BAPOOHULITBA.
344, ®EKCO®EH - | tabnetku, BKpUTI CaHoBenb Type4uunH CaHoBenb Insy TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3miHu | Tuny - bes UA/10632/01/01
CAHOBEIb NniBKOBOO Insiy CaHai Be a CaHai Be Tugxapet AamiHicTpaTuBHI 3MiHW. 3MiHa HaimeHyBaHHs Ta/abo agpecn | peuenma
0bornoHkoto, no 120 Tupxapet A.L. MiCList NPOBaKEHHS AisiNbHOCTI BUpOGHUMKa/imnopTepa
mr; no 10 TabneTok y A.L. roTOBOro MiKapCbKOro 3acoby, BKIOYaUM AinbHULL BUMYCKY
6nicTepi; no 1 abo 2 cepii abo micue NpoBeAeHHS KOHTPOIKO SIKOCTI. (isNbHICTb, 3a
Gnictepu y KapTOHHiIn SIKy BiAMNOBiAae BUPOOHWMK/IMMOPTEP, BKIOYa4M BUMYCK Cepiit)
kopooui - 3miHa agpecu BupobHuka T13. CaHosenb Insy CaHai Be
Tupxapet A.LLL./Sanovel llac Sanayi ve Ticaret A.S., 6e3 3miHn
MicLisi BAPOOHMLITBA.
345, ®ENI3 C TabneTku, BKPUTI ToppeHT IHAis ToppeHT IHAgis BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/16810/01/01
NniBkOBOIO dapmacbioTika dapmacbioTikanc 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy (iHwi | peyenmom
obonoHkoto, no 10 wr, nc Jltg Nto 3MiHM) OHOBMEHHSA TEKCTY MapKyBaHHS YMakoBKMN MiKapCbKoro
no 10 TabneTok y 3acoby 3 BHECEHHAM iHhopMalLlii LLoao 3a3HaYeHHS OAUHULb
6nicTepi, no 1, 3 abo BMMiptoBaHHs y cuctemi Sl. BBeaeHHst 3mMiH npoTsrom 6-u
10 6nicTepiB y MicALIB MiCNs 3aTBEPXEHHS.
KapTOHHIN ynakoBLi
346.| ®EHIMNAWH- Tabnetkn no 10 mr, no | ToBapucTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/7885/01/01
300POB'A 10 TabneTok y oBMexXeHo obmMexeHow OHOBJIEHHS TEKCTY MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT peuenmom
6nictepi; no 5 BignoBiganbHi BignoBiganbHIiCTIO ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSIM iHdopMaLlii LWoao
onicTepiB y KApTOHHIN CTHO "PapmaLeBTUYHa 3a3Ha4YeHHs1 OAMHULIL BUMIPIOBAHHSA y cuctemi Sl. 3amiHa
Kopooui "®apwmaneBTu KomnaHis "3gopos's" po3giny «padiyHe opopMNEHHS yNakoBKU» Ha po3gdin
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUPOb6HUKa

Peecmpauyitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauiliHo2o
noceid4yeHHsI

YHa KOMMNaHis
"3n0poB's”

«MapkyBaHHa» B MKA J13: 3anponoHosaHo: MAPKYBAHHA
BignoBigHo Ao 3aTBEpPXKEHOrO TEKCTY MapKyBaHHs. BBegeHHsA
3MiH NPOTArom 6-T MicsLiB Nicns 3aTBEpPAKEHHS

347.

OEHINIH-
300POB'A

Tabnetku no 30 mr, no
20 TabneTtok y
6nictepi, no 1
GnicTepy B KapTOHHil
Kopobui

TosapucTBo 3
oBMexXeHo
BignoBiganbHi
cTo
"dapmaneBTu
YHa KOMNaHis
"3popos'a”

YkpaiHa

ToBapwucTtBo 3
obmMexeHo
BigNOBiganbHICTHO
"®apmaueBTUYHa

KoMnaHisi "3gopos's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3miHu | Tuny -
OHOBMEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
yNaKkoBKW fikapcbKoro 3acoby 3 BHeCEeHHSAM iHdopMaLii Wwoao
3a3Ha4YeHHs OAVHULL BUMIpOBaHHS Y cuctemi Sl. 3amina
po3ainy «[padiyHe oPopMIEeHHS YNakoBKU» Ha po3gain
«MapkyBaHHsa» B MKA J13: 3anponoHoBaHo: MAPKYBAHHA
BignoBigHo Ao 3aTBEpPXKEHOrO TEKCTY MapKyBaHHs. BBegeHHsA
3MiH NPOTArom 6-TM MicsLIB NicNsi 3aTBEPAKEHHS

3a
peuerimom

UA/7886/01/01

348.

