Dopatok 3
Ao Haka3y MiHicTtepcTBa oxopoHu
300poB’A YKpaiHu
04.04.2019 Neo 728
NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOIN4YHUX NMPENMAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHUA 1O

PEECTPALINHNX MATEPIATNIB, SIKI BHOCATLCSA [0 OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea ®Popma sunycky 3asieHuK Kpaina Bupo6bHuk KpaiHa PeecmpauitiHa npoyedypa Ymosu Homep
n/n JikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPOGHUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a noceid4eHHs1
1. AEPO®IIOCAN NopoLUOK AN CaHpo3s CnoBeHis Aepodapm 'm6X HimeuunH BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3miHu | 3a UA/14833/01/01
dOPCHIPO iHransauin, 4o3oBaHun, dapmacboTik a TUMY - OHOBIIEHHS BXXE 3aTBEPA)KEHOro TEKCTY peuyenmom

50 mkr/500 mkr/goasy, an3 a.a. MapKyBaHHsi NEPBMHHOI Ta BTOPUHHOI YNaKOBKM
60 nonepefHbO nikapcbKoro 3acoby, 3 BHECEHHAM HE3HAYHUX 3MiH 4O
BigMipsiHUX 403 TeKCTy MapkyBaHHsi. CkopoyeHHsi TekcTy Bpaiins
NopoLLKy y bnicTepi, BHACIiA0K HEMOXIMBOCTI HAHECEHHS Ha YNaKOBKY
no 1 6nictepy y
nnacTMKoBOMY
iHranauinHomy 3acobi;
no 1 abo 2
NNacTUKOBMX
iHranauinHMx 3acobu y
KapTOHHi KopoobLi

2. AEPO®JIHOCAIN NMOpOLUOK AN CaHpo3 CnoBeHisi Aepocapm MM6X HimeyuunH BHECEeHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/14833/01/02

®OPCMIPO iHransuin, 4o30BaHUi, dPapmacbioTik a TUMY - OHOBIIEHHA BXe 3aTBEpP)XeHOro TeKCTY peuernmom

50 mkr/250 mkr/poay, ans a.g. MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI YNaKoBKu
60 nonepeaHbLO nikapcbKkoro 3acoby, 3 BHECEHHAM HE3HAYHUX 3MiH 4O
BiAMIpAHNX [03 TeKCTy MapKyBaHHsi. CkopoyeHHs TekcTy Bpainns
nopoLLKy y 6nicTepi; BHACIMiA0K HEMOXIMBOCTI HAHECEHHS HA YNaKOBKY
no 1 6nicrepy y
NnacTMKOBOMY
iHranauinHomy 3acobi;
no 1 abo 2
NNacTMKOBMX
iHranauinHMx 3acobu y
KapTOHHI kopobui

3. A3UBIOT® TabneTtkn, BKpUTI KPKA, a.4., CnoBeHisi KPKA, a.a., Hoso mecrto, CnoseHisi/ BHECEHHS! 3MiH IO peecTpaLiiHux maTtepianis: 3miHu | 3a UA/13452/01/01
nniBKOBOK Hoso mecto CnoseHis; KPKA Monbla MonbLwa TUMy - nogaHHsa oHoBneHoro CepTtudikata R1-CEP peuenmom
obornoHkoto, no 500 Cn. 3 0.0., MNMonbLwa 2007-230-Rev 01 Big BXe 3aTBEpPAKEHOIrO BUPOBHNKA;
mr, no 3 Tabnetkn y 3MiHu | TUNY - noaaHHs oHoeneHoro CepTtudikata R1-
6nictepi; no 1 CEP 2007-119-Rev 03 Big BXe 3aTBEPAKEHOIO
GnicTepy B KapTOHHIl BMPOGHMWKA; 3MiHM | TNy - 3MiHKW, NOB'sA3aHi 3
Kopobui HeoOXiaHICTIO NpuBeaEeHHS Y BiANOBIAHICTb A0

MoHorpadgii [JdY abo €Bponelicbkoi hapmakonei, abo
iHWOT HauioHanbHoi hapmakonei gepxasu €C -
npuseaeHHs cneundikauii A®I AsutpomiumHy gurigpat
y BiAnoBigHicTb Ao MoHorpadii EP, 3okpema: -
BUIYYEHHs1 NokasHuka "Baxki metanu"; - 3mMiHa
pospaxyHky Cymu gomiwok G+J+Q 3a Noka3HMKOM
"CynpoBigHi gomilkn"; 3miHu | TMNy - NogaHHs
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ASUMEO®

oHosrneHoro Ceptudikata R1-CEP 2007-230-Rev 02
BiJl BXX€ 3aTBEPKEHOro BUpOBHMKa

A3NTPO3NAO

kancynu no 250 mr no
6 abo no 10 kancyn B
6nictepi; no 1
6nicTepy B nayui

niodpinizat ans

MNAT
"KuiBmegnpen
apart"

M.BIOTEK

YkpaiHa

Benuka

MAT "Knismegnpenapat”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3MiHW |
MMy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro
nikapcbKoro 3acoby - BHECEHHS HE3HAYHUX 3MiH Y
METOAMKM KOHTPOIO SIKOCTi FOTOBOTO fikapCbKoro
3acoby 3a nokasHukamu «Po3unHeHHs» Ta «KinbkicHe
BM3HAYEHHsI» Ha OCHOBI MpoBeAeHOI peBanigauii
(3MiHeHi po3mipu KOMOHKK Ta 06’eM iHXeKUIT); 3MiHK |
TUNy - 3MiHa y napameTpax cneuudikauiv Ta/abo
OONyCTUMMX MEX, BU3HAYEHUX Yy creumndikauiax Ha AdI,
abo BMXigHWUIN/NPOMIKHUI NpoayKT/peareHT, Lo
BMKOPUCTOBYHOTLCS Y npoueci BupobHuutea AdI -
3BY)XEHHS1 [OMYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii A®I 3a nokasHukom «CynpoBigHi
OOMILLKM», 3i 3MiHAMW 40 METOANKM KOHTPOIO
BiANOBIAHO 40 BUMOr MoHorpadii «Azithromyciny» EP;
3MiHu | TUNy - 3mMiHa y meTogax BunpobysaHHsA APl abo
BMXiAHOrO MaTepiany/nMpoMiKHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoueci BupobHuutea APl -
npuBeaeHHs MeToauku KoHTposnto AD| 3a nokasHUKOM
«3anuLWKoBI KifbKOCTi OpraHiyHMX PO3YMHHUKIBY» Y
BiANOBIAHICTb 4O MaTepianis BUPOGHWMKa; 3MiHu || Tuny -
3MmiHa y napameTpax crneumdikauin Ta/abo gonycTuMmux
MeX, BU3Ha4YeHux y crneumdikauisx Ha A®l, abo
BUXIOHWUI/MPOMDKHUI NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuytea AdI -
BUINYyYeHHst TecTy «Baxki meTanuy 3i cneumdikauii ADI

3a
peuenmom

UA/7234/01/01

A3NTPO3MAO

PO34MHYy ANs iH'eKuin
no 500 mr no 1
dnakoHy 3
niocpinizaTtoM y nayui 3
KapTOHY

niodpinizat ana

nTa

M.BIOTEK

BpuTtaHis

MaiinaH Jlaboparopis
NimiTeq - OinbHnus
cneujianisoBaHnx
nikapcbkux 3acobis

IHAis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu |
T1ny - 3MiHn Wwopo 6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHn go
y3aranbHeHNX AaHUX Npo cUcTemy apmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
capmakoHarnagy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAaNbHOI 3a 3AiNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs dhapMakoHarnsagy B YkpaiHi, AKLWO BOHa
BigMiHHa Bi ynoBHOBa)eHOi 0cobu, BignosiganeHoi 3a
3pificHeHHst hapmakoHarnsaay (BKMHYaKUM KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MileHHi macTep-darina
cuctemn chapmakoHarnagy) - lponoHoBaHa pepakuis:
YnoeHoBaxeHa ocoba 3asiBHMKa B YKpaiHi aAns
3aiicHeHHs hapmakoHamnsiay - Menix Onexa
BopvciBHa. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI
ocobu

3a
peuerimom

UA/13997/01/01

PO34MHy Ons iH'eKLin
no 500 mr in bulk: 50
nakoHiB 3

nioginizatom y

nTa

Benuka
Bputanis

MaiinaHn Jlabopatopia
Nimiteq - OinbHWUS
cneujianisoBaHnx
nikapcbkux 3acobis

IHAis

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMny - 3MiHK Wwono 6e3nekn/eekTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHM oo
y3aranbHeHNX AaHux Npo cuctemy dapmakoHarnsgy
(BBeAEHHS y3araribHEHNX AaHUX MPO CUCTEMY

UA/13998/01/01




IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
KapTOHHI Kopobui dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs dhapMakoHarnsgy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemn chapmakoHarnagy) - lponoHoBaHa pepakuis:
YnoBHoBaxeHa ocoba 3asiBHMKa B YKpaiHi aAns
34iicHeHHs hapMakoHarnsaay - Menix OnexHa
BopuciBHa. 3MiHa KOHTAKTHUX AaHWUX YNOBHOBaXEHOI
ocobu
7. A3UTPOMILUVH MOPOLLIOK (cy6CcTaHLUist) MAT YkpaiHa CiEciCi OyMi Kutan BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | - UA/5320/01/01
y nakeTax noAaBiiHUX "KuiBmegnpen dPapmacsbtoTikan Ko., Jitg TMNy - 3MiHa y metogax BunpobysaHHa ADI abo
nonieTuneHoBux Ans apat” BMXiQHOro MaTepiany/npomipKHOro NPOAYKTy/peareHTy,
dapmMaLeBTUYHOIO LLIO BUKOPUCTOBYETLCS Y npoueci BupobHuutea AdI
3acToCyBaHHSA (He3HayHi 3MiHM y 3aTBEPIKEHUX MeToAax
BMNPoBGyBaHHS)
8. AUOPIHK® MOPOLLOK AN MAT Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 6e3 UA/14813/01/01
0OpanbHOro Po3yuHy 3i "dapmak” TMNy - nogaHHsa Hosoro CepTudikata R1-CEP 2000- peuenma
CMaKkoM fIMMOHY 1o 4,8 124-Rev 07 Big HoBOro BMpoGHuka anst Ad|
r B cawe; no 10 cawe MapaueTtamon 3 BiANoBigHUMM 3MiHaMu B cneundikauii
B Nayui 3 KapTOHY AdI
9. ANOPIHK® NOpoLUOK ANsi MNAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3miHn | 6e3 UA/14814/01/01
OpanbHOro PO34nHYy 3i "®apmak” TMny - nogaHHa Hosoro Ceptudikata R1-CEP 2000- peuenma
CMaKkoM YOpPHOI 124-Rev 07 Big HOBOro BMpoGHuka anst Ad®|
cmMopoanHM no 5,2 re MNapaueTtamon 3 BignoBigHMMM 3MiHaMu B cneumdikauii
cawe; no 10 cawe B AdI
nayui 3 KapToHy
10. | ANNOAPA kpem 5 %; no 250 mr B ME[LA Ab LLBeuis 3M Xenc Kea Jlimiteq Benuka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/12999/01/01
cawe; no 12 cawe B BputaHis MMy - 3MiHn Wwoao 6esnekn/edeKTMBHOCTI Ta peuernmom
KopobLi 3 KapToHY dapmakoHarnsgy - 3MiHu BHECEHi Y TEKCT MapKyBaHHSI
BTOPVHHOI YNakoBKM fikapcbkoro 3acoby
11. | ANEHAPA® Tabnetku no 70 wmr, in KYCYM IHais KYCYM XENTXKEP MNBT IHais BHECEHHS 3MiH JO peecTpaLiiHNX maTepianis: 3miHu || - UA/12663/01/01
bulk Ne 7200 (4x1800): XENTXKEP nTa TUMY - 3MiHa BUPOBHWKa BUXiAHOTO/NPOMIXKHOTO
no 4 Tabnetkm y MNBT T npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCH Y
6nictepi, mo 1800 BMpOoGHMYOoMy npoueci A®I, abo 3miHa BUpoOHUKa
GnicTepiB y KApTOHHIl (Bkntovaroun, oe HeobxigHoO, MicLie NpoBeAEHHS
kopobui KOHTponto sikocTi) ADI - BeaeHHA 40AaTKOBOroO
BMPOGHWKA Ail040i peYOBVHM HATpIl0 aneHgpoHaTy
12. | ANEHOPA® Tabnetkun no 70 mr, no KYCYM IHaia KYCYM XENTXKEP MNBT IHAis BHECEHHS 3MiH JO peecTpaLiiH1X maTepianis: 3miHu || 3a UA/7210/01/02
4 TabneTkm y 6nictepi, XENTXKEP nTa TMny - 3MiHa BUpOoBHMKa BUXiQHOrO/NPOMIXXHOro peuenmom
no 1 6nictepy y NBT NTA npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
KapTOHHIN ynakosLi BMpo6HMYOoMy npoueci A®I, abo 3miHa BUpobHUKa
(Bknovatoum, ae HeobxiaHO, MicLe NPOBEAEHHSs
KOHTpOnto sikocTi) ADI - BeAeHHA J0AaTKOBOrO
BUPOBHMKa Aito40i pevoBMHN HaTpIl0 aneHgpoHaTty
13. | AIOPA® TabneTkun, BKpUTI HOBEN INAY TypeuunHa HOBEN INIAY CAHAI BE TypeuumnH BHECEHHS 3MiH 40 peecTpauinHux maTepianis: 3MiHn | bes UA/5140/02/01
obornoHkoto, no 100 mr CAHAI BE TIODXKAPET A.LL. a TUny - AGMiHicTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/ peuenma
no 10 TabneTtok y TIDKAPET abo agpecu Micusi NpoBamKeHHs AisnbHOCTI BUpoBGHUMKa/




IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
6nicTepi, no 2 abo 5 A.LLL. iMnopTepa roToBoro nikapcbkoro 3acoby, BKMYa4u
6nicTepiB y KApTOHHIN AiNbHULI BUMYCKy cepii abo micle npoBeAeHHs
ynakoBLii KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKy BignoBigae
BMPOGHUK/iMNOpPTEp, BKMOYaYM BUMYCK Cepili) 3MiHa
appecw BupobHnka HOBEN INAY CAHAT BE
TIOXKAPET A.LL., TypeyunHa, 6e3 3MiHn Micus
BUpO6GHULTBA
14. | ANIOPA® TabneTkun, BKpUTI HOBEN INAY TypeuunHa HOBE/ IIAY CAHAI BE TypeuumnH BHECEHHS 3MiH 0 peecTpaLinHmMx maTepianis: 3MiHu || bes UA/5140/02/01
obonoHkoto, no 100 mr CAHAI BE TIOXKAPET A.LL. a TMNy - 3MiHa BUpoBHMKa BUXiAHOro/NpoMmi>kKHOro peuyenma
no 10 TabneTok y TIOXAPET npoaykTy/peareHTy, Lo BUKOPUCTOBYIOTLCH Y
6nicTepi; no 2 abo 5 A.LL. BMpOoGHMYOoMy npoueci A®I, abo 3miHa BUpoOHUKa
GnicTepiB y KApTOHHIl (Bkntovaroun, oe HeobxigHO, MicLie NpoBeAEeHHS
ynakoBLi KOHTponto sikocTi) ADI - BBegeHHS 404aTKOBOrO
BMPOBHMKa Ait040T PeYOBUHN (CyXWIN eKCTPaKT
nacicpriopn) o BXe 3aTBepaKEHOro
15. | ANbAA30N TabneTtkn, BKpUTI AT YkpaiHa AT "KUIBCbKUIA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/9351/01/01
NNiBKOBOIO "KNIBCbKWI BITAMIHHWW 3ABO" TMNy - 3MiHa NapameTpiB crneumdikauii Ta/abo peuenmom
obonoHkoto, no 400 BITAMIHHAA [ONyCTUMMUX MEX rOTOBOrO flikapcbkoro 3acoby
Mr, no 3 TabneTkm y 3ABOO" (3BY>XEHHs1 4OMYCTUMUX MEX); 3MiHU | Tuny - 3miHa
6nictepi, no 1 napameTpiB cneuudikauini Ta/abo 4ONyCTUMMX MeX
6nictepy y nayui roTOBOrO NiKapcbKoro 3acoby - BUMYy4eHHS NOKa3HWKIB
«Tanbk i aepocun» 3 cneundikadii rotoBoro
nikapcbkoro 3acoby; 3minu | Tuny - po3gin «Cknag»
akTyanisoBaHo, Macy TabneTku NpuBeaeHo y
Minirpamax 3amicTb rpam; 3miHu | Tuny - npuBeaeHHs
cneundikauii Ha APl y BignoBigHOCTI 4O BUMOT Jit040ro
BuaaHHa EP; aminn | Tuny - 3MiHm wopno
be3nekn/edekTMBHOCTI Ta hapmakoHarnsgy - rpagidyHe
300paXeHHs yNakoBKM 3aMiHEHO Ha TEKCT MapKyBaHHS
ynakoBKW fikapcbkoro 3acoby. BeeaeHHs 3MiH npoTsarom
3-x MicsUiB nicnsi 3aTBEpOXKEHHS; 3MiHW | Tuny - 3MiHa
napameTpiB crneundikauin Ta/abo 4ONyCTUMUX MeX
roTOBOrO fikapcbkoro 3acoby (iHLi 3MiHKM); CynyTHS
3MiHa: 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro
nikapcbKkoro 3acoby (He3HayHa 3MmiHa y 3aTBEPKEHMX
mMeToAax BUNpobyBaHHs1) - 3MiHM [0 cneuudikadii Ta
MeToAax KOHTPOS0 roTOBOrO fikapcbKoro 3acoby; 3miHu
| TUNy - NpnBeeHHst MeTodiB BXiAHOro KoHTporio Al y
BignoBigHocTi 4o dipMu — BUpoGHMKa
16. | ANlbLIU3OH MOPOLLOK AJ1S PO3UNHY Anembik IHAisa CeHc JNabopartopic lBT. IHAia BHECEHHS 3MiH 40 peecTpauinHmx maTepianis: 3miHu 11 3a UA/11196/01/01
ansin'ekyimno 1r, 1 dapmac'ioTike Nta. TMny - 3MiHK Wwono 6e3nekn/eHekTUBHOCTI Ta peuenmom
nakoH 3 MOPOLLUKOM Y nc Iliviteq hapmakoHarnsgy. BHeceHHsi abo 3miHa(u) o

KapTOHHiIN nayui; no 10
NayvyoK y KapTOHHil
kopobui; 1 donakoH 3
MOPOLLKOM Y KapTOHHIN
nayui

3060B'A3aHb Ta YMOB BuAadi peectpauinHoro
nocBigYeHHs, BKntovatoun MnaH ynpaeniHHsA puavkamm
(3acTocyBaHHsi 3MiH(1), ski(a) BUMaraoTb(€)
noganbLloro 06rpyHTyBaHHS HOBUMUW [OAATKOBUM
OaHUMK, Lo MatoTb HaaBaTUCS KOMMETEHTHUM
OopraHoMm, OCKifNbk1 BUMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHUM opraHom) - BukoHaHHsi 3060B's3aHb
BignoBigHO Ao nignyHkTy 1.13 nyHkTy 1, nignyHkTy 2.3
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nyHkTy 2 gogatky 15 go MNopsigky npoBeaeHHs
eKCnepTM3n peecTpaLiiiux maTtepianiB Ha Mikapcbki
3acobw, Lo NoJalTbCs Ha AepXaBHY peecTpallito
(nepepeecTpadito), a Takox ekcnepTnan martepianis Nnpo
BHECEHHS 3MiH 0 peecTpaliiHMX maTtepianis NpoTArom
nii peecTpauiiHoro NocBigYeHHs!, 3aTBepAKEHOro
Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

17.

AlbLIU30OH

MOPOLLIOK A1151 PO34MHY
ans id'ekuinno 2, 1
bnakoH 3 MOPOLLUKOM Y
KapTOHHIN nayui; no 10
NayokK y KapTOHHIN
kopobui; 1 donakoH 3
MOPOLLKOM Y KapTOHHI#
navui

Anembik
dapmac'ioTike
nc Nimiten

IHAisA

CeHc Jlabopatopic MBT.
nra.

IHAisa

BHECEHHSA 3MiH 0O peecTpauinHux maTepianis: 3MiHu |l
TUny - 3MiHK Wwopo 6e3nekun/edekTUBHOCTI Ta
apmakoHarnsgy. BHeceHHs abo 3miHa(m) o
3060B's3aHb Ta YMOB BuAa4i peecTpauinHoro

NocBiAYeHHs1, BKNtoYarouy MNnaH ynpasniHHSA pusvkaMmum

(3acTocyBaHHst 3MiH(1), Aki(a) BUMaraoTb(€)
noAanbLIoro obrpyHTyBaHHsS HOBUMMW 40OATKOBUM
OaHyMU, Lo MalTb HaJaBaTUCs KOMNETEHTHUM
OpraHoM, OCKifNbKWN BUMaraeTbCsi CyTTEBA OLliHKa
KOMMETEHTHVMM opraHom) - BukoHaHHsi 3060B'si3aHb

BignoBigHo 4o nignyHkTy 1.13 nyHkTy 1, mignyHkTy 2.3
nyHKTY 2 popatky 15 go MNopsaky npoBeaeHHS

eKcnepTm3n peecTpauinHnx MaTepianis Ha NikapcbKi
3acobu, Lo NofaThCs Ha AepXKaBHY peecTpalLlito
(nepepeecTpadito), a Takox ekcnepTnam martepianis npo
BHECEHHS 3MiH O peecTpaLinHnX maTepianis NpoTAroMm
Oii peecTpauiiHOro NocBigYEHHs, 3aTBepAXEHOro
Hakazom MOS Big 26.08.2005 Ne 426 (y penakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

3a
peuenmom

UA/11196/01/02

18.

AMIOKOPOANH®

Tabnetku no 200 wmr,
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y KapTOHHIN
Kopobui

KPKA, 8.4,
Hoso mecto

CnoBeHisi

BUPOBHMUTBO «in bulky,
NnepBMHHE Ta BTOPUHHE
naKyBaHHS1, KOHTPOMb Ta
BUNYCK cepii:
KPKA, a.a., HoBo mecTo,
CnogeHisi

KOHTpOrb cepii (di3nyHi Ta
XiMi4Hi MeToaM KOHTpOrH):

KPKA, a.a., HoBo mecTo,
CnogeHisi

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu |
Tuny - 3MiHu 3 sKkocTi. [o0ToBMI Nikapcbknin 3aci6. 3MiHN
y BUpPOBHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKoro

3acoby (3amiHa abo goaaBaHHA AiNbHULI, Ha SKin
3[iNCHI0ETLCSI KOHTPOIL/BUNPOBYBaHHSI cepii) -
BBEAEHHS 404AaTKOBOI AiNbHULI ANS KOHTPOMO cepii
(Pi3nyHI Ta XiMi4YHI METOAM KOHTPOJI0) FOTOBOrO
nikapcbkoro 3acoby. 3a3HayeHHs yHKUI paHille
3aTBEPKEHOro BUPOOHMKa.

3a
peyernmom

UA/10291/01/01

19.

AMnoguniH-
TEBA

Tabnetku no 5 mr no
10 TabneTtok y
6nicrepi; no 3
onictepu y KapTOHHiN
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

AT ®apmaueBTU4HNI
3aBog TEBA

YropwmHa

BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3miHu |
TUMy - 3MiHa po3Mipy cepii (Bkrovakoum diana3oH
po3mipy cepii) roToBoro nikapcbkoro 3acoby - BBeAeHHS
[04aTKOBOro po3Mipy cepii roToOBOro nikapCbkoro
3acoby. 3anponoHosaHo: 1 000 000 TabneTok; 2 000
000 Tabnetok; 3miu | TMny - 3MiHM BUNpPobyBaHb abo
[OMyCTUMMX MEX, BCTAHOBMNEHUX Y crieumdikalisx, nig
Yyac BMPOBHMLTBa rOTOBOrO Nikapcbkoro 3acoby -
3BY)XXEHHS JONYCTUMMX MeX Y cneumdikauii nig yac
BUpoBHMUTBA TAabNEeTOK AN NokasHuKa « TBEPAICTbY:

3a
peuerimom

UA/16717/01/01
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
3anponoHosaHo: 90-150H
20. | AMnoguniH- Tabnetkn, no 10 mr no TOB "TeBa YkpaiHa AT dapmavueBTUYHUI YropwmHa BHECEHHS 3MiH IO peecTpaLiiHux maTtepianis: 3miHu | 3a UA/16717/01/02
TEBA 10 TabneTtok y YkpaiHa" 3aBog TEBA MRy - 3MiHM BUNpobyBaHb abo AoNyCTUMUX MEX, peuernmom
6nicTepi; no 3 BCTaHOBIEHWX Y crieuudikauisx, nig yac BUpobHMUTBA
GnicTepu y KapTOHHIW rOTOBOrO fliKapCbKOro 3acoly - 3BY>KEHHS A0MYCTUMMX
Kopobui MeX y cneumdikaii nig yac BupobHuLTBa TabneTok ans
nokasHuka «Teepaictby. 3anponoHosaHo: 80-150H
21. | AHXENIK TabneTku, BKpUTI Banep Al HimeuunHa nepBuHHa Ta BTOPUHHA HimeuunH BHECEHHS 3MiH A0 peecTpalinHux maTepianis: 3MiHu | 3a UA/2242/01/01
060onoHkot, no 28 ynakoBKa, KOHTPOMb cepii, a Tuny - AOMiHicTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/ | peyenmom
TabneTtok y bnictepi 3 BiANOBiAanNbHMIM 32 BUNYCK abo agpecu micus NpoBaKeHHS AiSnbHOCTI BUPOOHUKa/
KaneHaapHow cepil: iMnopTepa roToBoro fikapCcbkoro 3acoby, BKIHOYaoym
LKanoto, B Bawnep Al', HimeyunHa AOinbHULU BUNYycKy cepii abo Miclie NpoBeAeHHs!
nanepoBOMY MiLLEYKy KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a Ky BignoBigae
B KAPTOHHIN naywi BUPOBHMLUTBO BUPOOHMK/IMNOPTEP, HE BKIHOYAKOYM BUMYCK CEPIl) 3MiHa
Hepo3dacoBaHoi Ha3Bu Ta agpecy BupobHuka 13 , 6e3 amiHn micus
npoayKuii: BUpOOHULTBA
Banep Banmap M'moX i Ko.
KI, HimeuunHa
22. | APTUDNEKC kpem, no 20, mo 40 r ToBapucTBo 3 YkpaiHa ToBapuCTBO 3 0BMEXEHOID YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | bes UA/13306/01/01
abo no 100 r y Ty6i; no obmexeHoto BiANoBiganbHICTIO TMNy - 3MiHa y MeTogax BUnpobyBaHHS rOTOBOro peuenma
1 1y6i y KOpO6Li 3 BignosiganbHi "®apmaneBTnyHa nikapcbKkoro 3acoby (OHOBMEHHS npoLeaypu
KapTOHYy CTIo KomnaHis "3gopos'a” BMNPOOYBaHHA A4S NpUBEAEHHS Y BiANOBIOHICTD 3i
"®apmaueBTun 3MiHeHo0 3ararbHoto cTatTeto Y abo €Bponeicbkoi
YHa KOMNaHis capmakonei); 3amiHum | Tuny - 3amiHW, NoB'sAI3aHi 3
"3popos's" HeoOXiaHICTIO NpuBeaEeHHS Y BIANOBIAHICTL A0
MoHorpadgii oY abo €Bponelicbkoi dhapmakonei, abo
iHLWOT HauioHanbHOi dpapmakonei gepxasu €C (3miHa y
cneumikauisx, nos'a3aHa 3i amiHamu B 1dY, abo
€BponeWicbkin hapmakonei, abo iHWi HaLioHanbHil
dapmakonei Aepxasun €C); cynyTHa 3MiHa: 3MiHa y
MeToAax BUNpobyBaHHSA AOMOMIXKHOI Pe4HOBUHM
(He3HayHi 3MiHM y 3aTBEpAXEHNX MeToAax
BMNpobyBaHb)
23. | ACUBPOKC TabneTku LWuny4i no POTA®APM Benvka dapmaEcrTika EcToHis BHECEHHS 3MiH [0 peecTpaLiiHuX maTtepianis: 3miHu | be3 UA/14270/01/01
200 wmr, no 24 NIMITEZ BpuTaHia MaHydakTypiHr T1ny - 3MiHK Wwopo 6e3nekun/eekTUBHOCTI Ta peuenma
TabneTkn y nexHani; no (PapmaEcTika dapmakoHarnsagy. 3MiHW y KOpPOTKili XapakTepucTui
1 neHany B KapTOHHIW MaHydakTtypiHr TOB) nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
kopobui; no 2 AN MeANYHOro 3aCTOCYBaHHS
TabneTkun y cTpuni; no reHepunyHUX/ribpuaHMx/6ionoaibHMX nikapcbkux 3acobis
5 abo 10 cTpuniB y nicns BHECEHHSN TiET camoi 3MiHN Ha pedhepeHTHUIN
KapTOHHI Kopobui npenapar (3MiHa He NoTpebye HagaHHs! XKOOHMX HOBUX
[0[AaTKOBMX AaHMX) - 3MiHU BHECEHO [0 iHCTPYKLi y
po3gin "MokasaHHs", "MepenosyBaHHs", "MobiyHI
peakuii", "HecymicHicTb." 3rigHo 3 iHdbopmalLieto Wwoao
MeOMYHOro 3acTOCyBaHHS pehepeHTHOro NikapCcbKoro
3acoby (PJIYIMYLINI, TabneTtkn wmnyyi)
24. | ACUBPOKC TabneTku Wuny4i no POTA®APM Benvka dapmaEcrTika EcToHis BHECEHHS 3MiH 0O peecTpauiiiux matepianis: 3MiHu | be3 UA/14270/01/02
600 wr, no 12 NIMITEQ Bputanis MarydakTypiHr TNy - 3miHn Wwopao 6e3neku/edeKkTMBHOCTI Ta peuenma

TabneTok y neHani; no

(PapmaEcTika

chapmakoHarnagy. 3MiHM y KOPOTKil xapakTepucTumui
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
1 neHany B KapTOHHIN MaHydakTtypiHr TOB) nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKLiT
kopobui; no 2 ONst Mean4YHOro 3acTocyBaHHS
TabneTkun y cTpuni; no reHepuyHUX/ribpnaHnx/6ionodibHMX nNikapcbkmx 3acobis
5 abo 10 cTpuniB y nicns BHECEHHSN TiEl camoi 3MiHN Ha pedepeHTHUIN
KapTOHHI KopooLi npenapar (3MiHa He NOTpebye HagaHHS XXOAHMX HOBUX
[o[aTKoBMX AaHnx) 3MiHM BHECEHO A0 IHCTPYKUIT Y
po3ain "Moka3aHHA", a TakoX y po3ginu
"MpoTtunokasaxHsa", "B3aemogis 3 iHWMMK fikapCbKMMu
3acobamu Ta iHWi B1uam Baemogin", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHocTi abo
rogyBaHHs rpyaat”, "34atHiCTb BNAMBATU Ha LWBUMAKICTD
peakujii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLIMMK
MexaHiamamu", "Cnoci6 3actocyBaHHs Ta go3u", "Oitn",
"MepenosysanHs", "MNobivHi peakuii”, "HecymicHicTb."
3rigHo 3 iHpopmaLieto LWoA0 MeaNYHOro 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (PYIMYLWN,
TabneTku Wwunyui).
25. | ACNAPKAM Tabnetkn, 50 MNAT YkpaiHa NAT "Tanuugapm" YkpaiHa BHECEeHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | be3 UA/4509/01/01
TabneTtok y 6nictepi; "Tanuudapm" TUMY - OHOBMEHHS BXEe 3aTBEPAXKEHOro TEKCTY peuenma
50 Tabnetok y MapKyBaHHS1 BTOPVHHOI Ta NEPBUHHOI YNaKoBK/
6nicrepi, no 1 nikapcbKkoro 3acoby, 3 BHECEHHSIM MO3Ha4YeHb OQUHULIb
Gnictepy y nauui BMMIPIOBaHHS, 3 BUKOPUCTAHHSIM fiTep NaTUHCLKOro
andasiTy. BBegeHHsi 3MiH npoTsAAirom 6-Tn micsuis
nicns 3aTBepAXeHHSA
26. | ACTEP Tabnetku no 500 mr/65 "KcaHTic Kinp CaHeka ®apmacbloTikana CnoBaubk BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 6e3 UA/16604/01/01
mr, no 10 TabneTok y dapma AT a TUMY - NOAAHHSA OHOBIEHOTO cepTudikaTa BignoBigHOCTI peuenma
6nictepi; no 1, abo no TNimiteq" Pecny6bnik €ponelicbkii hapmakonei Ne R1-CEP 2000-124-Rev
2, abo no 3 6nictepu B a 08 ans [ito4oi pevyoBMHN Bif, BXXe 3aTBEPOKEHOro
nayui; no 12 Tabnetok BMPOBHMKa, SIK HAcMiAoK BUNyYeHHS BUPOOHMKa
y BnicTepi; no 1, abo NPOMDKHOrO NPOAYKTY
no 2 6nictepu B nayui
27. | ATOPBACTATHWH | nopotuok (cybcTaHuis) BE3 Xopsaris BIOKOH NIMITEAQ IHAisa BHECEHHS 3MiH 0 peecTpaLinHux maTepianis: 3MiHu | - UA/11714/01/01
KAnNbUIKO y NoABINHUX dapmaxem TUny - AOMiHiCcTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/
nonieTuneHoBmx 0.0.0. abo agpecu Micusi NPoBaMKEHHS AiNbHOCTI BUPOOHMKA
naketax gns (BKntoyaoum, 3a HeobXigHOCTI, Micue NpoBeAeHHs
BMPOGHMLUTBA KOHTponto sikocTi), abo BnacHuka mactep-caiina Ha
HecTepurbHMX A®I, abo noctavanbHuka Adl/BuxigHoro
nikapcbknx oopm MaTtepiany/peareHTy/NpoMiPKHOrO NPOAYKTY, WO
3acTocoByoTbCs Y BUPoOHUUTBI ADI (sIKLLO 3a3HaYeHO Y
[OCbe Ha nikapcbkui 3acib) 3a BiACcyTHOCTI cepTudikara
BignoBigHOCTI €Bponenchkivi hapmakonei y
3aTBEPAXEHOMY [0CbE, ab0 BUPOOHMKA HOBOT
AOMNOMDKHOI pEYOBMHM (SIKLLO 3a3Ha4eHo Y AOCbE) 3MiHa
appecy BupobHuka A®I Ta BUNy4eHHs nanok 3
HanucaHHsl Ha3Bu
28. | ALUETUNCANIUN | Ttabnetkn no 500 mr Ne MAT YkpaiHa MAT "Ny6Hucapm" YkpaiHa BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3MiHu | bes UA/5708/01/01
JIOBA KUCINOTA | 10y 6nictepax "Ny6Hndapm” TUny - 3MiHa napamMeTpiB cneuudikauin Ta/abo peuenma

AO0MYyCTUMUX MEX roTOBOTrO NiKapcbKoro 3acoby; 3miHu |
MMy - 3MiHa y MeTogax BunNpobyBaHHSA roTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEepAXKEHUX
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
mMeToaax BUNpobyBaHHs)
29. | BEKAPBOH Tabnetkn, no 10 My6nivyHe YkpaiHa My6nivyHe akuioHepHe Ykpaina BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3miHu | bes UA/7454/01/01
TabneTtok y 6nictepi; akuioHepHe ToBapucTBO "HaykoBo- TMNy - npuBeaeHHs cneundikauii A®I «benagoHu peuenma
no 2 nictepu y nadui TOBapuCTBO BUPOGHUYNIA LEHTP eKCTpaKT ryctui» o sumor JOY/E€P 3a nokasHNKOM
3 KapTOHY "HaykoBo- "BopLuariBCbkuii XiMiko- "MikpobionoriyHa uncrorta"; 3amiHu | Tuny - 3miHa B
BUPOBHMYMI hapmaueBTHYHMI 3aBog", ymoBax 36epiraHHa APl «benagoHu ekcTpakT rycTumny;
LeHTp Ykpaina; TOB 3MiHu | Tuny - 3amiHa "TepmiHy npugatHocTi” Ha "lepiog
"BopLuariBcbk "Arpodpapm", YkpaiHa NOBTOPHOro BUNpobyBaHHA" Ans koHTposno AdI
MR XiMiKo- BenagoHn ekCcTpakT ryctuit; 3miHu | TMny - BHECEHHS
dapmaueBThy 3MiH go Cneuudpikauii APl BenagoHn ekcTpakT ryctui
HWI 3aBoa" 3a nokasHvkom "BTparta B Maci npu BUCYyLLYyBaHi"
30. | BENNAOOHU eKCTpaKT rycTum My6nivyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX maTepianis: 3MiHu | - UA/6518/01/01
EKCTPAKT (cybcTaHuis) y 6aHkax, akuioHepHe ToBapucTBO "HaykoBo- TMNy - NpuBeaeHHs po3ainy «MikpobionoriyHa yictoTar
ryctum y NOABIAHNX TOBapuCTBO BMPOOHUYNIA LLEHTP y BignoBigHicTb Ao BuMor A®Y; 3amiHu | Tuny - amiHa y
nonieTuneHoBmnx "HaykoBo- "BopLLariBCbKMIN XiMiKo- napameTpax cneuudikauivi Ta/abo AONyCTUMUX MEX,
naketax ans BUPOBHMYMIN dapmMaueBTUYHUIN 3aBoa" BM3HaYeHux y cneundikadisx Ha APl abo
hapmaLeBTU4HOro LeHTp BMXiAHWN/NPOMDKHUIA NPOAYKT/peareHT, Lwo
3acTocyBaHHs "BopLuariscbk BMKOPUCTOBYIOTbCSA Y npoueci BupobHuutea API (iHwi
W Ximiko- 3MiHK); 3MiHK | TMNY - 3MiHa «TepMiHy NPUAATHOCTI» Ha
hapmavneBTUY «Mepioa Ao NpoBeAeHHS MOBTOPHUX BUMPODYBaHbY;
HW 3aBog” 3MiHn | TUNYy - 3miHa ymoB 36epiraHHs A®l Ha ocHoBI
[aHuX gocnimXeHHs cTabinbHOCTI 3i 3MiHaMu B
MapKyBaHHi yrnakoBKu
31. | BEHOAMYCTWUH- | nopoliok ans MicTpan AHrnis CingaH ®apma C.P.J1. PymyHis BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/15258/01/01
BICTA NPUroTyBaHHsA Kenitan Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/ | peyenmom
KOHUEHTpaTy ans MeHenxXmeHT abo agpecy 3asiBHMKA (BnacHWKa peecTpauinHoro
NPUrOTYBaHHS PO3YMHY NimiTeq noceigyeHHs1) - 3miHa agpecu 3asiBHUKa
ans ingysin, 2,5
mr/mn, no 25 mr abo
no 100 Mr NopoLuKky y
dnakoHi; no 1
hnaKkoHy y KapTOHHiV
Kopobui
32. | BEH3UNBEH30A | pignHa macnsHucta HepxaBHe YkpaiHa [HepxasHe lMignpnemcTso YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3miHu | - UA/8008/01/01
T MEOWYHUNA abo kpuctanu MignpnemcTteo "3aBog XiMiYHUX peakTuBiB TUMY - AOMOBHEHHS NapameTpy cneuudikauii
(cybeTaHuis) y "3aBog "HayKoBO-TeXHOSOr4YHOro «CynpoBigHi 4OMILLKM Ta 3aNMLWKOBI KifbKOCTI
nonieTueHoBmx XiMIYHMX komnnekcy "l[HeTuTyT OpraHiyHUX po34YMHHUKIB (AMMeTundopmamigy)
KOHTEeNHepax anga peakTusiB MOHOKpucTanis" nokasHNKoMm «byab-sika iHWa AoMiLKay 3 HOPMYBaHHAM
dhapMaLeBTUYHOIO "HaykoBo- HauioHanbHoi akagemii «He 6inbwe 0,1%» 3 BinnoBiAHMMYK 3MiHaMK Y MeToAULi
3acToCyBaHHSA TEeXHOMOorivYHor Hayk YkpaiHn" BunNpobyBaHHsA. BBeAeHH:A 3MiH npoTArom 6-tn
0 KoMnnekcy MmicsiuiB nicnAa 3aTBepAKeHHs
"IHCTUTYT
MOHOKpUCTani
B
HauioHanbHoT1
akagemii Hayk
YkpaiHn"
33. | BEH3OKAIH MOPOLLIOK (Cy6CcTaHLUist) MpusatHe YkpaiHa Yangxoy Cannavt Kutan BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | - UA/12132/01/01
y MOABIVHNX NakeTax 3 aKuioHepHe PapmacsbtoTtikan Ko., Nta. Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/l E-
nonieTuneHy ansa TOBApUCTBO cepTudikaT BignoBigHOCTI €Bponencbkin
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