®EPBEKC
ans
NOPOCAUX

MOPOLLIOK ANst
OopanbHOro po3yunHy; 8
calle y KapTOHHiIn
Kopobui

YMNCA CAC

®paHuin

YMNCA CAC

dpaHuis

BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3miHu 3 akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BigNoBigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBIEHOro cepTudikaTta BignNoBIAHOCTI
abo Buny4eHHsi cepTudikaTa BigNoBiAHOCTI €EBpONENChbKin
capmakonei: gna Adl; gnsa BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPVCTOBYIOTBCS Y BUPOBHUUTBI A®I; AN 4ONOMIKHOT
peyvoBUHM (CepTuUdikaTt BianoBigHOCTI EBponenchkin
dapmakonei) - OHoBneHui cepTudikat Bif yxe
3aTBEpPAKEHOro BUPOGHMKaA -
noJaHHsi OHOBMEHOrO cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei Ne R1 CEP-2000-124 Rev 08
(satBepmxeHo: R1 CEP-2000-124 Rev 07 ) ans aitoyoi
peyoBuHM Paracetamol Big Bxe 3aTBEpAXXeHOro BUpobHuKa
Angiu Lu'an Pharmaceutical Co., Ltd.

6e3
peuenma

UA/7741/01/01

349.

®EPBEKC
ansa
[OPOCIIUX
3

MAJINMHOBM
M CMAKOM

MOPOLLIOK AN
OpanbHOro po3yunHy; 8
calle y KapTOHHIn
Kopobui

YMNCA CAC

®paHuia

YMNCA CAC

DdpaHLuis

BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BigMNOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MopaHHsa HoBoro abo oHoBMNEHOro cepTudikaTta BiANOBIAHOCTI
abo Buny4eHHs cepTudikata BignoBigHOCTI EBpONENChKil
capmakonei: gna A®l; ana BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, WO
BUKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; onst fonoMixxHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI EBponenchkin
dapmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEpAKEHOro BUpobHMKa
NnoJaHHs OHOBMEHOro cepTudpikata BigNoBIAHOCTI
€sponelicbkint hapmakonei Ne R1 CEP-2000-124 Rev 08
(3aTBepmxeHo: R1 CEP-2000-124 Rev 07 ) ans gitovoi
peyoBuHM Paracetamol Bif BXe 3aTBepAXeHOro BUpobHmKa
Angiu Lu'an Pharmaceutical Co., Ltd.

6e3
peuenma

UA/3128/01/01

350.

olITonit

PO34UH OparnbHuWiA, No
100 mn y cpnakoHi; no
1 donakoHy pa3om 3i

TosapucTBo 3
obGMexeHo
BiAnoBiganbHi

YkpaiHa

ToBapwucTtBo 3
oBMexeHo
BiANOBIAANbHICTHO

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHMx MaTepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsay (iHwi
3MiHW) BHeceHHs 3miH o po3sginy “MapkyBanHs” MKA J13:

6e3
peuenma

UA/13118/01/01




110 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
LLNPUL-[03aTOPOM CTIo "®apmaueBTnyHa 3atBepaxeHo: MAPKYBAHHA BignosigHo o 3aTBepaXeHoro
cKnaeHuM y kopobui "®apmaneBTn KomnaHis "3gopos'a” TEKCTY MapKyBaHHS, LLO A0AAETLCHA. 3anponoHOBaHO:
3 KapTOHY YHa KOMMaHis MAPKYBAHHA BignosigHo A0 3aTBEPAKEHOro TEKCTY
"3popos's" MapKyBaHHS. 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKK
nikapcbKoro 3acoby LoAo0 3a3Ha4YeHHs! MiXXHapO4HMX
Nno3HayeHb OQUHWLE BUMIpIOBaHHA. TepMiH BBEOEHHS 3MiH -
npoTArom 6 MicsLiB nicnsi 3aTBEpPAXKEHHS.
351.| ®ITONIT kancynu, no 10 kancyn | ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHmx maTtepianis: 3miHu | Tuny - bes UA/3650/02/01