(hapmaLEeBTUYHOTO
3aCTOCYBaHHs

“Nekxim —
Xapkis”

apmakonei/moHorpadii. NogaHHs HoBoro abo
OHOBIEHOrO cepTudiKaTa BignoBigHOCTI abo BUNYyYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin dhapmakonei:
ansa A®l; ona suxigHoro
marepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpoOHULTBI ADI; Ans AONOMIKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI €BPONENCHKIN
dapmakonei) - OHoBReHU cepTudikaT Bif yxe
3aTBepAXeHoro BUpobHuka - NogaHHA OHOBNEHOro
CepTudbikaty BignoBigHOCTI €Bponewnchbki hapmakonei
R1-CEP 2004-008-Rev 05 (nonepeaHrs Bepcia R1-CEP
2004-008-Rev 03) Bia Bxe 3aTBEpAXXeHOro BUpobHMKa
Changzhou Sunlight Pharmaceutical Co., Ltd., China
ansa A®l 6eHsokaiHy Ta sik Hacnigok 3MiHa agpecu
BMPOGHMKa Ta TepMiHy npuaaTHocTi Ad| (3aTBepaxeHo:
TepMiH npugaTHOCTI: 2 poku; 3anponoHoBaHo: TepMiH
npugaTHoCTi: 3 poku)

34.

BETACAJNIK®

masb no 15 ry Ty6i; no
1 1y6i B nayui 3
KapTOHY

MNAT
"KuiBmegnpen
apart"

YkpaiHa

MAT "Knismegnpenapat”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3MiHn |
TUNy - 3MiHW Woao 6e3nekun/edekTMBHOCTI Ta
capmakoHarnagy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
ynaKoBKW nikapcbkoro 3acoby Lioao 3a3HavyeHHst
MiXHapOOHMX NO3HAYeHb OAVHWLb BUMIPIOBAHHS.
BBeaeHHA 3MiH npoTArom 6-t1 micauiB nicna
3aTBepAXKEHHSA

3a
peuenmom

UA/0558/01/01

35.

BIHOKPUT®

pO34MH Ang iH'ekuin,
84 mkr/mn; no 0,8 mn
(8000 MQO) abo 1 mn
(10000 MO) po3umnHy
Ons iH'ekuin B
nonepeaHLo
3anoBHEHOMY,
rpagyvioBaHoMy
LUNpULi, OCHaLLEHOMY
NOpLUHEM, iH €KLiiHOK
ronKow, KOBMAa4ykoM Ta
3aXUCHMM MPUCTPOEM
ans 3anobiraHHs
MOLUKOZAXKEHHIO TOJIKOO
nicns 3acTocyBaHHs,
abo 6e3 Hboro; no 1
LUNPULLY Y KOHTYPHIN
GnicTepHili ynakoBLyj;
no 1 KOHTYpHIN
GnicTepHilt ynakoBLj y
KapTOHHI kopobLi; no
0,4 mn (4000 MO), abo
0,6 mn (6000 MO), abo
no 0,8 mn (8000 MO),
a6bo 1 mn (10000 MO)
PO34MHy Ans iH'ekuin,

Canpgos 'm6X

ABCTpis

BiANOBiAanbHUIA 3a

BMPOGHMLTBO, NaKyBaHHS,

KOHTPOnb cepii:
Ain i Ti Bionorika M6X,
HimeyunHa

BiANOBiAanNbHMIM 32 BUNYCK

cepii:
Canpos 'm6X - Bl
LadbTeHay, ABCTpis

HimeuunH
al ABcTpis

BHECEHHS 3MiH 0O peecTpaLiiHnX maTepianis: 3minm I
TMny - 3MiHK Wwono 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(u) o
3000B'A3aHb Ta YMOB BuAaui peectpaLifiHoro

nocBigYeHHs, Bkntodatouy MnaH ynpaeniHHSA puankaMm

(3acTocyBaHHsi 3MiH(1), Ski(a) BUMaraoTb(€)
noaanbLIoro obrpyHTYBaHHS HOBUMMW 404ATKOBUM
OaHUMK, Lo MatoTb HaaBaTUCS KOMMETEHTHUM
OopraHoM, OCKifnbKW1 BUMaraeTbCsi CyTTEBA OLiHKa
KOMMNETEHTHUM OpraHom) - BukoHaHHS 3060B'A3aHb
BiQNOBIAHO 4O MiANyHKTY 2.3 nyHKTY 2 gopatky 15 go
Mopsiaky NnpoBefeHHS eKcnepTu3n peecTpauinHnx
MaTepianis Ha nikapcbki 3acobu, LWo noaarTbes Ha
OepXaBHY peecTpallito (nepepeecTpaliio), a Takox
eKCcnepTnan maTepianis NPo BHECEHHA 3MiH O
peecTpauinHMx MaTepianis NpoTarom Aii
peecTpaLiHOro NocBiAYeHHS, 3aTBEPAXKEHOro Haka3om
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MOS Big
23.07.2015 Ne 460)

3a
peyernmom

UA/12383/01/01
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
B nonepeaHLo
3anoBHEHOMY,
rpagynosaHoMy

LUMPULI, OCHALLEeHOMY
MOPLUHEM, iH'EKLIHOI0
rOfIKOIO, KOBMAYKOM Ta
3aXMCHUM MPUCTPOEM
ans 3anobiraHHs
NOLLUKOAXEHHIO FOSKOH0
nicns 3acTtocyBaHHs,
abo 6e3 Hboro; Mo 3
LINpULA Y KOHTYPHIN
GnicTepHii ynakoBLyj;
MO 2 KOHTYPHiI
GnicTepHi ynakoBku B
KapTOHHIN kopobui

36. | BIHOKPUT® pO34MH Aong iH'ekuin, CaHpos 'm6X ABCTpis BignoBiaanbHUn 3a HimeyunH BHECEHHS 3MiH 0O peecTpaLiiHnX maTepianis: 3minu I 3a UA/12383/01/02
16,8 mkr/mn; no 0,5 mn BMPOGHMLTBO, NaKyBaHHS, al ABcTpist TNy - 3miHn Wwopo 6e3nekn/eekTUBHOCTI Ta peuenmom
(1000 MOQ) a6o no 1 KOHTpOrb cepii: hapmakoHarnsay. BHeceHHst abo 3miHa(u) o
mn (2000 MO) A [i Ti Bionorika M'm6X, 3060B'A3aHb Ta YMOB BMAaYi peecTpaLiiHoro
pPO34MHy ANs iH'eKUin B HimeyunHa NocBiAYeHHs1, BKNtoYarouy MNnaH ynpasniHHSA pusmMkaMmu
nonepegHbL0 (3acTocyBaHHs 3MiH(K), Siki(a) BUMararoTb(€)
3aMOBHEHOMY, BiANOBiAANbHWIA 32 BUMNYCK noAanbLoro obrpyHTYBaHHS HOBUMMW 40OATKOBUM
rpagyvioBaHoMy cepil: [aHMMW, Lo MaloTb HagaBaTUCS KOMMNETEHTHUM
LUNpW1Li, OCHaLLEeHOMY Canpgos 'm6X - Bl OpraHoMm, OCKifbK/ BUMaraeTbCsl CyTTEBA OLiHKa
MOPLUHEM, iH'EKLIIHOI0 LWadTeHay, AscTpis KOMMETEHTHVMM opraHom) - BukoHaHHsi 3060B's3aHb
rorfikor, KOBMa4ykom Ta BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2 goaatky 15 go
3aXMCHUM NPUCTPOEM Mopsiaky NnpoBedeHHS eKcnepTu3n peecTpauinHnx
ans 3anobiraHHsa MaTepianis Ha nikapcbki 3acobu, Wo noaaTbes Ha
MOLUKOZAXXEHHIO TOJIKO0 OepXaBHy peecTpalito (nepepeecTpalLiio), a Takox
nicns 3acTocyBaHHS, eKkcnepTn3n maTepianis Npo BHECEHHS 3MiH 40
abo 6e3 Hboro; Mo 3 peecTpauiiHnx maTepianis npoTarom Aii
LINpULA Y KOHTYPHIN peecTpauiiHoOro NOCBIAYEHHS!, 3aTBEP)KEHOrO HaKa3om
GnicTepHii ynakoBLyj; MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy MOS3 Big
MO 2 KOHTYPHiI 23.07.2015 Ne 460)

GnicTepHi ynakoBku y
KapTOHHI KopobLi

37. | BIHOKPUT® pO34MH Ang iH'ekuin, CaHpos 'mo6X ABCTpis BignoBsiaanbHUn 3a HimeyunH BHECEHHS 3MiH 0O peecTpaLiiHnX maTepianis: 3minu I 3a UA/12383/01/03
336 mkr/mn; no 0,5 mn BMPOGHWLTBO, NaKyBaHHS, al ABcTpist T1ny - 3miHn Wwopo 6e3nekn/eekTUBHOCTI Ta peuenmom
(20000 MO) abo no KOHTpOnb Ccepii: dapmakoHarnsgy. BHeceHHs abo 3miHa(n) oo
0,75 mn (30000 MO), A [i Ti Bionorika M'm6X, 3060B'A3aHb Ta YMOB BMAa4i peecTpaLiiHoro
abo no 1 mn (40000 HimewyunHa nocBiAYeHHs1, BKNtoYarouy NnaH ynpasniHHSA pusmMkaMmu
MO) po3uuHy ans (3acTocyBaHHs 3MiH(K), siki(a) BUMararoTb(€)
iH'eKUin B nonepeaHbo BiANOBiAANbHWI 32 BUMYCK noAarnbLIoro o0rpyHTyBaHHA HOBUMM JOAATKOBUM
3arnoBHEHOMY, cepil: OaHMMWK, Lo MaloTb HagaBaTUCS KOMMETEHTHUM
rpagynoBaHoOMy CaHpos 'mM6X - Bl OpraHoMm, OCKiflbK/ BUMaraeTbCsl CyTTEBA OLjiHKa
LUNpULi, OCHAaLLEHOMY LWadTeHay, AcTpis KOMMETEHTHVMM opraHom) - BukoHaHHsi 3060B'si3aHb
NOpLUHEM, iH’EKLIAHOI BiANOBIAHO A0 MiANYHKTY 2.3 nyHKTY 2 goaatky 15 go
ronKor, KOBMa4ykoM Ta Mopsiaky NpoBeAeHHS eKCnepTM3n peecTpauinHnx

3aXMCHUM NPUCTPOEM Marepianis Ha nikapcbKi 3acobw, Lo NofalTbes Ha
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

Ans 3anobiraHHA
MOLUKOAXKEHHIO FOJIKOH
nicns 3acTocyBaHHs,
abo 6e3 Hboro; no 1
abo no 3 nonepenHLO
3amnoBHeHUX Lwnpuua y
KOHTYPHIl BricTepHin
ynakosui; no 1 (1
LUNpUL, Y KOXHIN) abo
no 2 (3 wnpuua y
KOXHil1) KOHTYPHiI
GnicTepHi ynakoBku B
KapTOHHIN kopobui

OepxaBHY peecTpalito (nepepeecTpaliio), a Takox
eKkcrnepTn3n maTepianis Npo BHECEHHS 3MiH A0
peecTpauinHMX MaTepianis NpoTarom Aii
peecTpauinHoro NocBigYeHHs!, 3aTBEPAXKEHOTO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y penakuii Hakady MOS Big
23.07.2015 Ne 460)

38.

BIOKNOT A®

niodinizat Ansa
PO34nHY Onst iH eKuin
no 250 MO, 1 dnakoH
3 nioginizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAa
ONs iH’ekuin) no 5 mny
dnakoHi; no 1
dnakoHy 3
nioginizatom Ta no 1
dnakoHy 3
PO34YMHHMKOM pa3oM i3
3acobamu ans
PO3YMHEHHSA Ta
BBeAeHHsi (1 dinbTp, 1
LLNpUL, OAHOPAa30BUIA 3
ronkot Ans iH’exuin, 1
Kpunb4yaTa iHdysinHa
cuctema) y navi 3
KapTOHY

TOB
"BIO®APMA
MNA3MA"

YkpaiHa

TOB "BIOPAPMA
MNA3MA", YkpaiHa
(BMPOBGHULTBO, NEPBUHHE
Ta BTOPMHHE MaKyBaHHs,
BMMNYCK Cepiln; BTOPUHHE
nakyBaHHs1, BUMYCK cepiit)

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHux maTepiarnis:
BUNPaBMeHHst TEXHIYHOT MOMUNKK B IHCTPYKLIi Ans
MeguyHoro 3actocyBaHHs "CocTtaB”

3a
peyerimom

UA/16249/01/01

39.

BIOKINOT A®

niodpinizat ana
PO34MHy ONns iH eKuin
no 500 MO, 1 dnakoH
3 niogpinizatom y
KOMMIEKTi 3
PO34YMHHMKOM (BOAA
ans iv’ekuin) no 10 mn
y donakoHi; no 1
dnakoHy 3
niocpinizatom Ta no 1
dnakoHy 3
PO3YMHHMKOM pa3oM i3
3acobamu gns
PO3YMHEHHS Ta
BBeAeHHs (1 dinbTp, 1
LINpU1L, 04HOPa30BMUN 3
ronkow Ans iH'exuin, 1

TOB
"BIO®APMA
MITA3MA"

YkpaiHa

TOB "BIOPAPMA
MNA3MA", YkpaiHa
(BMPOGHMLTBO, NEPBUHHE
Ta BTOPMHHE MaKyBaHHs,
BUMYCK Cepiii; BTOPUHHE
nakyBaHHs1, BUNYCK cepin)

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLliiHnx maTepianis:
BMNPaBMEHHsI TEXHIYHOT MOMUIIKM B IHCTPYKLIi Ans
Meau4Horo 3actocyBaHHs "CoctaB"”

3a
peuyernmom

UA/16249/01/02
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
Kpunb4yaTa iHdy3inHa
cuctema) y navi 3
KapToHy
40. | BIOKNOT A® niogpinizat Ans TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH 4O peecTpaLinHux MmaTepianis: 3a UA/16249/01/03
PO34nNHy ANs iH eKuin "BIO®APMA MNA3MA", YkpaiHa BUMpPaBIIEHHSA TEXHIYHOI MOMUIKW B IHCTPYKLUIi ANs peuernmom
no 1000 MO, 1 MIA3MA" (BMPOGHMLTBO, NEPBUHHE Meau4Horo 3actocyBaHHs "CoctaB"”
hrnakoH 3 Ta BTOPUHHE NakyBaHHS,
nioginizatom y BUMYCK Cepiii; BTOPUHHE
KOMMNIeKTi 3 nakyBaHHs1, BUMYCcK cepii)
PO34MHHMKOM (BOAA
ans iv'ekyin) no 10 mn
y chnakoHi; no 1
dnakoHy 3
niodinizatom Ta no 1
dnakoHy 3
PO34YMHHMKOM pa3oM i3
3acobamu ans
PO3YMHEHHS Ta
BBeAeHHsi (1 dinbTp, 1
LLNpUL, OAHOPAa30BUIA 3
ronkoto Ans iH’exuin, 1
Kpunb4yaTa iHdysinHa
cuctema) y navi 3
KapToHy
41. | BOTOKC® MOPOLLIOK AJ18 PO3UNHY AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH 40 peecTpalinHmx maTepianis: 3miHu Il 3a UA/16656/01/01
KOMMNEKC ans iH'ekuin no 100 dapmacbtoTik dapmacbtoTikans lpnaHgis TMny - 3MiHK Wwono 6e3nekn/edekTUBHOCTI Ta peuenmom
BOTYNIHIYHOIO | oaunHuub-Annepran; 1 an3 lpnangis dapmakoHarnsgy. 3mMiHu y TepaneBTUYHUX NOKa3aHHAX
TOKCUHY TUNY nakoH 3 MOPOLLUKOM B (OogaBaHHA HOBOro TepaneBTUYHOIO MoKa3aHHs abo
A (BI4 KapTOHHiN kopobui 3MiHa y 3aTBEpAXEHOMY MOKa3aHHi) - 3MiHWM BHECEHO 0
CLOSTRIDIUM IHCTPYKUIT A4NA MeAMYHOro 3aCTOCYBaHHS MiKapCbKoro
BOTULINUM) 3acoby Ao posainy "lMokasaHHA", Ta, K HacNigokK, Ao
po3ainis "®apmakonoriyHi BnactmeocTi”, "Ocobnusi
3axoau 6e3nekun”, "Cnocib 3actocyBaHHs Ta Jo3n",
"Oitn", "MNobiuHi peakuii" (BBeaeHHs 3MiH NpOTSArom 6-T1
MicALIB Micnsa 3aTBepAXXEHHS)
42. | BOTOKC® MOPOLLIOK A1151 PO3YMHY AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH 4O peecTpauiiHnX maTepianis: aminu I 3a UA/16656/01/02
KOMIMJIEKC Ans iH'ekuini no 200 dPapmacbioTik ®apmacsioTikans lpnaHais TNy - 3miHn Wwopao 6e3neku/edekTUBHOCTI Ta peuernmom
BOTYNIHIYHOIO | opguHuub-Annepran; 1 anas IpnaHgis dapmakoHarnsgy. 3miHu y TepaneBTUYHUX NOKa3aHHAX
TOKCUHY TUNY hnakoH 3 NOpoLLUKOM B (mogaBaHHs HOBOrO TEpaneBTUYHOIO Noka3aHHsa abo
A (BIO KapTOHHiN kopobuji 3MiHa y 3aTBEpAXEHOMY MOKa3aHHi) - 3MiHWM BHECEHO A0
CLOSTRIDIUM IHCTPYKLUiT 4NA MeAMYHOro 3aCTOCYBaHHS NiKapCbKOro
BOTULINUM) 3acoby Ao posainy "lMNokasaHHsa", Ta, SK Hacnigok, 4o
po3ainis "®apmakonoriyHi BnactmeocTi", "Ocobnusi
3axoaun 6e3nekun”, "Cnocib 3acTocyBaHHsA Ta Jo3un",
"Oitn", "Mobivni peakuii" (BBegeHHS 3MiH NpOTArom 6-Tu
MicsLiB nicnsi 3aTBepOXEHHS)
43. | BPOKCIHAK Kpanni o4Hi, 0,09 % no CeHrTicc IHais CeHrticc ®apma [MeT. Nl714. IHgis BHECEHHS 3MiH [0 peecTpaLiiHuX maTtepianis: 3MiHu | 3a UA/15200/01/01
1,7 Mn Kpanenb y ®apwma [BT. T1ny - 3MiHK Wwopo 6e3nekun/eekTUBHOCTI Ta peuenmom
dnakoHi, no 1 JTa. dapmakoHarnagy. BeegeHHst abo amiHn go

dnakoHy 3

y3aranbHeHVX AaHKX Npo cUcTeMy dpapmakoHarnsgy
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
KpanenbHuLeto B (BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
KapTOHHIN ynakoBLi capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANoBiAanbHoOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
3[incHeHHs hapmMakoHarnsaay B YkpaiHi, SKLO BOHa
BiAMiHHa Bi ynoBHOBaXxeHoi ocobu, BignosiganbsHoi 3a
30iMCHEHHS hbapMakoHarnsAay (BKMOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cucTemu dhapmakoHarnsay) - 3MiHa yrnoBHOBaXeHOT
ocobu BignoBifanbHoI 3a hapmMakoHarnag:
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOi 0cobu BignoBsigansHoi
3a hapmakoHarnsag:
MponoHoBaHa pepakuis: TodaH Irop AHaToninosuy.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHOI 3a papmakoHarnsag. 3MiHa KOHTaKTHUX
[AHNX KOHTAKTHOI ocobu, BignoBiganbHoI 3a
dapmMakoHarnsg. 3miHa Micusi 34iCHEHHS1 OCHOBHOT
fisinbHOCTI 3 hapmakoHarnsagy. 3MiHa agpecu mactep-
danna
44. | BYOEHO®AIbK niHa pekTaneHa, 2 Op. danbk HimeuyunnHa BignosiganesHui 3a Bunyck HimeyunH BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3MiHW | 3a UA/6964/02/01
Mr/B03Y; KOXHUN dapma 'mb6X Cepin KiHLeBOro NpoaykTy a/ TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HanMmeHyBaHHS Ta/ | peuyenmom
6anoH MicTuTb sIK Ta anbTepHaTuBHe LLiseriLapi abo agpecy 3asiBHMKA (BnacHWKa peecTpauinHoro
MiHiMym 14 o3 no 1,2 BTOPWHHE NaKyBaHHS: a nocBigYeHHs) - 3MiHa agpecy 3asBHuKa [p. ®anbk
I MiHW peKTanbHoi; No Op. ®anbk ®apma M6X, dapma 'm6X, HimeuunHa; aminu | Tuny -
1 6anoHy 3 fo3aTopom HimeyuunHa; AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo
y KomnnekTi 3 14 Bupo6Huk gosoBaHoi agpecu Micusa NpoBaXeHHs QisnbHOCTI
annikatopamv ans dopmMu, NepBuHHE Ta BMPOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BBEAEHHS MiHN Y BTOPVHHE NaKyBaHHS, BKJT0YaI04M AinNbHULi BUNYCKY cepii abo micue
NnacTMKOBOMY FOTKY KOHTPOnb SKOCTI: NpPOBEAEHHS KOHTPOIIO SIKOCTI. (AiANbHICTb, 3a AKy
Ta 14 nnacTMKoBMMU Aeposonb-Cepsic AT, BianoBifgae BUPOGHMK/iMNOpTEp, BKIOYAOUM BUMYCK
naketamu gns LLiseviLapis cepin) - 3mMiHa agpecu BupobHuka [p. ®anbk ®apma
rirfieHiYHOT yTunisauii 'm6X, HimeuunHa, 6e3 3amiHM Micusi BUpOOHULTBA
annikaTopis y
KapTOHHI KopoobLli
45. | BASOTEH3 H TabneTkn, BKpUTI KcaHTic Kinp AkTaBic AT Icnangis BHECEeHHS1 3MiH O peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/16041/01/01
NNiBKOBOIO dapma Tuny - 3miHn woao 6e3nekn/edekTUBHOCTI Ta peuenmom
obornonkoto, 100 Nimiten dapmakoHarnsgy. BeegeHHs abo 3miHv oo

mr/12,5 mrno 10
Tabnetok y bnictepi;
no 3 abo 10 Gnictepis
Y KapTOHHIM nayui

y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy
(BBEAEHHS y3aranbHeHVX AaHux Npo cuctemy
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA apmakoHarnsagy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsagy 3asiBHvKa Anis
3[icHeHHs hapMakoHarnsaay B YkpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHOBaxeHoi ocobu, BignosiganbHoi 3a
30iCHEHHS (hbapMakoHarnsay (BKMOYayy KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu BignosiganbHoi 3a dhapMakoHarnsaga:
lMponoHoBaHa pepakuis: IBaH Kimnpiy / lvan Cimprich.
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0cobu,
BignosiganbHoi 3a hapmakoHarnsad. 3miHa micus
30iICHEHHSI OCHOBHOI AisSNbHOCTI 3 hapMakoHarnsgy.
3miHa agpecun macTtep-danna
46. | BAKCIrP1n cycneHsist ons iH'ekuin CaHodi DdpaHuis NOBHUIN LMKN DdpaHuis/ BHECEHHS 3MiH 0O peecTpaLiiHNX maTepianis: 3minu I 3a UA/16141/01/01
TETPA / no 0,5mny Mactep C.A. BUpOBHMUTBA, YropwwHa/ | Tuny - 3MiHu 3 sKocTi. [oToBMIA Nikapcbkuid 3aci6. 3miHn | peuenmom
VAXIGRIP TETRA | nonepeaHbo 3aMnoBHEHHS, NepBUHHE Ta Benbris y BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCS
CnNIT-BAKUUHA | 3anoBHeHOMy LUNpuLi BTOPUHHE MaKyBaHHA, BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOTrO NikKapCbKoro
anAa 3 NPUKPINIIEHO0 KOHTPOIb SIKOCTi, BUMYCK 3acoby (3amiHa abo gopaBaHHs AinbHULI, Ha SKiA
MPO®INAKTUKU ronkoto Ne 1; no 0,5 cepit: 30iiCHIOETLCA KOHTPOb SKOCTI/BUNPOBYBaHHA cepii Ans
revny My nonepeaHbLo CaHodi MacTep, PpaHuis; BionoriyHoro/iMmyHoNoriYHOro nikapcbkoro 3acoby, Ta
YOTUPLOXBAN 3arnoBHEHOMY LUNpUL 6yab-aKoi AinbHULI, Ha SKil 3aCTOCOBYETHLCS
EHTHA, 6e3 ronkm Ne 1 BTOPVHHE NaKyBaHHS, GionoriyHuin/imyHonoriyHniA MeTos BUNPobyBaHHs) -
IHAKTUBOBAHA KOHTPOIb SIKOCTi, BUMYCK nopaBaHHs ainbHuui CAHO®I BIHTPOIM IHOACTPIA,
cepil: dpaHuis/ SANOFI WINTHROP INDUSTRIE, France
CaHodi MNactep, PpaHuis; ONS KOHTPOIIO SIKOCTi FOTOBOrO NPOAYKTY
3arMoBHEHHS, NepBUHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPOIb SKOCTI:
CAHO®I BIHTPOI
IHOACTPIA, ®paHuis;
BTOPUHHE MaKyBaHHs:
CaHodi-AseHTic NpamsiT
Ko. JlTa., YropwuHa;
BTOPUHHE MaKyBaHHS:
CPHA CA, benbris
47. | BANNALUUKIIOBIP | nopouuok (cybcTaHuis) BE3 Xopsaris LWaHxan ®apma pyn Kutan BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | - UA/8305/01/01
Y rIAPOXNOPUL | y noaBinHWX dPapmaxem YaHrkoy KoHi TMny - 3amiHa y 6esnocepepHin ynakosui A®| - BHeceHHs
nonieTnneHoBmnx 0.0.0. dapmacbtoTikan Ko., IlItg 3MiH go p. 3.2.5.6. Cuctema
naketax ans KOHTenHep/3aKynoptoBanbHuUi 3aci6: gogaBaHHs
hapmaLeBTU4HOro NPOMIXKHOI YNaKoBK/ — MiLLKY 3 antoMiHieBOi donbru
3acTOCyBaHHs!
48. | BANEPIAHU TabneTkun, BKpUTI MAT Ykpaina MAT "Tanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | bes UA/0265/02/02
EKCTPAKT 060n0oHkot 1o 20 mr, "Tanuugapm" TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta peuenma
no 10 TabneTok y BTOPUHHOI YNakoBKM Nikapcbkoro 3acoby woao
6nicrepi, no 5 3a3Ha4YeHHs MbKHapOAHMX NO3HaYeHb OAUHMLb
6nicTepis y nayui; no BMMiptoBaHHsi. BBeAeHHA 3MiH NpoTsarom 6-t1 micauis
50 Tabnetok y nicns 3aTBepAXeHHs
bnictepax
49. | BAPUIPUKC™ / niocpinizat ans nakcoCmiTKn Benvka nakcoCwmitTKnsanH Benkris BHECEHHS 3MiH [0 peecTpaLiiHuX maTtepianis: 3MiHu | 3a UA/15966/01/01
VARILRIX™ PO34MHy ANs iH'eKuin AnH EkcnopTt BpuTaHia Bionogxikana C.A. TUny - oHoBreHHa CepTudikaty BignosigHocTi Ph. Eur. | peuenmom
BAKUWHA OnA no 1 osi; 1 cornakoH 3 Jlimiten wopo rybuartoi eHuedanonarii Ha deTanbHy Guyauy
NMPO®INAKTUKU | niodpinizatom Ta 1 cupoBaTky 3 R1-CEP 2000-155-Rev 01 Ha R1-CEP

BITPSIHOI BICTIN
KMBA
ATEHYNOBAHA

amnyna 3
PO34YMHHMKOM (BOAA
ONs iH'ekuin) B

2000-155-Rev 02; 3MiHu | TUMy - OHOBREHHSA
CeptudikaTy BignosigHocTi Ph. Eur. wopo rybyartoi
eHuedanonarii Ha deTanbHy 6uyady cupoatky 3 R1-
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
NnacTMKOBOMY CEP 2000-155-Rev 02 Ha R1-CEP 2000-155-Rev 03;
KOHTENHepi B 3MiHu | Tuny - oHoBneHHs CepTudikaTy BignoBiAHOCTI
KapTOHHI kopobui; 1 Ph. Eur. wopo ry6yaTtoi eHuedanonatii Ha deTanbHy
dnakoH 3 6uuavy cuposaTky 3 R1-CEP 2000-387-Rev 00 Ha R1-
nioginizatom Ta 1 CEP 2000-387-Rev 01; 3MiHu | TMNy - OHOBNEHHS
nonepeaHsLo CeprudikaTy BignosigHocTi Ph. Eur. wopgo ry6yartoi
HanoBHEeHUN Wnpuy 3 eHuedpanonartii Ha cheTanbHy buyady cupoBaTky 3 R1-
PO34MHHMKOM (BOAA CEP 2000-155-Rev 03 Ha R1-CEP 2000-155-Rev 04.
Ans iH'ekuin) y BHeceHHs pepakuiiHnx npasok y po3ainu 3.2.A.2 Ta
KOMMIEKTi 3 ABOMa 3.2.R
ronkamu B
nnacTyKoBoMy
KOHTenHepi B
KapTOHHI kopobui;
100 chnakoHis 3
niocpinizatom ta 100
amnyrn 3 PO34MHHUKOM
(Boga ans iH'exuin) (B
YapyHKOBIV ynakoBLi)
B OKPEMWX KapTOHHUX
Kopobkax
50. | BEHOPYTUHON MOPOLLIOK (cy6cTaHLUist) My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepianiB: 3MiHM 3 - UA/12621/01/01

y NOABIVHNX NakeTax 3 aKuioHepHe ToBapucTeo "HaykoBo- akocTi. CepTudikat signosigHocTi/l E-cepTudikar
NNiBKM NONIETUNEHOBOI TOBapUCTBO BUPOBHNYMNIA LIEHTP BiaNOBIAHOCTI €Bponenchbkin hapmakonei/MmoHorpadii.
ans "HaykoBo- "BopLuariBcbkuit XiMiko- 3MiHK, NoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
hapmaLeBTU4HOro BMPOGHNYMIA dapmaueBTM4HMI 3aBoa" BiAnoBigHiCTb Ao MoHorpadii APY abo €sponencokoi
3acTOCyBaHHSA LEeHTPp hapmakonei, abo iHLWOT HauioHanbHOI dhapmakonei

"BopLuariscbk aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i

MR XiMmiKo- 3miHamu B [1®Y, abo €Bponencokin papmakonei, abo
hapmaLeBTHY iHWIN HauioHanbHin capmakonei aepxasu €C) -
HWI 3aBoa" npvBeaeHHs cneuudikadii Ta metogis koHTponto AdI 3a

nokasHukom «MikpobionoriyHa yncrora» y BiANOBIAHICTb
no sumor EP/OPY; amitm | Tvny: 3MiHn 3 sikocTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX y cneundikaulisix
Ha A®I, abo BMXigHWMI/NPOMIDXHUIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYOTbCS Y npoueci BupobHuutea API (iHwi
3MiHK)
— 3MiHu B cneuudikauii AP| 3a nokasH1kamu:
- MOKa3HuK «lgeHTudikadis» - cnpoLleHo onnc KpuTepiis
NPUAHSATHOCTI (peAakuiviHi mpaBku);

- BBEJEHHS NepPioaNYHOCTI KOHTPOIIO «*KOHTPOOITL
nepLuy Ta HacTyMHY KOXHY M ATy cepito NOTOYHOro poky"
ans nokasHukis "laeHTudikauis. dnasoHoign” (A.
AkicHa peakuist), «[po3opicTb po3ynHy», «3anuLLKOBi
KiNbKOCTi OpraHiYHNX pO34YMHHUKIBY, «HaTpito xnopugy»,
«CynbdaTHa 3ona» Ta «Baxkki metanuy;

- BUNYYEHHS BEPXHBOI MeXi 3a Noka3HUKOM «KinbkicHe
BU3HAYEHHS», OCKINbKM AaHWUA NOKa3HUK NOB A3aHUN 3
NokasHNKoM «KOMMNOHEHTHWIA cknaay, i pesynbtaT
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

6inbwe 100% ans cybeTaHuii, sika Bignosinae 3a
NOKa3HNKOM «KOMMOHEHTHWIA CKNa € HEMOXITMBMMY, a
TaKoX 3 METOH Y3rofpKeHHs nokasHuka B AdI i
[OKyMeHTaLii Ha roToBi nikapcbki 3acobu, siki 3 HOro
BMPOONAOTLCS; 3MiHM | TMny: 3MiHK 3 akocTi. ADI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX
BunpobyBaHb/nepiony 36epiraHHs abo yMoB 36epiraHHst
A®I (3a BiACYTHOCTi y 3aTBEPAKEHOMY AOCHE
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei,
LLIO BKIKOYAE Nepio NoBTOPHOrO BUNPoGYBaHHS)
(nepioa noBTOpHOro BUNPObyBaHHs/Nepion 36epiraHHs)
- 36inbLweHHsA abo BBeAeHHsI nepioay NOBTOPHOMO
BMNpoGyBaHHs/nepioay 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCHIAKEHb Y peanbHOMY Yaci - 3amiHa
«TepMiHy npuaaTHOCTI» Ha «[lepioa A0 NpoBeAeHHs
NMOBTOPHUX BUMNpOGYyBaHb» Anst kKoHTposnto AD| 3
BiNOBIOHVM Y3roXeHHAM MapkyBaHHa ADI [itoua
peaakuis - TepMiH npugaTHocTi - 3 poku; MponoHoBaHa
pepakuis - Nepiog 0o NpoBeAeHHsi NMOBTOPHMX
BMNpobyBaHb - 3 pokn

51.

BEHOCMIN

kancynu no 200 mr no
10 kancyn y 6nictepi,
no 6 abo 9 6nictepis y
KapTOHHI kopobLyi

daec dPapma,
C.A.

Icnanis

Paec dapma, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpauiiiux maTtepianis: 3MiHu |
My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHs Ta/
abo agpecy Micusa NPoBafpKEHHs AiSnbHOCTI BUpOBHUKa/

iMnopTepa roToBoro nikapcbkoro 3acoby, BKIoYa4um

AinbHULUI BUNYycKy cepii abo miclie NnpoBeaeHHs!
KOHTPOIIO SIKOCTI. (AiANbHICTb, 3a AKy BiANoBiAae

BMPOGHMK/iIMNoOpTep, BKIOYaym BUMYycK cepii) 3MiHa
anpecy Bupo6Huka M3 daec ®apma, C.A., IcnaHisi, 6e3
3MiHU MicLsa BUpoOHMLTBA: BBEAEHHs 3MiH npoTarom 5-

TW MicAUiB Nicnsa 3aTBEPAXKEHHS.

3a
peuenmom

UA/9600/01/01

52.

BEHTOJIIH™
EBOXAJIEP™

aepo3onb Ans
iHransuin, 0o30BaHWI,
100 mkr/go3y; no 200
003 y 6anoHi; no 1
6anoHy B KapTOHHIN
Kopobui

'nakcoCmiTKn
anH Excrnopt
NimiTeq

Benuka
Bputanis

'nakco Bennkom
MpopakwH, ®paHuis

nakco Bennkom C.A.,
IcnaHis

DdpaHuis/
IcnaHis

BHECEHHS 3MiH 4O peecTpauiiiux matepianis: 3MiHu |
TUny - AOMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/
abo agpecu micusA NpoBaKeHHS AisnbHOCTI BUPOOHMKa/

iMnopTepa roToBOro fikapCbKoro 3acoby, BKIIHoYaoun

AinbHULI BUMYCKy cepii abo micLie NpoBeAeHHs!
KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKy BignoBigae

BMPOOHUK/iIMNOpTep, BKITHOYa04M BUMYCK Cepint) 3MiHa

appecy BupobHuka 13 Makco Bennkom C.A., IcnaHis,
6e3 3MiHM Micua BUpOGHMLTBA. BBEaeHHS 3MiH
NpOTSArom 6-TW MiCALIB MicNsa 3aTBEPAXKEHHS!

3a
peyernmom

UA/2563/01/01

53.

BISANJIEPION

kpanni o4Hi 0,2 % no
25mvny
nnacTMKoOBOMY
nakoHi 3
KpanenbHuueto; no 1
nakoHy y KapTOHHIW
nayui

CEHTICC
®APMA MBT.
nTA.

IHAisa

CEHTICC ®APMA NBT.

nTA.