y bnicTtepi; no 3 abo 6 oBMexXeHo obmMexeHo BHECEHHS 3MiH Jo po3ainy “MapkyBaHHs” MKA J13: peuenma
GnicTepiB y KapTOHHil BignoBsiganbHi BiANOBIgANbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
KopobuLi CTIo "®apmaueBTuyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHA. OHOBMEHHS TEKCTY
"dapmaneBTu KoMnaHisi "3gopos's" MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOIT YNaKOBKW MikapCbKoro
YHa KOMMaHis 3acoby 3 BHECEHHAM iHdopMalLlii LLoAO 3a3Ha4YeHHSA OANHULb
"3popos's" BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu
MicAuiB NMicnsa 3aTBEPAXEHHSA
352, ®JIOFEH3UM | TabneTku, BKpUTI MYKOC HimeuunH MYKOC HimeyunHa BHeceHHs 3mMiH [0 peecTpauinHmux maTepianis: 3miHu | Tuny - 3a UA/2843/01/01
o6onoHkoto no 20 dapma M6X i a EmynbcioHcresennb 3MiHM Wopo 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi | peuenmom
TabneTok y 6nicTepi; Ko. KI" wadT M6X 3MiHW) - BHECEHHS 3MiH A0 po3giny «MapkyBaHHsi» MKA J13:
no 2, no 5 abo no 10 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPOKEHOro TEKCTY
GnicTepiB y KapTOHHIl MapKyBaHHs1. OHOBINEHHS TEKCTY MapKyBaHHS YMakoBKW
kopobui; no 800 nikapcbkoro 3acoby 3 BHECEHHSM iHdopMaLii Wwoao
TabneTok y 6aHkax 3a3Ha4YeHHs OANHULIL BUMIpIOBaHHSA y cuctemi Sl. BBegeHHs
3MiH NPOTAroM 6-Tn MiCALIB NiCNs 3aTBEPOKEHHS.
353.| ®JTIOPUCEL- kancynu no 10 kancyn ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHmx maTtepianis: 3miHu | Tuny - 6es UA/8853/01/01
300POB'A y 6nicTepi; no 2 obmexeHo obmexeHo 3amiHa posginy «padiyHe odopMneHHs ynakoBKMy Ha po3gin | peuenma
GnicTepu y KapTOHHIN BignosiganbHi BiAnoBiganbHicTo «MapkyBaHHsa» B MKA NN3: 3anponoHoBaHo: MAPKYBAHHA
kopooui cTHO "®PapmaLeBTUYHa BignosiaHo Ao 3aTBEPOXKEHOro TEKCTY MapKyBaHHS.
"®apmaneBTn KomnaHis "3gopos's” OHOBMEHHSA TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
YHa KOMNaHis ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHSIM iHdopMaLii LWoao
"3gopos's" 3a3Ha4YeHHs1 oAuHULIL BUMiptoBaHHS y cuctemi Sl. BeegeHHs
3MiH NPOTArom 6-T MiCALIB NiCNsi 3aTBEPIKEHHS
354, ®NYOEPM masb 0,05 mr/rno 151 | ToBapucTso 3 YkpaiHa Bci cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3a UA/15997/02/01
y Ty6i, mo 1 1y6i y obmexeHo BMPOGHMLTBA, BHECEHHS 3MiH Jo po3ainy “MapkyBaHHa” MKA J13: peuernmom
KopobLi 3 KapTOHY BignoBiganbHi KOHTPOMb SIKOCTI, 3anponoHoBaHo: MAPKYBAHHA BignosigHo ao
cTHo BUWMNYCK cepil: 3aTBEPOKEHOro TEKCTY MapKyBaHHS. OHOBMEHHSI TEKCTY
"®PapmaLeBTn ToBapucTtBo 3 MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
YHa KoMnaHis obmexeHo 3acoby 3 BHECEHHAM iHbopmaLii LWoAo 3a3HaYEeHHS OOUHULB
"3gopos's" BignoBiganbHiCcTIO BMMiptoBaHHs y cuctemi Sl. BBeaeHHst 3mMiH npoTsrom 6-Tu
"PapmaLeBTUYHa MicsILiB Micnsi 3aTBEPOKEHHS
KOMMaHisi
"3popos's", YkpaiHa;
BCi cTagil
BUPOOHMUTBA,
BUNYCK cepii:
ToBapwucTtBo 3
obmexeHo