IHAis

BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3miHu |
TMny - 3MiHn Wwopo 6e3nekun/epekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHn go
y3araribHeHUX AaHux Nnpo cuctemy cdhapmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
capmakoHarnagy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3fincHeHHs hapmakoHarnsay B YkpaiHi, SKLO BOHa
BigMiHHa Bi yNOBHOBa)KeHOi 0cobu, BignosigansHoi 3a

3a
peuerimom

UA/15939/01/01
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
30iMCHEHHS hbapMakoHarnsay (BKNOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cucTemu dhapmakoHarnsay) - 3MiHa yrnoBHOBaXEeHOT
ocobu BignoBiganbHoOi 3a hapmakoHarnsa:
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOi 0cobu BignosigansHoi
3a chapmakoHarnag:
MponoHoBaHa pepakuis: TodaH Irop AHaToninosuy.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHOI 3a papmakoHarnsag. 3MiHa KOHTaKTHUX
[AHNX KOHTaKTHOI ocobu, BignoBiganbHoI 3a
dapmMakoHarnsg. 3miHa Micust 34iCHEHHS1 OCHOBHOT
nisinbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu mactep-
danna
54. | BIHBOPOH® TabneTkn, BKpUTI My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/0241/02/01
NniBKOBOK 0BOMOHKOK akuioHepHe ToBapucTBO "HaykoBo- Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. peuenmom
no 20 wr; no 10 TOBapuCTBO BMPOOHUYNIA LLEHTP Cuctema KoHTelnHep/3akynoptoBanbHuUii 3acid. 3miHa
TabneTtok y 6nictepi; "HaykoBo- "BopLuariBcbkni XiMiko- PO3Mipy ynakoBKu roToBOro fikapcbKoro 3acoby (3MiHa
no 1 abo no 4 BMPOGHUYUIA dapmMaueBTUYHUIN 3aBoa" KINbKOCTi 0AMHWLG (Hanpuknag TabneTok, aMmnyn ToLlo)
6nictepn y navui LeHTp B ynakoBLi:) - 3MiHa no3a Aiana3oHOM 3aTBepAXeHNX
"BopLuariBCcbk po3MipiB ynakoBkn. BBeAeHHs1 4OAATKOBOI YNakoBKu No
Wi Ximiko- 10 TabneTok y 6nictepi; no 1 6nictepy B nauui, 6e3 3miH
hapmaueBTUy NepBUHHOIO NakyBarnbHOro Matepiany Ta 3
HWI 3aBoa" BiANOBIAHMMU 3MiHaMU A0 PO3Ainy «YnakoBKay.
BBegeHHs 3MiH npoTsirom 3-x MicsAuiB nicns
3aTBEPAXEHHS.
55. | BIHBOPOH® TabneTkn, BKpUTI My6nivyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/0241/02/02
NNiBKOBOK 0BOMOHKOI0 akuioHepHe ToBapucTBo "HaykoBo- TMny - 3MiHK 3 AKocCTi. FOTOBMIA Nikapcbkuin 3aci6. peuenmom
no 40 wr; no 10 TOBapuCTBO BMPOOHUYNIA LIEHTP CuctemMa KoHTelHep/3akynoptoBanbHuUiA 3acib. 3miHa
TabneTtok y 6nictepi; "HaykoBo- "BopLuariBcbkui XiMmiko- pO3Mipy ynakoBKu roToBOro fikapcbkoro 3acoby (3MiHa
no 1 abo no 4 BUPOBHMYMIN dapmMaueBTUYHUIN 3aBoA" KiNbKOCTi oguHuLpb (Hanpuknag TabneTok, amnyn ToLo)
6nictepn y navui LeHTp B ynakoBLi:) - 3MiHa no3a Aiana3oHOM 3aTBepaXeHUX
"BopLuariBCcbk po3MipiB ynakoBkn. BBeaeHHs 4OAATKOBOI yNakoBKu No
1N XiMmiKo- 10 TabneTok y 6nictepi; no 1 6nictepy B nayui, 6e3 3miH
hapmavneBTUY NepBUHHOIO NakyBarnbHOro Matepiany Ta 3
Hui 3aBog” BiANOBIAHMMU 3MiHaMK A0 PO3Ainy «YnakoBkay.
BBegeHHs 3MiH npoTsirom 3-x MicsAuiB nicns
3aTBEPAXKEHHS.
56. | BIPAKCA TabneTkn, BKpUTI KcaHTic Kinp Cneuicgap CA peuist BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/16000/01/01
NNiBKOBOIO dapma T1ny - 3MiHn woao 6e3nekn/edeKkTUBHOCTI Ta peuenmom
obornoHkoto, no 125 Nimiten dapmakoHarnsgy. BeegeHHs abo 3miHv oo

mr, no 10 TabneTtok y
6nicrepi; no 1
6nictepy B KapTOHHIl
navui

y3ararnbHeHUX JaHnx Npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHUX NPO cUCTeMy
chapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA apmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHUKa s
3[icHeHHst hapmMakoHarnaay B YKpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHoBaxeHoi ocobu, BianosiganbHoi 3a
3fincHeHHs hbapmakoHarnsagy (BKMHOYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-carina
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n/n

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoeka)

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

peecmpayitiHo20

Homep

rnoceid4yeHHs1

57.

BIPAKCA

TabneTkun, BKpUTI

KcaHTic

cuctemu dhapMakoHarnsgy) - 3MiHa ynoBHOBaXeHoi
ocobu BignoBiganbHoOi 3a hapmakoHarnsa:
MponoHoBaHa pepakuis: IBaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0cobu,
BignosiganbHoi 3a hapmakoHarnsad. 3miHa micus
30iICHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsgy.
3miHa agpecun macTtep-danna

58.

BIPAKCA

NNiBKOBOIO
obornoHkoto, no 250
Mr, no 7 TabneTok y
6nictepi; no 3
GnicTepy B KAPTOHHIN
nayui

dapma
NimiTen

Kinp

Creuidap CA

peuis

BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3miHu |
TIny - 3miHn Wwopo 6e3nekn/eeKkTUBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo 3miHM oo
y3aranbHeHNX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs dhapMakoHarnsgy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsagy (BKMHOYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
MponoHoBaHa pegakuis: I1BaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXeHOI 0cobu,
BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHS OCHOBHOI QisiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danna

3a
peyerimom

UA/16000/01/02

59.

FANIbBYC®

TabneTkn, BKpUTI
NNiBKOBOIO
ob6onoHkoto, no 500
Mr, no 7 TabneTok y
6nictepi; no 2 abo 3
GnicTepy B KapTOHHIN
navui

Tabnetku no 50 mr no

KcaHTic
dapma
Timiteq

Hogapric

Kinp

Cneuicap CA

Ipeuia

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn |
Tuny - 3miHn woao 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHu go
y3aranbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA apmakoHarnsagy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsagy 3asiBHUKa Anis
3[icHeHHs hapMakoHarnsaay B YKpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHOBaxeHoi ocobu, BignosiganbHoi 3a
30iCHEHHS (hbapMakoHarnsay (BKMOYayy KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
ocobu BignosiganeHoi 3a dhapMakoHarnsaga:
MponoHoBaHa pepakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a apmakoHarnsag. 3miHa micus
30iICHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsagy.
3miHa agpecu macTep-darina

3a
peuenmom

UA/16000/01/03

7 Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI kopobLi; no

14 TabneTok y

dapma Al

LLiserinapis

Ltenn AT, WBenuapis;

umkrom: Hosapric

BUPOBHMLUTBO 32 MOBHUM
umkrnom: Hoeapric ®apma

BUPOBHMLTBO 32 MOBHUM

LLiseniuapi
a/ lcnaHis

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMny - 3MiHK Wwono 6e3nekn/eekTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHM oo
y3aranbHeHNX AaHux Npo cuctemy dapmakoHarnsgy
(BBeAEHHS y3araribHEHNX AaHUX MPO CUCTEMY

3a
peuenmom

UA/11241/01/01
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Homep
peecmpayitiHo20
rnoceid4yeHHs1

6nicTepi; no 2 abo 4
GnicTepy B KapTOHHIN
Kopobui

dapmacbiotuka C.A.,
Icnanisa; nepsuHHe Ta
BTOPWHHE MaKyBaHHS:
Onnnak MNpyn AT,
LLisenuapisi; nepsmHHe Ta
BTOPWHHE MaKyBaHHS:
KoHnadpapma AT,
LLisenuapisi; nepsmHHe Ta
BTOPWHHE MaKyBaHHS:
IBepc-Jli Al', Lsenuapis;
KOHTPOIb AKOCTI (3a
BUHSATKOM TeCTy

MikpobionoriyHa YncToTa):

dapmaHanituka CA,
LLsenyapis

dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnsaay 3asiBHUKa Ans
34iicHeHHs dhapMakoHarnsgy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu 3asBHUKA, BiANOBIAanbHOI 3a 34iCHEHHS
dapmakoHarnsgy: NponoHoBaHa peaakuis:
YnosHoBaxeHa ocoba 3asBHUKa, BignosiganbHa 3a
hapmakoHarnsig — Gabriele Hecker-Barth. KoHTakTHa
ocoba B YkpaiHi ynoBHOBaxeHOi 0cobyu 3asiBHMKa Ans
3pincHeHHs hapmakoHarnagy — Opnos B’sauecnas.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3as1BHUKA, BianoBiganbHOI 3a 34iNCHEHHNA
capmakoHarnagy. 3MiHa KOHTAKTHUX JAaHUX KOHTaKTHOI
ocobwu, BignoBigansHoi 3a 3aiiCHEHHs hbapmakoHarnsay
B YKpaiHi. 3amiHa micus 34iNCHEHHS OCHOBHOI
AiAnNbHOCTI 3 hapmakoHarnsgy. 3amiHa
MicLie3Haxo4XXeHHa MacTep-ganna cuctemm
dapmakoHarnsgy

60.

FAHUMKIOBIP-
®APMEKC

niodinizat Ang
pPO34MHy ANns iHdys3in
no 500 mr, 1 conakoH 3
niodinizatom y
KOHTYPHIN YapyHKOBIN
ynakosui; no 1
KOHTYPHIll YapyHKOBIN
ynakoBLi B nayi 3
KapTOHyY

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC I'pyn-"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu |
TUny - AOMiHiCcTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/
abo agpecu 3asiBHUKa (BracHUKa peecTpauiniHoro
nocBiAYeHHs) — 3MiHa agpecu 3asiBHUKa (BNnacHuka
peecTpauiiHoro noceig4yeHHs1) BBegeHHs 3MiH npoTsirom
6-TV MicaUiB Nicnsa 3aTBEPAXEHHS; 3MiHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHSA Ta/abo
agpecu Micusa NpoBaXXeHHs QisnbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKJT04aI04M AinNbHULi BUNYCKY cepii abo micue
NpPOBEAEHHS KOHTPOIIO SIKOCTI. (AiANbHICTb, 3a AKy
BianoBifgae BUPOGHMK/iMNOpTEp, BKIOYAOUM BUMYCK
cepin) — 3MiHa agpecu MicLa NPOBaaXKEHHS OisANbHOCTI
BupobHuka 13 TOB "®APMEKC IM'PYI", YkpaiHa, 6e3
3MiHM MicUst BUPOBHMLTBA (3MiHa NOLITOBOrO iHAEKCY Ta
YTOYHEHHS HanucaHHsA agpecy BUPOOHMKa 3rigHO 3
MaTtepianamu peectpauiiHoro gocbe) BBeaeHHs 3MiH
NpOTArom 6-Tv MicAILiB Nicnsi 3aTBEPOXKEHHST; 3MiHW |
Tuny - 3MiHK 3 aKocTi. [o0ToBMI Nikapcbkui 3acib.
CrabinbHicTb. 3miHa y TepmiHax npuaaTHocTi abo
ymoBax 36epiraHHsi FOTOBOrO NikapCbkoro 3acoby
(36inbLUeHHst TepMiHY NpUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [Ins ToproBoi ynakoBku
(niaTBEPOXKYETHCA AAHUMW peanbHOro Yacy) -
36inbLueHHs TepmiHy npupaTHocTi 113 3 2-x pokiB o 3-
X pokiB. BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBEpPAKEHHS

3a
peyerimom

UA/14257/01/01

61.

FEKCAKCUM /

CycneHsist ons iH'ekuin

CaHodi

PpaHuis

3AT "CaHodi-ABeHTic",

YropwmHa/

BHECEHHS 3MiH 1O peecTpaLiiHMX maTepianis: 3MiHu |

3a

UA/13080/01/01




IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1

HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. YroplimHa (BTOPUHHE DdpaHuia TMNYy - 3MiHWM BUNpoGyBaHb abo JONYCTUMUX MEX Y peuenmom

BAKUUHA Ond nonepeaHL0 nakyBaHHs); CaHodi npoueci BupobHuutea A®I, 110 BCTaHOBMEHI y

MPO®INAKTUKU 3aMOBHEHMX LUMpULIax Mactep C.A., ®paHuis cneuudikauisx (dogaBaHHA HOBOro BUnNpobyBaHHs Ta

OUNGTEPI, 3 1-et0 (abo 2-ma) (noBHUM LUMKN OONyCTUMUX MEX) - ioAaBaHHs BUNPobyBaHHS

NMPABLA, oKkpemumu ronkamm Ne BUPOBHMLUTBA, BUMYCK loeHTundikauis (GioximivHi Ta ceponorivHi

KALLTIOKY 1aboNe 10 Tay cepii) xapaktepuctukm) Haemophilus influenzae tuny b Ha

(ALUENONAPHU dnakoHax Ne 10 eTani 1.4 NpoMMCroBOI KyNbTypu; 3MiHK | TUny -

] KOMIMOHEHT), [oAaBaHHs BUNPOOYBaHHS Ha HasIBHICTb XUTTE3AATHUX

FENATUTY B 6akTepin Haemophilus influenzae Tuny b Ha eTani 36opy

PEKOMBIHAHTH
A,
noniomienity
IHAKTUBOBAHA
TA
3AXBOPIOBAHbD,
CMPUYMNHEHUX
HAEMOPHILUS
TUany B
KOH'IOrTOBAHA,
AOCOPBOBAHA,
PIOKA

KNiTWH (eTan 1.5 KOHUeHTpauis Wnsxom
ynbTpadinbTpauii); 3miHv | Tuny - AoaaBaHHs
BunpobyBaHHs Flocculating Titer test onsa npaBueBoro
6inka nig Yac etany oumLleHHst (eTan 2.9d ginbTpadis);
3MiHu | TNy - 3miHn B npoueci BupobHuuTea AdI -
[o[aBaHHsA TPUBArocTi NPOMiXKHOro 36epiraHHs y
TEXHOMOoriYHoOMy npoueci BUpobHMLTBa
KOHLIEHTPOBaHOrO KOH'IOroBaHoro nonicaxapuay
Haemophilus influenzae tuny b; amibu |l TUNY - 3miHK B
npoueci BupobHuutea APl (3MiHa CTOCYETLCSA aKTUBHOT
peYvoBUHM 6ioNoriYHOro/iMyHOMNOMNYHOIO NOXOMXKEHHS
abo BMKOpUCTaHHA XiMiyHMX APl y BUPOBHMLTBI
nikapcbkoro 3acoby 6ionoriyHoro/iMmyHonoriYHoro
NMOXOMKEHHS, Ika MOXXE MaTW 3HAaYHUIA BNIMB Ha SKICTb,
6e3neky Ta epekTUBHICTb Nikapcbkoro 3acoby, i He
CTOCY€ETbCSl IPOTOKONY) - AoAaBaHHsAM 6yaisni V16 Ha
BMPOGHMYIN ainbHuui Mapci JTETyans, ®paHuis, wo
BKIMIOYa€E B cebe TeXHOMNOriYHi 30HWM OTPUMaHHS
GionoriyHoro matepiany Ta noganblui npouecy GinbLu
BMCOKOTO PiBHSI (OYMLLEHHS], aKTUBaLlisl, KOH'torauis), ons
OTPUMaHHS reModiNbHUX LLETPUMIOHUX rpaHyn.
HopaBaHHa BeH3oHa3M B AKOCTi HOBOI CUPOBWHU ANs
KynbTyparnbHOro cepefoBuLLa, WO BUKOPUCTOBYETLCS B
HOBUX hepMeHTepax Ta AoAaBaHHs eTany dinbTpauii
nig Yac 36opy KNITUHHOI KynbTypu; 3miHK Il Tvny - 3MiHa
y 6e3nocepegHin ynakosui AD| - nogaBaHHA
anbTepHaTUBHOI HOBOI CUCTEMW YNAaKOBKWU/YKYNOPKX ANst
36epiraHHsA NPOMIKHOTO NPOAYKTY LETPUMIAHMX rpaHyn
y 6yaieni V16 Ta JogaBaHHA HOBOrO KOHTENHepy Ta
npo6okK 3 iHWMM AKICHMM cknagom ans 36epiraHHs
oyuweHoro nonicaxapugy Haemophilus (PRP) Ta
nonicaxapvay PRP-AH Ha gogatok o
BMKOPUCTOBYBaHWX B faHuii Yac y 6yaisni V10 ta V16;
3MiHu Il Tuny - 3mMiHKM B npoueci BUpo6HuuTBa AdI (3miHa
CTOCY€ETbCS aKTUBHOI PEYOBUHM
6ionoriyHoro/iMyHONoriYHOro NOXOMKEHHs1 abo
BMKOPUCTaHHS XiMiyHux APl y BUpOGHMLTBI Nikapcbkoro
3acoby 6ionoriyHOro/iMyHONOriYHOro MOXOAXEHHs, Aka
MOXe MaTh 3HaYHU BNAUB Ha SKiCTb, besneky Ta
ebekTUBHICTb Nikapcbkoro 3acoby, i He cTocyeTbes
NPOTOKONY) - OHOBMNEHHSA BignosigHunx po3ginis 3T, wo
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
CTOCYETbCSA BUPOOHMLITBA KOHLIEHTPOBAHOIO
KOH’toroBaHoro nonicaxapugy Haemophilus, ans
npuBeaeHHs Yy BiANOBIAHICTb 3 BanifgoBaHUMuM
AianazoHaMu napameTpiB nNpoLecy BUPOOHULTBA.
PepakTopcbki npaBku 4o maTtepianis 4OCbe 6e3 3MiH y
pearnbHi NpakTuLi: peopraHisauisi iHdpopmalii,
OHOBIIEHHS1 (POPMYNiOBaHb, BUNPABMNEHHS MOMUIIOK,
XPOHOMOTI4YHNX PO36iXKHOCTEW TOLLIO
62. | FTEKCAKCUM / cycneHsist Anst iH'ekuin CaHodi DdpaHuis 3AT "CaHodpi-ABeHTic", YropwmHa/ BHECEHHS 3MiH JO peecTpaLiiHnX matepianis: 3miHu || 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. YroplmHa (BTOPUHHE DdpaHuia TUMYy - 3MiHW B npoueci BupobHuutea Ad®I (3miHa peuenmom
BAKUMHA OnA nonepeaHLo nakyBaHHs); CaHodi CTOCYETbCS aKTUBHOI PEYOBUHU
MPO®INAKTUKU 3aMnOBHEHMX LUNpuLiax Mactep C.A., ®paHuis 6ionoriyHoro/iMyHONOriYHOro NOXOMKEHHsS1 abo
OUNODTEPI, 3 1-et0 (abo 2-ma) (noBHUM LMKN BMKOPUCTaHHS XiMiyHux APl y BUpOGHMLTBI NikapcbKoro
NPABLA, okpemMumu ronkamu Ne BMPOOHMLITBA, BUMYCK 3acoby 6ionoriYHOro/iMyHONOr4YHOro NOXOAXEHHS, AKa
KALLTIOKY 1aboNe 10 Tay cepii) MOXe MaTh 3HaYHUA BNAUB Ha SKiCTb, 6esneky Ta
(ALUENONAPHU dnakoHax Ne 10 ebekTUBHICTb Nikapcbkoro 3acoby, i He cTocyeTbes
1 KOMMOHEHT), NPOTOKOMyY) - 3aMiHa niHoracHuka, Lo
FEMATUTY B BUKOPUCTOBYETLCS B Npoueci epmeHTauii
PEKOMBIHAHTH OndTepiNHOro aHaToOKCUHY
A,
noniomienity
IHAKTUBOBAHA
TA
3AXBOPIOBAHD,
CMPUYMNHEHUX
HAEMOPHILUS
TUny B
KOH'IOTOBAHA,
ACOPBOBAHA,
PIOKA
63. | FTEKCAKCUM / cycneHsist ons iH'ekuin CaHodi DdpaHuis 3AT "CaHodi-ABeHTic", YropwwmHa/ BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 no3a) B Mactep C.A. YropuwuHa (BTOpUHHE PpaHuis UMy - 3MiHa y Metofax BunpobysaHHa APl abo peuernmom
BAKUWHA AN nonepegHsL0 nakyBaHHs1); CaHodi BMXiQHOro MaTepiany/npomipKHOro NPOAYKTy/peareHTy,
NMPO®INAKTUKU | 3anoBHeHUX Lunpuuax Mactep C.A., ®paHuis LLIO BMKOPUCTOBYETLCA y npoLeci BupobHuutea AdI -
OUOTEPII, 3 1-et0 (abo 2-ma) (MOBHMIA LWKN peecTpalis HOBOI cepii pedpepeHTHOro CTaHAapTHOro
NMPABLUA, okpeMumu ronkammu Ne BMPOGHULTBA, BUMYCK 3pasky (Batch APG FA491309) ans npoBedeHHs
KALUJTHOKY 1aboNe10Tay cepir) BunpobyBaHHA Antigenicity test ans ounwieHoro
(ALUENONAPHU dnakoHax Ne 10 Pertussis Toxoid. BHeceHHs1 pegakuinHux npaBok A0
M KOMMOHEHT), poaainy 3.2.8.5
FENATUTY B