111 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
BiANOBIgANbHICTIO
"PapmaueBTUYHa
KOMMaHis
"3nopoB's", YkpaiHa;
KOHTPOMb SKOCTI:
ToBapucTtBeo 3
obmexeHo
BiANOBIgANbHICTIO
"®APMEKC Py,
YKpaina
355.| ®JIYKOHA3O | kancynu TBepai no 50 ToBapucTso 3 Ykpaina ToBapuctso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/3938/01/01
Nn-340POB'A Mmr, no 7 abo 10 obmexeHo obmexeHoto BHECEHHS 3MiH J0 po3ainy “MapkyBaHHa” MKA J13: peuenmom
kancyn y 6nictepi; no BignoBiganbHi BiANOBIgANbHICTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo go
1 6nictepy B CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
KapTOHHiI kopoOLi "dapmaneBTu KoMnaHisi "3gopos's" MapKyBaHHS! yMakoBKM MiKkapCbKoro 3acoby 3 BHECEHHSAM
YHa KOMMaHis iHcpopmaii LLoao 3a3Ha4YEHHSA OAMHULL BUMIPIOBaHHS Y
"3pnopos'a” cuctemi Sl. BBeaeHHs 3MiH NpoTsArom 6-Tn micsAuiB nicns
3aTBEPOKEHHS
356.| ®ITIYKOHA30 | kancynu TBepai 100 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3miHu | Tuny - 3a UA/3938/01/02
Nn-340POB'A Mmr; no 7 abo 10 obmexeHo obmexeHoto BHECEHHS 3MiH J0 po3ainy “MapkyBaHHa” MKA J13: peuenmom
kancyn y 6nicrepi; no BignoBiganbHi BigNoBiganbHIiCTIO 3anponoHoBaHo: MAPKYBAHHA BignosigHo oo
1 6nictepy B CTIo "®apmaueBTnyHa 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. OHOBMEHHS TEKCTY
KapTOHHiI kopooLi "dapmaneBTu KoMnaHisi "3gopos's" MapKyBaHHS! yMakoBKM MiKkapCbKoro 3acoby 3 BHECEHHSAM
YHa KoMMaHis iHdbopMaUii Woao 3a3HavYeHHS OAUHULL BUMIPIOBAHHS Y
"3pnopos'a" cuctemi Sl. BBeieHHs 3MiH NpoTsArom 6-Tn micsAuiB nicns
3aTBEPOKEHHS
357.| ®JTIYKOHA30 | kancynu TBepgi no ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiH1X maTtepianis: 3miHu | Tuny - Ne 1- 6e3 UA/3938/01/03
N-300POB'A 150 wmr; no 1 kancyni B obmexeHo obmexeHo BHECEHHS 3MiH 1o po3ainy “MapkyBaHHs” MKA N3: peuenma;
6nicTtepi; no 1, 2 abo 3 BignoBiganbHi BignoBiganbHIiCTIO 3anponoHosaHo: MAPKYBAHHA BignosigHo ao Ne 2, Ne 3,
GnicTepu B KApTOHHIN CTIo "®papmaLeBTUYHa 3aTBEPAKEHOrO TEKCTY MapKyBaHHA. OHOBMEHHS TEKCTY Ne 7 - 3a
kopobui abo no 3 abo "®apmaLneBTu KoMnaHisi "3gopos's" MapKyBaHHs1 YNakoBKM MikapCbKOro 3acoby 3 BHECEHHAM peuenmom
7 kancyn y bnictepi; YHa KOMNaHis iHdbopMaUii Woao 3a3HavYeHHs OAUHULL BUMIPIOBAHHS Y
no 1 6nictepy B "3gopos's" cuctemi Sl. BBeaeHHs 3amiH npoTtsarom 6-tu MicauiB nicns
KapTOHHiIN kopooLi 3aTBEpPAKEHHSA
358.| ®OPIHEKC cnpei HasanbHUi, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/14953/01/01
cycneHsist 50 Mkr/no3y 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay (iHwi | peyenmom
no 140 go3 y conakoHi 3MiHM) OHOBMNEHHSA TEKCTY MapKyBaHHS YMakoBKM MiKapCbKoro
3 HAaCOCOM-403aTOPOM 3acoby 3 BHECEHHAM iHhopMalLlii LLoao 3a3HaYeHHs OAUHULb
3 po3nunoBayem BUMIipIOBaHHs y cuctemi Sl. BBEAEHHS 3MiH NPOTArom 6-Tu
HasanbHoro MicALIB MiCnsA 3aTBEPIKEHHS
npu3HayeHHs; no 1
dnakoHy y nauui
359.| ®OCTUMOH NMOPOLLIOK IBCA IHctuTyT | LUBenuapi IBCA IHcTUTYT LLiBenuapis BHECEHHS 3MiH O peecTpauiiHix maTepianis: 3minu Il Tuny - 3a UA/3152/01/01
niogpinizoBaHWn ans Bioximik C.A. a Bioximik C.A. 3MmiHu 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHW y peuenmom
NPUroTyBaHHA BMPOGHMUTBI. 3MiHM y NpoLieci BUpoBHULITBA rOTOBOrO
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[IponoBxeHHs nonarka 3

Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
PO34UHY ANs iH'eKLuin nikapcbKkoro 3acoby, BKMHOYaUM MPOMIKHWIA NPOAYKT, LLO
no 75 MO; 1 conakoH 3 3aCTOCOBYETLCS NPU BUPOOHMLTBI FOTOBOTO NiKapCbKOro
nopotukom Ta 1 3aco0y (iHLi 3MiHWn)
amnyna 3 1 mn Y 3B’A13Ky 3 nepeB.ipkoto BUpobHu4oro npouecy M3,
PO34MHHMKA (HaTpItO BMKOPVCTOBYOYM 3MEHLLIEHHSA NpUnycTUMOoro Haanumwiky Adl,
xropugy 9 mr, Boga 3anponoHOBaHO 3MiHY y BUPOBHWYOMY MpOLIECi, a came:
ONs iH'ekuin) B navui; 3aTBEpAXKEHO — npunycTumuin Hagnuwok A®I 20 %;
no 10 navok y 3anpornoHoBaHo — npunyctTuMmin Hagnuwok A®I 13,3 %.
KapTOHHiIN kopooLi
360.| POCTUMOH MOPOLLIOK IBCA IHctutyT | LUBenuapi IBCA IHCTUTYT LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3minu Il Tuny - 3a UA/3152/01/02
niodpinizoBaHun ans Bioximik C.A. A Bioximik C.A. 3MmiHK 3 sikocTi. FoTOBUMIA Nikapcbkuii 3acib. 3miHn y peuenmom
NpUroTyBaHHs BMPOOHMLTBI. 3MiHU Y NpoLieci BUPOOGHNLTBa roTOBOrO
PO34UHY ANS iH'eKuin nikapcbKoro 3acoby, BKIOYa4y NPOMIKHUIA MPOAYKT, WO
no 150 MO; 3aCTOCOBYETBLCS NMPU BUPOOHULITBI FOTOBOTO JiKapCbKOro
1 donakoH 3 NopoLLKOM 3acoly (iHLLi 3MiHW)
Ta 1 amnyna 3 1 mn Y 3B’s13Ky 3 NepeBipkoto BUpo6HMYoro npouecy 13,
PO34YMHHMKA (HaTpItO BVKOPVCTOBYIOYM 3MEHLLIEHHS NpUnycTUMOro Haanmwiky Adl,
xropugy 9 mr, Boga 3anponoHOBaHO 3MiHy y BUPOOHWYOMY MpoLieci, a came:
ONs iH'ekuin) B navui; 3aTBEPAKEHO — NpunycTumuin Hagnuwok A®I 20 %;
no 10 navok y 3anpornoHoBaHo — npunycTuMnin Hagnuwok A®I 13,3 %.
KapTOHHiIN kopooLi
361.| ®PI®NIO PO34UH peKTanbHUK, KYCYM IHAisA KYCYM XENTXKEP IHAis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/17753/01/01
KNI3MA 21,4r/9,4rB 118 MmN, XENTXKEP MNBT NTA 3MmiHu 3 AkocTi. FoToBUMIA Nikapcbkuii 3aci. 3miHu y peuyenma
no 133 Mn y dnakoHi 3 MNBT NTA BMPOGHMUTBI. 3MiHa po3Mipy cepil (BkMtoYakoum dianasoH
HAKOHEYHUKOM Ta po3mipy cepii) roToBOro nikapcbkoro 3acoby (36inbLueHHs o
KoBMa4kom, no 1 10 pasiB NOPIBHSHO i3 3aTBEPAXXEHUM PO3MIPOM) BBEAEHHS
hNakoHy y KapTOHHIN [04aTKOBOro po3mipy cepii roToBoro fikapcbkoro 3acoby.
ynakoBLji 3arBepokeHo: 66,5 n; 199,5 n (1500 donakoHiB).
3anponoHoBaHo: 66,5 n (500 cnakoHis); 199,5 n (1500
dnakoHiB); 665,0 n (5000 cpnakoHis)
362.| ®YPOCEMIA | tabnetku no 40 mr; no My6niyne YkpaiHa My6niyne YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/3983/01/01
10 TabneTtok y akuioHepHe akuioHepHe 3miHu 3 skocTi. FoToBMIA Nikapcbkuii 3acid. Cuctema peuenmom
6nictepi, no 5 TOBapuCTBO TOBapUCTBO KOHTelHep/3aKkynoptoBanbHuiA 3aci6. 3miHa noctavanbHuKa
6nictepis B nayui "HaykoBo- "HaykoBo- nakyBarnbHUX MaTepianis abo KOMMMEKTY4MX (SKLLO
BUPOBOHMYMIA BUPOOHWNYUIA LIEHTP 3a3HayYeHo B 40CbE) (BUINYYEHHS nocTavanbHuka) BHeceHHs
LeHTp "BopLuariscbkui 3MiH go po3giny 3.2.P.7. peecTpaLiiHoro gocke, a came
"Bopuiariscbk XimiKo- BUITYYEHHS HaMeHyBaHHS MoCcTaYvanbHUKIB NaKyBarbHUX
U XimiKo- chapmaLeBTUYHUA maTtepianis
dapmMaueBTuy 3aBog", YkpaiHa;
HWI 3aBog” ToBapwucTtBo 3
obmexeHoto
BignoBsiganbHicTio "A
rpogapm"”, YkpaiHa
363.| XENENb Tabnetku, no 50 Bionoriwe HimeuumH Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3MiHu | Tuny - be3 UA/7887/01/01
TabneTok y Xannbmitrens a Xannbmitrenb 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
KOHTeWHepi Xeernb 'M6X Xeenb M6X 3MiHN) BHeceHHs 3miH oo po3giny “MapkyBaHHS" B
noninponineHoBoMmy; 3atBepaxeHux MKA J13. 3ateepmxerHo: MAPKYBAHHSA Tekct
no 1 KOHTeNHepy B MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBKW A0OAETbCS.
KOpOOLii 3 KapTOHY 3anponoHoBaHo: MAPKYBAHHA BignosigHo go