PEKOMBIHAHTH
Ay
noniomieniTy
IHAKTUBOBAHA
TA
3AXBOPIOBAHD,
CMPUYMNHEHUX
HAEMOPHILUS
TUny B
KOH'IOTOBAHA,
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
ALOCOPBOBAHA,
PIOKA

64. | TEMOTPAH® PO34MH ans iH'ekuin, MNAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEeHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/13975/01/01
50 mr/Mn no 5 mn B "®papmak” TUMY - BUNYyYeHHst BUpobHuka A®l TpaHekcamoBa peuenmom
amnyni; no 5 amnyn y Kucrnora
6nictepi; no 1 abo 2
6nictepu B nayui 3
KapTOHyY

65. | FEMOTPAH® PO34MH ANs iH'eKuin, MNAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/13975/01/02
100 mr/mn, no 5 mn "®Papmak” TMNy - BUNyYeHHsi BUpobHuka A®I TpaHekcamoBa peuenmom
abono 10 mn B Kucrnora
amnyni; no 5 amnyn y
6nictepi; no 1 abo 2
6nictepu B nayui 3
KapToHY

66. | MAA3ENAM IC® Tabnetku no 0,02 r no ToBapucTeo 3 YkpaiHa ToBapucTBO 3 O4ATKOBOIO YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/8579/01/01
10 TabneTok y [100aTKOBO BiNOBiAAnNbHICTIO TUNY - OHOBMNEHHS NiLEeH3ii Ha BUPOOHMLTBO; YTOUYHEHHS | peuernmom
6nictepi; no 2 BiAnoBiganbHi "IHTEPXIM" 3a3HauveHHs aapecy BUpOOGHMKa BignoBigHo 4o Aitoyoil
6nictepu y nayui 3 CTI0 JliueHsii Ae NpoBOANTLCA KOHTPOIL/BUNPOBYBaHHS
KapTOHYy "IHTEPXIM"

cepii; 3anponoHoBaHO: TOBapMCTBO 3 AOAATKOBOK
BignosiganbHicTio "IHTEPXIM"

YkpaiHa, 65025, m Ogeca, 21-11 km. CTapoKuiBCbKOI
noporu, 23 - BUpoOGHMLTBO, 36epiraHHsi CUPOBWHU Ta
MaTepianis;

YkpaiHa, 65025, m. Ogeca, 21-i km. CTapoKMiBCbKOi
noporu, 40-A - BUpOGHULTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs1, BUNPobyBaHHsS1 KOHTPOIO AKOCTI
(mikpobionoriyHa uncrota, i3NYHI/XiMiYHI
BUNPOOYBaHHs), 36epiraHHs roTOBOT NPOAYKLi,
CVPOBUHM Ta MaTepianis; 3MiHX | TUMY - BUNYyYeHHS
AinbHuUi 3a agpecoto YkpaiHa, 65080, Ogecbka 0bn., M
Opeca, JTioctoopdebka gopora, 6ya. 86, oe
3[iNCHIOETLCSI BUNPOGYBaHHSI KOHTPOIHO SIKOCTi (i3nyHi/
XiMiyHi, MikpobionoriyHa uncToTa), 3bepiraHHs roToBOi
NpoayKLii, y 3B’A3Ky 3 OHOBMNEHHAM niLeH3ii Ha
BMPOGHMLTBO; 3MiHM | TUNY - BBEAEHHS!
anbTepHaTMBHOIO BUPOGHMKa BUXIQHOTO /MPOMIKHOIO
npoaykty OO0 «XIMOlM», Wwo BUKOPUCTOBYETLCS Y
BMpOGHMYOMY npoueci ADI - foaaBaHHS BUPOGHUYOT
[insiHKK (y cknagi 3aTBepaKeHoi BUPOOHMYOI AinbHUL
TOB "IHTepxim") 3a agpecoto YkpaiHa, 65025, m Opgeca,
21-in km. CTapokuiBcbkoi goporu, 40-A, oe
3[iNCHIOETLCS BUPOOHULITBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, 36epiraHHs roToBOi NPOAYKLi, CUPOBUHMN Ta
MaTepianis; 3anponoHoBaHo: ToBapuCTBO 3
popaTkoBoto BignosigansHicTio "IHTEPXIM", Ykpaina,
65025, m Opeca, 21-1 km. CTapokuiBcbkoi goporu, 23 -
BUPOBHMUTBO, 3GepiraHHA CMPOBMHK Ta MaTepianis;
YkpaiHa, 65025, m. Ogeca, 21-i km. CTapoKMiBCbKOi
aoporu,
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peecmpayitiHo20
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40-A - BUpOGHULTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs1, BUNPobyBaHHS KOHTPOSO AKOCTi
(mikpobionoriyHa uncroTa, i3NYHI/XiMiYHi
BUNpobyBaHHs), 36epiraHHs roToBoi NpoayKui,
CMPOBUWHM Ta MaTepianis; 3MiHW | TuMy - 3MiHn B npoueci
BMpOGHMLUTBa AD| (He3HayHa 3MiHa y NpoLeci
BMpOGHMLTBa ADI) - 3MiHa BHOCUTLCSI 3 METOO
onTuMi3auii BApOOHUYOro Npouecy, y 3B A3Ky 3
BBEJEHHSM anbTepHaTMBHOrO BUPODOHMKa BUXIAHOTO
/NPOMiXXHOrO NPOAYKTY, LU0 BUKOPUCTOBYETHLCS Y
BMpOGHMYOoMy npoueci A®I; amilm | TURY -3MiHn y
npoLeci BUpOBHMLITBA rOTOBOrO MikapCbKoro 3acoby,
BKIMIOYAI04M NPOMIXKHUIA NPOAYKT, LLO 3aCTOCOBYETLCA
npu BUPOBHMLTBI FOTOBOTO NiKapCbKoro 3acoby -
BBEJEHHS anbTepHaTMBHOrO 0bnagHaHHs npu
npuBeAeHHi TexHomnoriYHoro npouecy Tr4.1
[omoreHisauist 3arpysku ans BUpobHULITBA rOTOBOIO
nikapcbkoro 3acoby. [logaBaHHs 4o 36ipHUKa
anbTepHaTuBHe 0bnagHaHHsA 3MillyBay-rpaHynsTop

67.

FAA3ENAM IC®

Tabnetkun no 0,05 r no
10 TabneTtok y
6nicTepi; no 1
6nictepy y nayui 3
KapTOHY

ToBapucTBo 3
[04aTKOBOK
BianoBiganbHi
CTHo
"IHTEPXIM"

YkpaiHa

ToBapuCcTBO 3 AOOATKOBOIO
BiANOBiAANbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu |
TUMY - OHOBINEHHS NiLleH3ii Ha BUPOBHULITBO; YTOYHEHHSI
3a3HayYeHHs1 agpecy BUPOOHMKa BignoBiaHo 4o Aitoyoil
JliueHsii Ae NpoBOANTLCA KOHTPOSL/BUNPODYBaHHS
cepii; 3anpornoHoBaHo: TOBapMCTBO 3 A0AATKOBOK
BianosiganbHicTio "IHTEPXIM"

YkpaiHa, 65025, m Ogeca, 21-11 km. CTapoKuiBCbKOT
noporu, 23 - BUpoGHMLTBO, 36epiraHHsi CUPOBUHU Ta
maTepianis;

YkpaiHa, 65025, M. Ogeca, 21-i km. CTapoKMiBCbKOT
noporu, 40-A - BUpOGHULTBO, NEPBMHHE Ta BTOPUHHE
nakyBaHHs1, BUNPOBYyBaHHsS1 KOHTPOIO SKOCTi
(mikpobionoriyHa uncroTa, i3nNYHI/XiMiYHI
BUNpoOyBaHHs), 36epiraHHs roToBoi NpoayKLii,
CMPOBUHM Ta MaTepianis; 3MiHX | TUMY - BUNYy4YeHHs
AinbHUUI 3a agpecoro YkpaiHa, 65080, Ogecbka 0bn., m
Opeca, Jlioctoopdcbka gopora, bya. 86, ae
3[iNCHIOETLCSI BUNPOGYBaHHSI KOHTPOIHO SIKOCTI (i3nyHi/
XiMiyHi, MikpobGionoriyHa uncToTa), 36epiraHHsi roToBO|
NPOAYKLUIT, y 3B A3Ky 3 OHOBIIEHHSIM MiLleH3il Ha
BMPOGHWLTBO; 3MiHW | TUMY - BBEAEHHS
anbTepHaTMBHOIO BUPOOHMKA BUXIOHOTO /MPOMIXKHOrO
npogykty OO0 «XMOM», Lo BUKOPUCTOBYETLCA Y
BUPOGHMYOMY npoueci ADI - nonaBaHHS BUPOGHUYOT
[insHKK (y cknagi 3aTBepaKeHoi BUPOOHMYOI AinbHUL
TOB "IHTepxim") 3a agpecoto YkpaiHa, 65025, m Opeca,
21-n km. CtapokuiBcbkoi goporu, 40-A, oe
30iACHI0ETECSA BUPOOHMLTBO, MEPBUHHE Ta BTOPUHHE
nakyBaHHs1, 36epiraHHs roToBOi NPOAYKLii, CUPOBUHU Ta
maTtepianis; 3anponoHoBaHo: ToBapuCTBO 3
[oaaTtkoBoto BignosiganbHicTio "IHTEPXIM", Ykpaina,

3a
peyerimom

UA/8579/01/02
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

65025, m Opgeca, 21-i km. CTapokuiBCbKOi goporu, 23 -
BMPOGHMLTBO, 36epiraHHs CUPOBMHM Ta MaTtepianis;
YkpaiHa, 65025, M. Ogeca, 21-i kM. CTapoKMiBCbKOT

faoporu,

40-A - BUpOOHMLTBO, NEPBUNHHE Ta BTOPUHHE
nakyBaHHS1, BUNPODYBaHHS KOHTPOIIO AKOCTI
(mikpobionoriyHa uncroTa, i3NYHI/XiMiYHi
BUNpobyBaHHs1), 36epiraHHs rOTOBOT NMPOAYKLii,
CUPOBWHM Ta MaTepianis; 3MiHu | TuMy - 3aMiHK B NpoLeci
BMpOGHMUTBa AD| (HE3HaYHa 3MiHa y NpoLeci
BMpOGHMLTBa ADI) - 3MiHa BHOCMTLCS 3 METOIO
onTumisauii BUpoBHMYOro npoLiecy, y 38 s3Ky 3
BBeEHHSIM anbTepHaTMBHOrO BUPOBHMKa BUXIAHOTO
/MPOMDKHOrO MPOAYKTY, L0 BUKOPUCTOBYETLCH Y
BMpOGHMYOMy npoueci ADI; amiHu | TUNY -3MiHK y
npoueci BApOGHMLITBA rOTOBOrO fikapCbKoro 3acoby,
BKJ104aI04M MPOMIXKHWI MPOAYKT, O 3aCTOCOBYETHCA
npv BUPOBGHMLITBI FOTOBOTO NiKapCbLKOro 3acoby -
BBE[EHHs anbTepHaTMBHOro obnagHaHHs npu
npuBeaeHHi TexHonoriyHoro npouecy TrM4.1
['omoreHisaLis 3arpy3kv Ans BUpOBHMLITBA rOTOBOrO
nikapcbkoro 3acoby. [logaBaHHs go 36ipHUKa
anbTepHaTMBHe 0bragHaHHs 3MillyBay-rpaHynaTop

68.

rniosomig

kancynu no 20 mr; no 1
Kancyniy cawe; no 5
calue y nayui 3
KapTOHY

AnsoreH IlMNMKo
C.ap.n

ITiokcembyp
r

Bupo6HuuTeo M3,
nakyBaHHs1, TECTYBaHHS,
BUMYCK Cepii:
Enlen dapma Nimites,
IpnaHgis

[NepBUHHE | BTOPUHHE
nakyBaHHs:
MinmayHT Xenckea Jl14,
IpnaHgia

IpnaHaia

BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3MiHu |
Tuny - 3MiHK 3 sikocTi. FOTOBMI Nikapcbkuii 3aci6. 3MiHK
y BUpO6HMLTBI. 3amMiHa abo BBeAEHHS [OAATKOBOI
AinbHUUI BUpOGHMLTBA NS YacTMHM abo BCbOro
BMPOGHWYOro NpoLEeCy roTOBOro fikapcbkoro 3acoby
(AiNbHULSA ANS NEePBUMHHOIO NaKyBaHHS) - 3aMiHa
BMPOGHUWYOI AinbHULi BUpoGHMKa MinmayHT Xenckea
IITa, Ipnangis, wo signosigae 3a NepBUMHHE NakyBaHHS
['113; 3miHu | TNy - 3miHK 3 gKocTi. [oTOBMI Nikapcbknii
3aci6. 3MiHn y BUpobHuuTBi. 3amiHa abo BBeAEeHHS
[0[aTKoBOI AiNbHUL BUPOGHMLUTBA ANst YacTUHU abo
BCbOr0 BUPOOHMYOrO NpoLecy roToBOro MikapCbKoro
3acoby (AinbHMLUSA AN BTOPUHHOTO NakyBaHHS)- 3aMiHa
BMPOGHUWYOI AinbHULi BUpoGHMKa MinmayHT Xenckea
J1ta, Ipnangis, wo Bignosigae 3a BTOPYHHE NaKyBaHHS
M3

3a
peuenmom

UA/13832/01/01

69.

rno3omig

kancynu no 100 wmr; no
1 kancyni y cawe; no 5
calue y nayui 3
KapTOHyY

AngoreH IMNMKo
C.ap.n

JTriokcembyp
r

BupobHuutso M3,
naKkyBaHHs, TECTYBaHHS,
BMNYCK cepil:
Evnlen ®apma Nimites,
Ipnangis

[NepBWHHE | BTOPUHHE
nakyBaHHs:
MinmayHT Xenckea J14,
IpnaHgisa

Ipnangisa

BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu |
Tuny - 3MiHu 3 sKkocTi. [o0TOBMI Nikapcbknin 3aci6. 3MiHN
y BUpo6HMUTBI. 3amiHa abo BBeAeHHS [0AaTKOBOI
AinbHMUI BUpOBHMLTBA ANS YacTMHM abo BCbOro
BUPOBHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
(BiNbHULSA ANS NEPBUHHOIO NakyBaHHs1) - 3aMiHa
BUPOBOHMYOT AinbHULI BUpobHMKa MinmayHT Xenckea
JIta, Ipnangis, Wwo Bignosigae 3a NepBMHHE NakyBaHHS
'N3; 3MiHm | TUNY - 3MiHK 3 sikoCTi. [OTOBMI NiKapCbKKi
3aci6. 3MiHn y BUpobHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOOHULTBA AN YacTMHKU abo

3a
peyernmom

UA/13832/01/02
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BCbOIO BUPOGHMYOro MpoLEeCy roTOBOrO MikapCbKoro
3acoby (AiNbHMLA ANS BTOPUHHOTO NaKyBaHHS)- 3aMiHa
BMPOGHUWYOI AinbHMLi BUpoGHMKa MinmayHT Xenckea
T4, Ipnangis, wo Bignosigae 3a BTOPYHHE NakyBaHHS
m3
70. | rnio3omia kancynu no 180 mr; no | AnsoreH IMKo | Jlokcembyp Bupo6HuuTeo M3, Ipnangis BHECEHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/13832/01/03
1 kancyni y cawe; no 5 C.ap.n r nakyBaHHSs1, TECTYBaHHS, TUny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. 3miHM | peyenmom
calle y nayui 3 BUMYCK Cepii: y BUpOo6HMUTBI. 3amiHa abo BBeAeHHSA [0AaTKOBOI
KapTOHYy Enlen dapma Nimites, AinbHUUI BUpOGHMLTBA NS YacTMHM abo BCbOro
Ipnangis BMPOGHWYOro NpoLEeCy roTOBOro fikapcbkoro 3acoby
(AiNbHULSA ANS NEePBUMHHOIO NakyBaHHS) - 3aMiHa
[NepBUHHE | BTOPUHHE BMPOGHUWYOI AinbHULi BUpoGHMKa MinmayHT Xenckea
nakyBaHHs: IITa, Ipnangis, wo signosigae 3a NepBUMHHE NakyBaHHS
MinmayHT Xenckea J174, N3; 3miHm | TMNY - 3MiHK 3 SKOCTi. [OTOBMI NiKapCbKWI
IpnaHgis 3aci6. 3MiHn y BUpobHuuTBi. 3amiHa abo BBeAeHHS
[0[aTKoBOI AiNbHUL BUPOGHMLUTBA ANst YacTUHU abo
BCbOrO BMPOOHWYOro MpoLEecy roToBOro MikapcbKoro
3acoby ([inbHWUSA AN BTOPUHHOTO NakyBaHHS)- 3aMiHa
BMPOGHUWYOI AinbHULi BUpoGHMKa MinmayHT Xenckea
J1ta, Ipnangis, wo Bignosigae 3a BTOPYHHE NakyBaHHS
m3
71. | rnio3omia kancynu no 250 mr; no | AnsoreH IMKo | Jliokcembyp BupobHuutso M3, Ipnangisa BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/13832/01/04
1 kancyni y cawe; no 5 C.ap.n r nakyBaHHs1, TECTYBaHHS, Tuny - 3MiHK 3 sKkocTi. [oToBMI NMikapcbkui 3acib. 3miHn | peyenmom
calue y nayui 3 BMNYCK cepil: y BUpo6HMUTBI. 3amiHa abo BBeAeHHS [0AaTKOBOI
KapTOHy Evnlen ®apma limites, AinbHMUI BUpOBHMLTBA ANS YacTMHM abo BCbOro
Ipnangisa BUPOBHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
(BiNbHULSA ANS NEPBUHHOIO NakyBaHHs1) - 3aMiHa
[NepBWHHE | BTOPUHHE BUPOBOHMYOT AinbHULI BUpoBHMKa MinmayHT Xenckea
nakyBaHHS: JIta, Ipnangis, Wwo Bignosigae 3a NepBMHHE NakyBaHHS
MinmayHT Xenckea J14, 'N3; 3MiHm | TUNY - 3MiHK 3 sikOCTi. [OTOBMI NiKapCbKKI
IpnaHgisa 3aci6. 3MiHn y BUpobHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPOOHULTBA AN YacTuHKU abo
BCbOrO BMPOGHMYOro MpoLEeCy roTOBOro MikapCbKoro
3acoby (4inbHMUSA Ans BTOPUHHOMO NakyBaHHS)- 3aMiHa
BMPOGHWYOI AinbHNLi BUpoOHMKa MinmayHT Xenckea
ITA, Ipnangis, wo signosigae 3a BTOPMHHE NakyBaHHSA
m3
72. | rnopy HacTolka in bulk: no TOB "OKMN YkpaiHa TOB "OKM YkpaiHa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | - UA/6182/01/01
HACTOMKA 800 kr y kyboBumx "®apmaueBTun "®apmaueBTuyHa TUMY - 3MiHW, NOB'AI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
E€MHOCTSAX YHa cabpuka" dabpuka" BiAnoBigHiCTb Ao MoHorpadii PY abo €sponencbkoi
hapmakonei, abo iHLWOoi HaLioHanbHoi dapmakonei
nepxasu €C (3miHa y cneumdikauisx, nos'szaHa 3i
3miHamu B 1®Y, abo €Bponelickbkini hapmakonei, abo
iHLWIN HauioHanbHIn dapmakonei aepxasu €C); 3MiHu |
TUny - 3MiHa napameTpiB cneuudikauin Ta/abo
A0NyCTUMMX MEX FOTOBOrO MiKapCbKoro 3acoby; CynyTHs
3MiHa: 3MiHa y MeToaax BUNpobyBaHHSA roTOBOrO
nikapcbkoro 3acoby (iHwWi 3mMiHKM y MeTopax
BMNpobyBaHb (BKMOYa4M 3amiHy abo JONOBHEHHS))
73. | rnogy HacTolka no 25 mn TOB "OKM YkpaiHa TOB "OKIM YkpaiHa BHECEHHS1 3MiH [0 peecTpaLiiHuX maTtepianis: 3MiHu | be3 UA/8513/01/01




26 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
HACTOMKA abo no 50 mn abo no "®apmaueBTu "®apmaueBTnYHa TUMY - 3MiHW, NOB'AI3aHi 3 HEOBXiAHICTIO NPUBEAEHHS Y peuenma
100 mn y donakoHax; YHa cabpuka" dabpuka" BiANoBigHiCTb Ao MoHorpadii PY abo €sponencbkoi
no 25 mn a6o no 50 bapmakonei, abo iHLWOT HauioHanbHOI dhapmakonei
mn abo no 100 mn y aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i
dnakoHi, no 1 3miHamu B [1®Y, abo €Bponencokin papmakonei, abo
dnakoHy B nayui iHWIN HauioHanbHIn dapmakonei aepxasu €C); 3MiHu |
TUny - 3MiHa napameTpiB cneuudikauin Ta/abo
A0NyCTUMMX MEX rOTOBOrO MiKapCbKOro 3acody; CynyTHS
3MiHa: 3MiHa y MeToaax BMNpobyBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3mMiHWM y MeTofax
BMNpobyBaHb (BKMOYa4M 3amiHy abo JONOBHEHHS))
74. | TNMYTAMIHOBA TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKNW YkpaiHa BHECEHHS1 3MiH [0 peecTpaLiiHuX maTtepianis: 3MiHu | be3 UA/6723/01/01
KUCINOTA NNiBKOBOIO "KUIBCBKN BITAMIHHA/ 3ABO" TUny - 3MiHK 3 sikocTi. F0TOBMI Nikapcbkmii 3aci6. 3MiHN peuenma
obornoHkoto, no 250 BITAMIHHAA y BUPOBHMLTBI. 3MiHM y npoLieci BUPOGHMLITBA rOTOBOrO
mr, no 10 TabneTok y 3ABOO" nikapcbKkoro 3acoby, BkIoYauy NPOMiXKHWUIA MPOAYKT,

6nicTepi; no 3
6nictepu y nayui; no
10 TabneTtok y
Gnictepax

LL|O 3aCTOCOBYETLCSI MPU BUPOOHULTBI FOTOBOrO
nikapcbKkoro 3acoby (iHLwi 3MiHK)

- 3MiHM ¥ npoueci BUpobHULTBA: - 3MiHa LyKpOBOI
060noHKM TabneTkn Ha MNIBKOBE MOKPUTTS; - 3MiHa
TEXHOMOriYHOro obnagHaHHs; 3MiHu | Tuny - 3miHn 3

siKocTi. [oTOBMIA Nikapcbkui 3aci6. 3MiHM y BUPOOHULITBI.
3MiHa po3mipy cepii (BkntoYaoum gianasoH po3mipy
cepii) roToBOro nikapcbkoro 3acoby (iHLwi 3MiHN)-
BBEAEHHS [OOATKOBUX PO3MIpIiB cepill. 3aTBepaKeHO:
Po3awmipu cepin Tabnetkn Ne 10
30000 yn. Tabnetku Ne 30-10000 yn.; 3anponoHoBaHo:
Poamipu cepin
Tabnetkn Ne 10
30000 yn.
[opaTkoBuii po3mip cepii:
Tabnetkn Ne 10
18000 yn.
36000 yn.
54000 yn.
Tabnetkn Ne 30
10000 yn.
HopnatkoBuii po3mip cepii Tabnetkm Ne 30
6000 yn.
12000 yn.
18000 yn.;
3MiHn | Tuny - 3MiHK 3 akocTi. FoToBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y
MeTofax BUNpoOyBaHHS roTOBOrO fikapcbkoro 3acoby
(iHwWi 3miHM y MeToaax BUNpobyBaHb (BKIOYaum
3amiHy abo JOMOBHEHHS)) - 3MiHa Y METOAAX KOHTPOM0
M3, y 38’s3Ky 3i amiHoto cknaay M13:
- YTOYHEHHS 3a Noka3HukoMm «Onucy;
- BUnNy4eHHss metogdy C (6apBHMK NaTEHTOBaHUIA CUHIl
V) 3a nokasHukom «lgeHTudikauisy;
- 33 Noka3HUKOM «OHOPIAHICTb 4O30BaHUX OANHULIbY
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

3aMiHa NpsiMOro MeToAy BU3HAYeHHS Ha BU3HAYEHHS
pO3paxyHKOBO — BaroBMM METOO0M;

- 3a NOKa3HMKOM «Pe4yoBUHN, BUABIIOBAHI HiHMgpWUOOM»
- KOpeKLisi HAaBaXOK; pefaKLifiHi yTOYHEHHS
NPUroTyBaHHSA BUMPOOYBAHOrO PO34MHY Ta PO3YUHY
NOPIBHAHHSA, YTOYHEHHS WoA0 nnacTuHkm TLUX;

- He3Ha4Hi 3MiHN B MeToAuLi 3a NOKa3HUKOM
«Po34nHeHHs», 6e3 3MiHW KpuTepiiB NPUNHATHOCTI;
- HE3HayHi 3MiHN y MeToAuLI 3a NoKasHUKOM «MBY»;
- 3a nokasHMKoM «KinbKicHe BU3HA4YeHHs», 3aMiHa
meToay abcopbuinHOi cnekTpoMeTpii Ha meTof
KMCINOTHO — OCHOBHOTO TUTPYBaHHS.

3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMI Nikapcbkuii 3aci6.

KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauini Ta/abo JONYCTUMUX MeX
roTOBOrO fnikapcbKoro 3acoby (3BYXXeHHS [ONyCTUMUX
MEX) - PO3MEXYBaHHSA KpUTEPIiB NPUNHATHOCTI y
cneumdikauii M3 3a nokasHnkom «KinbkicHe
BW3HAYEHHSA» Ha MOMEHT BUMYCKY Ta TEPMiH
npuaaTtHocTi; 3MiHm |l Tuny - 3miHn 3 akocri. FoToBKN
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(BOMOMIDXHMX peYOBMHAX) FOTOBOrO NikapcbKoro 3acoby
(iHWi 3miHW) - 3aMiHa B AKICHOMY Ta KifnlbKiCHOMY cknagi
[OMOMKHUX PEYOBWH, Y 3B’A3KY 3 3aMiHO0 LIyKPOBOI
060n0oHKM Ha NiBKOBE MOKPUTTA, a came: 3MiHa
KpOXMario KapTOMMsSAHOro Ha Lienonosy
MiIKpOKpUCTaniyHy, 36inbLUeHHS KiNbKiCTi MOBIAOHY,
BUITYYEHHS1 KUCMOTW CTeapuUHOBOI; 3MiHW BHECEHI B
po3ginu "Cknag", "Mikapcbka dopma” Ta sk Hacnigok - B
po3gain "OcobnunBocTi 3acTocyBaHHSA" B iHCTPYKLitO Ans
MEANYHOro 3aCTOCYBaHHS Ta B TEKCT MapKyBaHHS
yMaKoBKM NikapcbKoro 3acoby

75.

FMIOKO3A

po34MH Ans iHdysin,
50 mr/mn no 200 mny
nnsikax

MAT
"Tanuudapm"

YkpaiHa

TOB cbipma "HoBodapm-
BiocuHTes", Ykpaina; MAT

"lanuudapm”, YkpaiHa

YkpaiHa

BHECEHHS 3MiH 00 peecTpauinHnx maTepianis: 3MiHn |
TUMy - 3MiHK Woao 6e3nekn/edPekTMBHOCTI Ta
capmakoHarnagy - 3MiH1M BHECEHi B TEKCT MapKyBaHHS
ynaKkoBKW nikapcbkoro 3acoby Lioao 3a3HavyeHHst
MiXHapOOHMX NO3HaYeHb OAVHWLb BUMIPIOBAHHS.
BBeaeHHA 3MiH npoTArom 6-t1 micauiB nicna
3aTBepAXKEHHSA

3a
peuenmom

UA/12539/01/01

76.

FPABATIH

necapii no 500 mr, no
5 necapiiB y cTpuni; no
2 cTpunn y nayui 3
KapTOHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko
YkpaiHa"

YkpaiHa

CninbHe ykpaiHCbKO-
icnaHcbke NianpuemMcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu |
MMy - 3MiHa Po3Mipy cepii (BknoYaoum gianasoH
po3Mmipy cepii) roToBoro nikapcbkoro 3acoby
(36inblweHHs o 10 pasiB NOPIBHSHO i3 3aTBEPAXEHNM
pO3MmipoMm) - 36inbLUEHHS PO3Mipy cepii.
3anponoHoBaHo: TeopeTnyHa KinbKiCTb OTPUMaHKX
necapiia: 125,00 kr

3a
peyernmom

UA/2166/01/01

77.

OEKCAMETA3OH

PO34MH Ans iH'ekuin, 4
mr/mn, no 1 mn a6o no
2 mn B amnyni; no 5
amnyn B nayui; no 1

ToBapucTBo 3
0oBMeXeHo
BignoBsiganbHi
CTHO

YkpaiHa

KOHTPOIb SIKOCTi, BUMYCK
cepii: ToBapucTeo 3
obmexeHot
BiANoBiaanbHICTO

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3miHu |

TUMY - 3MiHW, NOB'AI3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y

BigNoBiIAHICTb A0 MoHorpadii dY abo €Bponernicbkoi
dapmakonei, abo iHLWoi HaLioHanbHoi dapmakonel

3a
peuerimom

UA/5274/02/01
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

mn abo no 2 mn B
amnyni; no 5 amnyn y
6nicrepi, no 1
6nictepy B nayui; no 1
mn B amnyni; no 10
amnyn B nayui

"[ocnigHui
3aBof,
"rHUnC"

«[ocnigHuin 3aBoa
«MHUNC», YkpaiHa; BCi
cTagii BUpobHuuTBa,
KOHTPOIb SIKOCTi, BUMYCK
cepii: ToBapucTteo 3
oBMexeHot
BiANOBiAAnNbHICTIO
«®apmaueBTnyHa
KOMnNaHis «340poB'ay,
YkpaiHa

aepxasun €C; cynyTHS 3MiHa: 3MiHa y MeToaax
BMNPOOYBaHHA AOMOMIKHOI PEYOBUHMN (HE3HAYHI 3MiHN Y
3aTBepXXEHUX MeTogax BUNpobyBaHb) - NpuBeAeHHs
cneuundikauii Ta MeToaiB KOHTPOMNO AONOMIKHOT
peyoBUHYM Y BIANOBIAHICTL A0 BUMOr EP*; aminn | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIOHICTIO NPpUBEAEHHS Y
BianosigHicTb Ao MoHorpadii JPY abo €sponencbkoi
dapmakonei, abo iHLWoi HaLioHanbHOI dhapmakonei
nepxasu €C; cynyTHS 3MiHa: 3MiHa y meToaax
BUMNPOGYBaHHS [OMOMIXKHOI PEHYOBUHMN (HE3HAYHI 3MiHN Y
3aTBEPKEHUX MeToAax BUNpobyBaHb) - NpUBEAEHHS
crneungikauii Ta MeToAiB KOHTPOSO AONOMIKHOT
peyoBUHM Y BignosigHicTe Ao Bumor EP* abo AdY*;
3MiHM | TNy - 3mMiHa napameTpis cneuudikauin Ta/abo
OONYyCTUMUX MEX ANt ONOMIXKHOT peqoBUHN (iHLLi
3MiHW); CynyTHsi 3MiHa: 3MiHa y MeTogax BUnNpobyBaHHs
AOMOMDKHOI PEYOBUHM (HE3HAYHI 3MiHU Y 3aTBEPKEHUX
MeTofax BunpobyBaHb) - 3MiHM Ao crneuundikaLii Ta
MeTOAIB KOHTPOS0 A0NOMIKHOI pevoBuHM Boga ans
iH’eKUiN, y 3B’A3Ky 3 MPUBEAEHHSAM [0 BUMOT
OOKyMeHTaUii BUpOGHMKa: - MOKa3HWKK
«MikpobionoriyHa yncToTa» Ta «BmicT 3aransHoro
OpraHiyHoro ByrneLo» AONMOBHEHO AOAATKOBUMU
Mexamu «PiBeHb nonepeaXeHHs». - MOKa3HWK
«BakTepianbHi eHOOTOKCUHUY JOMNOBHEHO A04ATKOBUMU
Mexamu «PiBeHb fii» Ta «PiBeHb NonepemKeHHs»;
3MiHM | TNy - 3mMiHa napameTpiB cneuudikauin Ta/abo
O0NyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby -
BUITyYEHHS cneumdikalii roToBoro fikapcbkoro 3acoby
nokasHukom «lliporeHun», y 38’3Ky 3 NpuBeAEeHHAM A0
BUMOTr 3aranbHoi ctatTi Y aitoyoro BuaaHHs; 3MiHu |
TMny - 3MiHa napameTpis cneuudikauin Ta/abo
[ONyCTMMMX MEX rOTOBOrO flikapCbKoro 3acoby -
[OOMOBHEHHSA creumdikaLii roToBoro nikapcbkoro 3acoby
nokasHnkoMm «bakTepianbHi eHOOTOKCUMHMY, Y 3B’A3KY 3
npvBeAEHHAM A0 BUMOT 3arasnbHoi ctatTi APY gitovoro
BMOAHHS Ta BBEEHHS NOCUNaHHA Ha Ailovy peaakuito
OdY* y cneumdikauito Ta METOAU KOHTPOMK rOTOBOIO
nikapcbKkoro 3acoby 3a nokasHukamu «laeHTudikauis»,
«[Mpo3sopicTby», «KonbopoBicTby», «pH», «CynpoBigHi
OoMilkny, «O6’eMm, WO BUTAraeTbCSA», « CTEPINbHICTbY,
«AHOMarbHa TOKCUYHICTbY, «MexaHiuHi BKMOYEHHS»,
«KinbkicHe BU3Ha4eHHs». KpuTepii NpUNHATHOCTI Ta
METOAMKM KOHTPOS0 3anuwmnucs 6e3 3miH

78.

OEKCAMETA3OH

PO34MH Ans iH'ekuin, 4
mr/mn no 1 mn B
amnyni; no 5 amnyn B
nayui 3 KapToHy; no 1
MI B amnyni; no 5
amnyn y énictepi; no 1

MpuBaTtHe
akuioHepHe
TOBapuCTBO

"Nekxim-
Xapkis"

YkpaiHa

[MpuBaTHe akuioHepHe
TOBapuCTBO "flekxim-
XapkiB"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn |
TUMY - 3MiHW, NOB'AI3aHi 3 HEOBXIAHICTIO NPUBEAEHHS Y
BiANOBiIAHICTb A0 MoHorpadii PY abo €Bponencbkoi
hapmakonei, abo iHLWOT HauioHanbHOI dhapmakonei
aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i
3miHamu B [1®Y, abo €Bponenckkin papmakonei, abo

3a
peuenmom

UA/10236/01/01
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
6nictepy B nayui; no 1 iHLWIiM HauioHanbHIn dapmakonei gepxasu €C); cynyTHs
mn B amnyni; no 100 3MiHa: NpuBeAeHHs cneumdikauii Ta MeTodiB KOHTPOIO
amnyn B nayui 3 niroYoi pevoBrHN A0 BMMOT MoHorpadii Dexamethasone
KapToHy sodium phosphate EP 3a nokasHukamu «ETaHon»,
«Bogay; 3MiHu | TUNY - nogaHHst HOBOro cepTudikata
BignosigHoCTI €Bponelicbkini hapmakonei Ne R1-CEP
2008-026-Rev 00 ans Aitovoi pe4oByHK Bif BXe
3aTBEPAXEHOro BUPOOHYMKa i3 3amiHO. TepMiH
npuaaTHoOCTI 2 pokn Ha TepMiH NepeKoHTPOI 2 POKU
79. | BEKCINTAHT® Kancynm 3 Takepa CLUIA BUPOGHULTBO Anoris/ BHECEHHS 3MiH 0O peecTpaLifnHnX maTepianis: 3miHu |l 3a UA/13660/01/01
MoamndikoBaHUM PapmacbioTik Hepo3dacoBaHoi IpnaHpis/ TMMY - 3MiHW A0 IHCTPYKLIi ANs MeanyHoro peuenmom
BUBINIbHEHHAM TBEpPAI anc CLUA, IHk. npoaykuii: Takega ITania 3acTocyBaHHsi 4o po3aginy "lMobiyHi peakuii”. BBeaeHHs
no 30 mr, no 14 kancyn dapmacbtoTtikan KomnaHi 3MiH npoTArom 6-tn micsAuiB nicna 3aTBepaAXKeHHsA
y bnictepi; no 1 abo TNimiteq, AnoHis;
no 2 6nictepu B BUPOBHMLUTBO
KapTOHHI KopobLi Hepo3dacoBaHoi
npoayKuii:
Takepa lpnangis NTa,
IpnaHgis; nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
[03BiN Ha BMNYCK cepii:
Oendapm Hosapa C.p.n.,
ITanis
80. | AEKCINTIAHT® Kancynu 3 Takepa CLIA BUPOBHMLUTBO Anonis/ BHECEHHS 3MiH 4O peecTpaLiiHnX maTepianis: 3miHu || 3a UA/13660/01/02
MoandikoBaHUM dapmacbioTik Hepo3dacoBaHoi Ipnangis/ TMNY - 3MiHW 40 iHCTPYKUIT AN MeanyHoro peuenmom
BUBINIbHEHHAM TBEPi anc CLA, IHk. npoaykuii: Takega ITania 3acTocyBaHHs Ao po3ainy "MobivHi peakuii”. BBegeHHs
no 60 mr, no 14 kancyn dapmacbioTikan KomnaHi 3MiH npoTarom 6-Tn micsauis nicna 3aTrBepAXXeHHA
y bnictepi; no 1 abo NimiTen, AnoHis;
no 2 6nictepu B BUPOBHMLUTBO
KapTOHHi kopobLyi Hepo3dacoBaHoi
npoayKuii:
Takepa lpnaHgis Jta,
IpnaHgis; nepeuHHe Ta
BTOPUHHE MaKyBaHHS,
[03BIN Ha BUMYCK cepii:
Nendapm Hoeapa C.p.n.,
ITanis
81. | AMBI3NA-M Tabnetkn, no 10 Mikpo Jlabc IHais Mikpo J1a6c Nimiten IHgis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu |l 3a UA/5130/01/01
TabneTtok y 6nictepi; NimiTen TNy - 3MiHK Wwopo 6e3nekun/epekTUBHOCTI Ta peuenmom