113 ITponoBkeHHs momarka 3
Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3aTBEPAKEHOrO TEKCTY MapKyBaHHs. OHOBMNEHHS TEKCTY
MapKyBaHHS1 YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM
iHcpopMmalii LWoao 3a3HavYeHHs OAMHUL BUMIPIOBaHHS Y
cuctemi Sl. BBeaeHHs 3MiH NpoTsrom 6-Tm micsAuiB nicns
3aTBEPAKEHHS.
364.| XENIAEPM kpem, no 20r,no40r ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/13321/01/01
nntoc abo no 100 r y Ty6i; no obmexeHoto obmexeHo 3amiHa po3giny «padiyHe odopMneHHs ynakoBKM» Ha po3gin | peuenma
1 1y6i y KOpO6ULi 3 BignoBiganbHi BiANOBIganNbHICTIO «MapkyBaHHsa» B MKA 13: 3anponoHoBaHo: MAPKYBAHHA
KapTOHY CcTHO "papmaueBTUYHa BignosigHo Ao 3aTBEPOXKEHOro TEKCTY MapKyBaHHS.
"®apmaneBTn KomnaHis "3gopos'a” OHOBMEHHSA TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOI
YHa KoMnaHis ynaKoBKW nikapcbKoro 3acoby 3 BHECEHHAM iHdopMalLii woao
"3popos's" 3a3Ha4YeHHs1 oAuHULIL BUMiptoBaHHS y cuctemi Sl. BBegeHHs
3MiH NPOTArom 6-Tn MicALIB NicNsi 3aTBEPAKEHHS
365.| XENIAEPM niHa HawkipHa no 58,5 | ToBapucTBo 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 6es UA/11691/01/02
®POPTE rabono117,0ry obmexeHo obmexeHoto 3MiHa MicLsa NpoBadXeHHs! OisinbHOCTI BUpobHuka AdI peuyenma
AEPO30IJ1b 6anoHi; no 1 6anoHy B BignoBiganbHi BiANOBIgANbHICTIO anaHTOoIHy Ta NpuMBeAeHHs Ha3Bu BUPOGHMKka Ad| y
KapTOHHiI kopooLi CcTHO "papmaueBTnyHa BiANOBIHICTb 4O OpUriHanNbHUX AOKYMEHTIB; 3anpornoHOBaHO:
"®apmaneBTn KomnaHisi "3gopos'a” Hunan Jiudian Hongyang Pharmaceutical Co., Ltd., The
YHa KOMNaHis People’s Republic of China Tongguan Circular Economy
"3gopos's" Industrial base, WangCheng Economic and Technological
Development Zone, Hunan, The People’s Republic of China;
3MiHM | TUNY - BUNyYeHHs BupobHuka APl [lekcnaHteHon DSM
NUTRITIONAL PRODUCTS (UK) LTD, United Kingdom 3
mMaTepianie peecTpauiiHoro 4ocke; 3anpornoHoBaHo: BASF
SE, Germany4; 3MiHu | Tuny - nogaHHA OHOBIIEHOTO
cepTudikaTa BignosigHocTi €Bponericbkin dapmakonei Ne R1-
CEP 2006-233-Rev 02 ans gitoyoi pevosuHn Dexpanthenol
Bif BXe 3aTBepaXeHoro BupobHuka BASF SE
366., XEMIAEPM- Kpem ans ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/11691/02/01
3[00POB'A 30BHILUHLOIO obmexeHo obmexeHo 3amMiHa po3ainy «padivyHe ohopMneHHst ynakoBKM» Ha po3gin | peuenma
3actocyBaHHs 5 % no BignoBiganbHi BiAMOBIAANbLHICTIO «MapkyBaHHsa» B MKA 13: 3anponoHoBaHo: MAPKYBAHHA
15T, no 30 r abo no cTHO "®PapmaLeBTUYHa BignosiaHo Ao 3aTBEPOXKEHOro TEKCTY MapKyBaHHS.
100 ry Ty6i, no 1 Ty6i "®PapmaLeBTn KomnaHisi "3popos'a” OHOBMEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOIT
y KopobLji 3 KapTOHy YHa KOMMaHis yNaKoBKU fikapcbKoro 3acoby 3 BHECEHHAM iHdopMmaLii Woao
"3gopos's" 3a3Ha4YeHHs1 oAuHULIL BUMiptoBaHHS y cuctemi Sl. BeegeHHs
3MiH NPOTArom 6-Tn MicsLiB NicNs 3aTBepAKEHHS
367, XENIAEPM- niHa HawwukipHa, 50 ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3amiHu | Tuny - bes UA/11691/01/01
300POB'A mr/r, no 58,5 r abo no obmexeHo obmexeHoto NnoJaHHs OHOBMEHOro cepTudpikata BigNoBiAHOCTI peuenma
AEPO30IJ1b 117,0 r y 6anoHi; no 1 BignoBsiganbHi BiANOBIgAnNbHICTIO €sponevicbkinn papmakonei Ne R1-CEP 2006-233-Rev 02 ans
6anoHy B KapTOHHIN CTIo "®apmaueBTnyHa nitoyoi pevosuHn Dexpanthenol Bif Bxe 3aTBepmKeHOro
kopoobui "®apmaneBTu KomnaHisi "3popos's” BMpoGHMKa BASF SE; 3MiHu | TUNy - BUNy4eHHs1 BUPOGHMKa
YHa KOMMaHis A®I| lekcnanteHon DSM NUTRITIONAL PRODUCTS (UK)
"3popoB's" LTD, United Kingdom 3 maTepianiB peecTpauiiHOro 4ocChLE;
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Ne Haszea Popma eunycky 3asieHUK KpaiHa Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceioYyeHHs1
3anponoHoeaHo: BASF SE, Germany
368.| XYMAINOI® PO34MH Ans iH'ekuin, Jlinni ®paHc ®paHuia EEni Ninni eng CLUA/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3minu Il Tuny - 3a UA/4750/01/01
100 MO/mn; no 3 Mny Komnani, CLLUA PdpaHuis 3MiHM 3 AkocTi. [oToBMIA Nikapcbkuii 3acib. Cuctema peuenmom
CKIITHOMY KapTpuaxi; (BpOBHMLTBO 3a KOHTeHep/3akynoptoBanbHui 3aci6. 3MiHa y NepBUHHIN
no 5 kapTpuoxis y NMOBHUM LIMKIIOM); ynakoBLi FOTOBOro NikapCbKoro 3acoby (SKICHWI Ta KinbKiCHUIA
KapTOHHiIN nayyi; no 3 Jlinni ®paHc , cknap) - CtepunbHi nikapcbki 3acobu Ta nikapcbki 3acobu
MIT Y CKINsiIHOMY PpaHuis 6ionoriyHoro/iMyHONOrYHOro NOXo4XKeHHs - [lonaBaHHs HOBOI
KapTpuaxXi, (BUpOBHMLTBO 3a (mogudikoBaHoi) Marxe 6inoi ranobyTunosoi
BKIa4eHOMY Y LUNpUL- NMOBHUM LIMKITOM) 3aKynoproBanbHOi MPO6KK, Lo NocTa4aeTbCs Big HOBOTO
pyuyky KsikleH; no 5 BupobHuka (Datwyler Pharma Packaging) ans nikapcbkoro
LUNPUL-PYHOK Y 3acoby Xymanor®, posuvH ans iH'exuin, 100 MO/mn'y
KapTOHHIN naduj; no dnakoHax no 10mn 3ateBepakeHo MaTtepian KOHTaKTHOro
10 mn y cknsHomy wapy npobku drakoHy: 5139 Mawke Ginui ranobytun
dnakoHi; no 1 3anponoHoBaHo
hnakoHy B KApPTOHHIN MaTepian KoHTakTHOro wapy npobku dnakoHy: FM701 Marxe
ynakoBLi 6inun ranobytun
369.| LEPEIH PO34MH Ans iH'ekuin no Pyn Pecnybnik PYn Pecny6bnika BHECEHHS 3MiH 10 peecTpaLiiHMx MmaTepianis: 3miHu | Tuny - 3a UA/8854/01/01
1 mn B amnyni; no 5 "Benmegnpen a "Benmegnpenapatn” Binopycbk 3MiHu Wwopo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy (iHwi | peyenmom
amnyn y 6nictepi; no 2 apatun" Binopycb 3MiHM) 3MiHWM BHECEHI B TEKCT MapKyBaHHS YNaKoOBKM
6nicTtepi y nayui; no 5 nikapcbKkoro 3acoby LoAo 3a3HaYeHHs! MiXXHapOaHWX
M B amnyni; no 5 no3Ha4YeHb OAMHWLb BUMIPIOBaHHS. BHeCeHHs 3MiH 4o po3giny
amnyn y énictepi; no 1 “Mapkuposka” MKA J13. 3atBepmxeHo: Mapkuposka. B
abo 2 6nictepn y COOTBETCTBUU C rpacpuyecknum n3obpaxeHmeMm.
navui 3anponoHoBaHo: MapkupoBka. B cooTBeTcTBUM C
YyTBEPXXAEHHBIM TEKCTOM MapKMpoBKW. BBeaeHHS 3MiH
NpOTArom 6-T1 MicsLIB MiCNs 3aTBEPXKEHHS.
370, LE®IKC MOPOLLIOK ANsi dapma Vopparis dapma Vopparis BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3minu | Tuny - 3a UA/4151/02/01
oparnbHOI CycneHsil, IHTepHelweHan IHTepHeweHan 3miHu wopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay. peuernmom
100 mr/5 mn, 1 KomnaHi Komnami BeeneHHs abo 3MiHU [0 y3aranbHEHWX AaHKX NPO CUCTEMY
(hakoH 3 MOPOLLKOM dapmakoHarnsay (BBEAEHHS y3aranbHEHUX AaHUX NPO
(anst 30 mn abo 60 mn cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
CyCneH3ii) 3 NOXKOt- BiANoBiganbHOI 3a 3AiINCHEHHSA hapMaKoHarnsay; KOHTaKTHOI
[03aTopoM Y ocobu 3 hapmakoHarnagy 3asBHMKa ANst 3AINCHEHHS
KapTOHHIN kopobui dapmakoHarnsaay B YKpaiHi, AKWo BOHa BiAMiHHa BiA
ynoBHOBaxeHoI ocobu, BignosiaansHoi 3a 3giNCHEeHHS
dapmakoHarnsay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3milLieHHiI macTep-anna cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHMX AaHNX YNOBHOBaXEHOI 0CObU 3asiBHUKA,
BiANOBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT ocobu
YMOBHOBaXeHOoi 0cobu 3asiBHUKa, BiAMOBiAaNbHOI 3a
34icHeHHs pbapmakoHarnsgy B YkpaiHi. [itoda pegakuis:
OmunTpeHko KOnis MukonaisHa. MNponoHoBaHa peaakuis:
daranieBa AniHa BsuecnasiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOT 0cobM yNOBHOBaXeHOi 0cobM 3asBHIKa,
BignoBiganbHoI 3a 34iNCHEHHS chapmMakoHarnsaay B YKpaiHi.
3MmiHa Micus 3AiINCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa Micue3HaxomKeHHs MacTep-danna
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cucTeMun dhapmakoHarnsay Ta woro Homepy.
371, UE®TPUAKC | nopoLuok Anst po3yvHy CeHc IHais CeHc JlabopaTopic IHgis BHECEHHS 3MiH IO peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/17502/01/01
OH ans in'ekuin no 1000 JlabopaTtopic MeT. N1A. 3miHn wopo 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay. peuenmom
mr, 1 donakoH 3 Met. JiTa. 3MiHM y KOPOTKil XapaKTepuCTMLI nikapCcbKoro 3acoby, TekcTi
MOPOLLKOM Yy MapKyBaHHS Ta iHCTPYKLii AN MeAWYHOro 3acTOCyBaHHS
KapTOHHiIl ynakoBLi reHepuYHMX/ribpnaHux/6ionogibHMxX nikapcbknx 3acobis nicns
BHECEHHS TiEi camoi 3MiHW Ha pedepeHTHUI npenaparT (3MiHa
He noTpebye HagaHHS XOAHWX HOBMX AOAATKOBUX AAHMX)
3MiHu BHeCeHi [0 iHCTPYKLIT ANs MegnyHoro 3acTocyBaHHS
nikapcbkoro 3acoby y po3ainu "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHH Ta go3u", "MobivHi peakuii" BignosiaHo
[0 iHdbopMalLii pedepeHTHOro nikapcekoro 3acoby Rocephin
1g Powder for Solution for Injection or Infusion (B YkpaiHi He
3apeecTpoBaHuii). BeegeHHs 3miH npoTsarom 3-x micauis 3
AaTun 3aTBEpPAXKEHHS.
372.| UMHAPIKC TabneTkn, BKpUTI dapmaueyTil ABcTpis dapmaueyTiwe ABcTpis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3miHu | Tuny - bes UA/14913/01/01
POPTE o6onoHkoto, no 600 mr e habpik tabpik MoHTaBiT 3MiHu wopo 6e3nekn/edekTMBHOCTI Ta dbapmakoHarnsagy (iHwi | peuyenma
no 15 Tabnetok B MoHTasBiT M6X 3MiHn) BHeceHHs 3miH go po3giny «MapkyBaHHsi» MKA J13
6nicTtepi; no 2 abo 6 m6X 3aTtBepaxeHo: MapkyBaHHst TEKCT MapKyBaHHS OAAETHLCS.
GnicTepiB y KapTOHHIl 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXXEHOro TEKCTY
ynakoBLi MapkyBaHHS. OHOBMNEHHS TEKCTY MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby 3 BHECEHHAM iHdopmaLii Woao
3a3Ha4YeHHs 0AMHULIb BUMIptOBaHHS y cuctemi Sl.
373.| LINTIOKCAH® Kpanni oyHi/BywHi 0,35 HoBaprTic LLsenuapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH 0 peecTpaLiiHMx MaTepianis: 3miHu | Tuny - 3a UA/8565/01/01
%; no 5 Mn y dprakoHi- dapma Al a 3MiHn Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
KpanenbHuui ,Jdpon- 3MiHK) 3miHa go po3giny MKA 13, a came po3gin «[IpadiuHe
TeliHep®”; no 1 OPOPMIIEHHS YNAKOBKU» Ta TEKCT MapKyBaHHS BTOPUHHOT
hnakoHy B kopobuii 3 yMakoBKM 3aMiHeHo posginom «MapkyBaHHs» (3rigHo
KapToHY 3aTBEPAKEHOrO TEKCTY MapKyBaHHS). OHOBMNEHHS TEKCTy
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHSIM
iHbopMmaUii Woao 3a3HaYeHHs OAVHMLL BUMIPIOBAHHS Y
cuctemi Sl. BBeaeHHs 3amiH npoTtsarom 6-tu MicauiB nicns
3aTBEPAKEHHS
374, AHYBIA TabneTkn, BKpUTI Mepk Wapn i LLisenuapi Mepk Wapn i Joym Hinepnangu BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3miHu | Tuny - 3a UA/9432/01/03
nniBKOBOK Ooym IOEA a B.B., Higepnanaun / 3MmiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6. 3miHK y peuenmom
obornoHkoto, no 100 m6X (BUPOBHUK, Benuka BMPOGHMUTBI. 3MiHM y NpoLieci BUPOGHMLITBa rOTOBOrO
Mr, no 14 TabneTok y BiAMOBiAaNbHWI 3a Bputanis nikapcbKoro 3acoby, BKIOYaUM NPOMIKHUIA MPOAYKT, L0
GnicTepi; no 2 BUNYCK cepii, 3aCTOCOBYETLCSI NMPU BUPOBHMLTBI FOTOBOTO NiKapCbKOro
GnicTepu y KapToHHiN KOHTPOIb SIKOCTI); 3acoby (He3HayHa 3MiHa y NpoLeci BUPOOHULITBA) BHECEHHS
Kopooui Mepk Wapn i Joym He3Ha4HMX 3MiH B NpoLiec BUPOOHNLITBA FOTOBOrO NiKapCbKoro
Nimiten, Benuka 3acoby, 30kpeMa: BBeAeHHs cTafii NpocitoBaHHs Ajtoyoi
BpuTaHisi (BUpOGHMK pevoBMHM AN BUAaneHHs arnoMepariB. BHeceHHs
3a NMOBHMM LIMKITOM) peakuinHmx npaeok go p. 3.2.P.3.5. Banigauis aHaniTmyHmx
meToauk. 3MiHu | Tuny - 3MiHK 3 siKoCTi. [OTOBMIA NikapCbkuiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHSA roTOBOrO fikapcbkoro 3acoby (iHLui
3MiHW) BHeCceHHs 3aMiH Ao MeTogis BunpobyBaHHs 13,
30Kkpema: 3a nokasHukamu "KinbkicHe BU3Ha4YeHHs" Ta
"lMpoaykTu gerpagauii” 3miHa Bumor B p. "MepeBipka
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npuaaTHOCTI MeToaukn". BBeAeHHs 3MiH NpoTArom 3-x mMicsiuis

nicns 3aTBEpAXEHHS.

FeHepanbHUW gupeKTop

AOupekTopaTty chapmMaLeBTUYHOro 3abeaneyeHHs

0.0. Komapiga