no 6 Gnictepis B
KapTOHHi KopoobLi

dapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
30060B'A3aHb Ta YMOB BuAaui peecTpaLiiHoro
nocBiAYeHHs, Bkntovatoun MnaH ynpaeniHHA pUamkamm
(3acTocyBaHHsi 3MiH(1), Aki(a) BUMaraoTb(€)
noAanbLIoro obrpyHTyBaHHA HOBUMM 4OOATKOBUM
AaHUMK, Lo MaloTb Ha4aBaTUCH KOMMETEHTHUM
OpraHoM, OCKifMbKN BUMaraeTbCsi CyTTEBA OLliHKa
KOMMETEHTHUM opraHom). BrvkoHaHHS 3060B'A3aHb
BignoBigHo 40 niagnyHkTy 1.13 nyHkTy 1, mignyHkTy 2.3
nyHKTY 2 gogatky 15 go MNopsiaky npoBeaeHHs
EeKCMepTM3n peecTpaLiiHux maTtepianiB Ha Nikapchbki
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
3acobu, Lo NofaThCs Ha AepXKaBHY peecTpalLiio
(nepepeecTpadito), a Takox ekcnepTnan martepianis npo
BHECEHHS 3MiH O peecTpaLinHnX maTepianis NpoTAroMm
Oil peecTpauiiHoro NocBigYeHHs, 3aTBepAXeHOoro
Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
82. | AUKNO-® kpanni o4Hi 0,1 % no 5 CEHTICC IHaia CEHTICC ®APMA IMBT. IHgis BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/2905/01/01
My cprnakoHi- DOAPMA MBT. nTa. Tuny - 3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta peuenmom
KpanenbHuui; no 1 nTta. dapmakoHarnsigy. BeegeHHs abo 3miHv oo
dnakoHy-KpanenbHuui y3aranbHeHWX AaHux Npo cuctemy dapmakoHarnsgy
B navui (BBEAEHHSA y3aranbHEHUX AaHVX NPo CMCTeMy
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iNCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHMKa A5is
34iicHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
BiAMiHHa BiA ynoBHOBaXxeHOi ocobu, BianosiganbHoi 3a
3pilcHeHHst hapmakoHarnaay (BKMHOYAKYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXeHOi
ocobu BignosiganebHoi 3a hapMakoHarnsaa:
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI ocobu BignosiaanbHoi
3a chapmakoHarnag;
lMponoHoBaHa pegakuia: TodaH Irop AHaToninosmy.
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOI 0cobu,
BiANoOBiAanbHOI 3a papmakoHarnsg. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI ocobu, BignoBiganbHoI 3a
dapmakoHarnag. 3miHa Micusi 3aiCHEHHS OCHOBHOI
nisnbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu macrtep-
danna
83. | OUKNODEHAK Tabnetku no 0,05 r no MAT YkpaiHa MAT "Ximdapm3sasoa YkpaiHa BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/0708/01/01
10 TabneTtok y "Ximdapmsas "YepBoHa 3ipka" MMy - 3viHa y MeTogax BUNpobyBaHHSA roTOBOro peuernmom
6nictepax; no 10 oA "YepBoHa nikapcbKkoro 3acoby (HeaHa4yHa 3MiHa y 3aTBEpPOXKEHNX
Tabnetok y bnictepi; 3ipka" MeToAax BUNpobyBaHHS)
no 1 abo 3 Gnictepn y
nayui 3 KapToHy
84. | AMMEAOPON PO34MH ANs iH'eKUii, MAT Ykpaina MAT "Tanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/4950/01/01
10 mr/mnno 1 mn B "Manuudapm” TUny - 3MiHa napamMeTpiB cneuudikauin Ta/abo peuenmom
amnyni; no 10 amnyn y OOMyCTUMMX MEX AN AONOMIXKHOT pe4OBUHU; CYNyTHSA
KOHTYPHIl YapyHKOBI 3MiHa: 3mMiHa y meTogax BMNpobyBaHHSA JOMOMIKHOT
ynakoBLi, no 1 PeYOBUHM (iHLI 3MiHK Y MeToAax BUNPobyBaHHSA
KOHTYPHIl YapyHKOBIN (Bkntovatoum 3amiHy abo gogaBaHHs)); 3amiHu | Tuny -
ynakoBLi B nayui; no 1 3MiHa napameTpis cneuundikauin Ta/abo gonycTuMmx
mn B amnyni, no 10 MeX roTOBOro NikapcbKoro 3acoby; cynyTHs 3MiHa:
amnyn y kopobui 3MiHa y MeTofax BUNpobyBaHHs FOTOBOrO NiKapCbKoro
3acoby (iHwWi 3amiHn y MmeTodax BunpobyBaHb
(BKNOYaO4YM 3aMiHy abo [JOMOBHEHHS))
85. | AMMEOPON pO34MH Aong iH'ekuin, MAT YkpaiHa MAT "Tanuudgapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/4950/01/01
10 mr/mnno 1 mn B "Tanuudapm” UMy - 3MiHn Wwoao 6esnekn/edekTMBHOCTI Ta peuernmom

amnyni; no 10 amnyn y

dhapMakoHarnsgy - OHOBMEHHS BXe 3aTBEPAXKEHOro




IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
KOHTYPHIN YapyHKOBIN TEKCTY MapKyBaHHsS1 BTOPMHHOI Ta NEPBUHHOI YNaKoBKN
ynakosLi, o 1 nikapcbKkoro 3acoby, 3 BHECEHHAM MO3HAaYeHb OANHULIL
KOHTYPHIN YapyHKOBIN BUMIPIOBaHHS, 3 BUKOPUCTAHHAM fiTep NaTUHCLKOrO
ynakoBuUi B nayui; no 1 andasiTy. BBeaeHHs1 3MiH npoTArom 6-tn micsilis
mn B amnyni, no 10 nicns 3aTBepAXeHHs
amnyn y kopobui
86. | AMMEKCNO® PO34MH HaLLKIpHWI, MO MAT Ykpaina MAT "Tanuudapm"” YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTtepianis: 3MiHu | be3 UA/4522/01/01
50 mn y donakoni; no 1 "Manuydapm” UMy - 3MiHn Wwoao 6esnekn/edekTMBHOCTI Ta peuenma
dnakoHy B nauyui dhapmakoHarnsay - OHOBIEHHS BXe 3aTBEPAXEHOro
TEKCTY MapKyBaHHsS1 BTOPMHHOI Ta NEPBUHHOI YNaKOBKM
nikapcbKoro 3acoby 3 BHECEHHSIM NMO3HAYeHb OAUHULIb
BUMIPIOBaHHS 3 BUKOPUCTAHHAM fiTep NaTUHCLKOro
andasity. BBegeHHs 3MiH npoTarom 6-t1 micsAuiB nicns
3aTBEpAKEHHSA
87. | AMniPUpQAMOn PO34MH ANs iH'ekuin, 5 ToBapucTBo 3 YkpaiHa KOHTPOIb SIKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/7465/01/01
Mr/Mn Mo 2 Mn B obmexeHo cepii: ToBapucTBO 3 TMny - 3MiHa NapameTpiB cneumdikauin Ta/abo peuenmom
amnyni; no 5 amnyn y BignosiganbHi obmexeHoto [ONyCTMMUX MEX rOTOBOTO JlikapCbkoro 3acoby
nayui; no 2 mn B cTio BiANOBiAANbHICTIO (monoBHeHHs cneuudikaLii HOBUM NOKa3HUKOM 3
amnyni; no 5 amnyn y "OocnigHuii "[ocnigHuii 3aBoa BiAMNOBIAHMM MEeTOAOM BMNPOBYBaHHS) - AONOBHEHHS
6nicrepi; no 1 3aBof "THLJIC", YkpaiHa; BCi crneungikaLii roToBoro nikapcbkoro 3acoby NokasHUKOM
6nicTepy B nayui "THUNC" cTagii BMpobHuuTBa, «bakTepianbHi eH4OTOKCUHWY, Y 3B’A3KY 3 NPUBEAEHHAM

KOHTPOIb SIKOCTi, BUMYCK
cepii: ToBapucTtso 3
oBGMexeHot
BiANOBiAAnNbHICTIO
"®apmaueBTuyHa
KoMnaHis "3gopos'a”,
YkpaiHa

[0 BUMOT 3ararnbHoi ctatTi J®Y aito4oro BUAaHHS;
3MiHu | Tuny - 3MiHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX roToBOro nikapcbkoro 3acoby
(BUNYyYEHHS HE3HAYHOro NokasHvka (Hanpvknag
3acTapinoro nokasHuka, Takoro sk 3anax Ta cmak, abo
ineHTudikauist 6apBHUKIB Y cMakoBUX fo06aBoOK)) -
BUIYyYeHHs  3i cneuudikaLii roToBOro nikapcbkoro
3acoby nokasHuka «[liporeHn», y 3B’sa3ky 3
npuBeaeHHsM 40 BUMOT 3aranbHoi ctaTTi AdPY gitodoro
BUAAHHS; 3MiHuM | TUNy - 3MiHa napameTpis
crneundikaLi Ta/abo gonycTUMMX MeX NEePBUHHOT
YNaKoBKM rOTOBOTO MikapCbKoro 3acoby (BUny4eHHs
HEe3Ha4YHOro NokasHuka (Hanpuknag 3acrapinoro
nokasHuka)) - BUIy4eHHs 3i cneuudikauii nepBMHHOI
ynaKkoBKW (aMnynm cknsiHoi) nokasHuka «MBY» 3
BiANOBIAHMM METOAOM BUNPOOYBaHHS, y 3B’A3KY 3
NPUYUHN HAsABHOCTI anbTEePHaTUBHOIO METOAY
KOHTPONtO; 3MiHU | TUNy - 3MiHK, NOB'A3aHi 3
HeobXiaHICTIO NpuBeAeHHS Y BiANOBIAHICTb A0
MoHorpadgii Y abo €Bponelicbkoi hapmakonei, abo
iHWOI HauioHanbHoi dhapmakonei aepxasu €C (3MiHa y
crneundikaLisx, No's3aHa 3i 3amiHOK BUMOT
MoHorpadii JPY abo iHWwoi HauioHanbHOT hapmakonei
nepxasu €C Ha BUMorn moHorpadii €Bponencbkol
dapmakonei); CynyTHsi 3miHa: 3MiHa y meToaax
BMNPOOYyBaHHSA [OMOMIXKHOI PEHYOBUHMN (HE3HAYHI 3MiHW Y
3aTBepAXeHNX MeTodax BUNpobyBaHb) - NPMBEAEHHS
crneundikauii Ta MeToAiB KOHTPOMNO AONOMIKHOT
peYoBUHM Y BiANOBIAHICTb Ao BMMor EP*: - Kucnota
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IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1

BMHHa (3a Noka3HuKaMu «30BHILLHIN BUrNSAY,
«Po3unHHicTbY», «[Mpo3opicTe po3unHy», «BTpaTta B maci
npu BUCyLLYBaHHi», «CynbdaTHa 3ona» - 3MiHa
nocunanHs 3 AdY 1.1 Ha EP*, 6e3 3miHu kpuTepiiB
NPUAHSATHOCTI Ta MeTOAiIB BUNPOOYBaHHS;
«lpeHTndikauisy, «KonboposicTb po3unHy», «luTome
onTnyHe obepTaHHA», «LllaBnesa kucnota»,
«Xnopuamy», «Cynbdatny, «Kanbuiny, «Baxki metanuy,
«KinbkicHe BU3HaYeHHs» - 3MiHEHO KpuTepii
npuitHaTHocTi 3 Y 1.1 Ha EP*, 6e3 3miHM MeToAiB
BUNpobyBaHHsi; «MBY» - 3amiHeHo KpuTepii
NPUAHSTHOCTI Ta MeToauku 3 A®Y 1.1. Ha EP*); -
MponineHrnikons (3a NokasHukamu «lgeHTudikauisy,
«30BHILLHIN BUrNsaa», «[po3opicTb po3unHy»,
«KonbopoBicTb po3unHy», «KucnoTHicTb», «Baxki
MeTanuy - 3MiHeHO KpuTepii NPUUHATHOCTI 3 DY 1.1 Ha
EP* 6e3 3miHM MeToAiB BUNPobyBaHHS; « PO3YNHHICTbY,
«BigHocHa ryctuHa», «lokas3HUK 3anoMMeHHs»,
«PeyoBuHuU, Wo okucntooTby, «Bogar», «CynbdaTtHa
3ona» - 3MiHeHO nocunaHHa 3 oY 1.1 Ha EP*, 3miHeHO
nocunanHsa 3 AdY 1.1 Ha EP* 6e3 3miHu kpuTepiis
NPUHSATHOCTI Ta MeTodiB BUNPoOyBaHHS; «Pe4yoBuHu,
LLIO BiHOBIIOKTHCA» - 3MIHEHO KpUTEpIii NPUNHATHOCTI
Ta metoau BMNpobyBaHHA 3 AdY 1.1 Ha EP*); amiHum |
TUMY - 3MiHW, NOB'AI3aHi 3 HEOBXIAHICTIO NPUBEAEHHS Y
BigNOBIAHICTb A0 MoHorpadii dY abo €Bponernicbkoi
hapmakonei, abo iHLWOT HauioHanbHOI hapmakonei
aepxasun €C; cynyTHS 3MiHa: 3MiHa y MeToAax
BMNPOOYBaHHA AOMOMIKHOI PEYOBUHMN (HE3HAYHI 3MiHN Y
3aTBepAXXeHNX MeTodax BUNpobyBaHb) - NPMBEAEHHS
cneuundikauii Ta MeToaiB KOHTPOMNO AONOMIKHOT
pPEeYOoBUHM Y BIAMOBIAHICTb A0 BUMOT [dDY: -
MponineHrnikonb (3a nokasHukamu: «MBY» - 3miHeHO
KpuTepii NPUAHSATHOCTI Ta MeToam BUNpobyBaHHs 3 DY
1.1 Ha O®Y*); - Boga ang iH’ekuin (3a nokasHukamu:
«[lMpo3sopicTby», «KonboposicTby», «M1uToma
€neKTponpoBIgHICTb», «BMICT 3aranbHoro opraHiyHoro
Byrneuo», «MBYy», «bakTrepianbHi eHAOTOKCUHMY,
«Hitpatu» - a3miHeHo nocunanHs 3 4dY 1.2 Ha Y™
6e3 3mMiHn BUMOT Ta MeToZiB BUNPOGYBaHHS; BUMYy4eHO
nokasHuk «Baxxki metanuy»); amiHu | Tuny - 3amiHa
napameTpiB cneundikaui Ta/abo AoNyCTUMUX MeX Ans
OOMOMDKHOI PEYOBUHM (iHLWi 3MiHW); CYNyTHSA 3MiHa:
3MiHa y meTofax BUnpobyBaHHsS AOMOMDKHOI PEYOBUHM
(He3HayHi 3MiHW y 3aTBEpAXEHNX MeToAax
BMMNpobyBaHb) - 3MiHM A0 cneumdikalii Ta MeToais
KOHTPOIO AONOMIKHOI pevoBuHU Boga ans iH'ekuin, y
3B’513KY 3 NPUBEAEHHSAM [0 BUMOT JOKyMeHTaLii
BMPOGHUKa: - Noka3Hukn «MikpobionoriyHa umcToTa» Ta

«BMicT 3aranbHOro opraHi4Horo ByrneLo» 4OMNOBHEHO
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
[00aTKOBUMMW MexaMun «PiBeHb nonepemkeHHs»; -
nokasHuk «bakTepianbHi eHAOTOKCUHN» JONOBHEHO
aoaaTkoBMMKM Mexamu «PiBeHb aii» Ta «PiBeHb
nonepemKeHHs»
88. | AUMPO®ON® emMynbCia ANS iH'eKuin MAT YkpaiHa BiANOBIAanNbHMI 3a BUMYCK Icnanis/ BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | - UA/12757/01/01
1 % in bulk: no 50 mny "®apmak” cepii: CiHTOH XicnaHis, ABcTpist TMNy - 3MiHa y MeTogax BUnpobyBaHHS roTOBOro
dnakoHi; no 10 C.N., IcnaHis; nikapcbkoro 3acoby (iHwWi 3mMiHWM y MeTofax
nakoHiB y kopobuyj; in BignosiganbHuMi 3a BMNpPoOyBaHb (BKIOYalouy 3aMiHy abo JOMOBHEHHS));
bulk: no 20 mn B BMPOBHULITBO, XiMiYHi, 3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro
amnyni; no 5 amnyn y i3nyHi Ta MikpobionoriyHi nikapcbkoro 3acoby (anst NpUBEAEHHS Y BiANOBIAHICTb 3
kopobui BMMNpoOyBaHHA Ta [dY abo €sponencebkoo hapmMaKkoneeo Ta BUMyHEHHS
nakyBaHHsi: PpeseHiyc NnocunaHHA Ha 3acTapinui BHYTPILLHIN MeToq
Kabi Asctpis TM6X, BMNpoGYBaHHS i loro Homep); 3MiHu | Tuny - 3mMiHK go
AscTpis cneumdikauii Ta MeToay KOHTPOMO rOTOBOrO
nikapcbKoro 3acoby 3a NokasHUKoM «Po3Mip YacTok»
89. | AMNPOPON® eMynbCist ANs iH’exkuin MNAT YkpaiHa BiANOBiAanNbHMIM 332 BUNYCK Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | - UA/12757/01/02
2 % in bulk: no 50 mny "®apmak” cepii: CiHTOH XicnaHis, ABCTpis MMy - 3viHa y MeTogax BUNpobyBaHHSA rOTOBOro
dnakoHi; no 10 C.J1., IcnaHis; nikapcbkoro 3acoby (iHwWi 3mMiHKM y meTopax
dnakoHiB y kopobui BigNoBiganbHWM 3a BMNpobyBaHb (BKMoYa4ym 3aMmiHy abo JONOBHEHHST));
BMPOBHULITBO, XiMiYHi, 3MiHM | TUNy - 3mMiHa y MeToAax BUNpobyBaHHS roToBOro
i3nyHi Ta MikpoGionoriyHi nikapcbKkoro 3acoby (anst NpUBeAEHHs! y BigNOBIAHICTb 3
BMNPOOYBaHHs Ta O®Y abo €Bponencbkoo hapMakoneeto Ta BUNyYeHHs
nakyBaHHs: PpeseHiyc NOCUNaHHA Ha 3acTapinuii BHYTPILLHIN MeToq
Kabi AscTtpis FTM6X, BMNPoOYBaHHS i loro Homep); 3MiHu | Tuny - 3amMiHn go
ABcTpis crneundikaLii Ta MeToay KOHTPOJI0 FOTOBOrO
nikapcbKkoro 3acoby 3a nokasHMkom «Po3Mmip 4YacTok»
90. | AUTUNIH-BIONIK | po34unH ans iH'ekuii. MNAT YkpaiHa MAT "©APMCTAHOAPT- YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHu | 3a UA/4076/01/01
20 mr/mn, no 5 mn B "®APMCTAH BIONIK ™" Tuny - 3MiHK 3 akocTi. [o0ToBMI Nikapcbkui 3acib. peuenmom
amnyni; no 5 abo no OAPT-BIOJTIK CT1abinbHicTb. 3MiHa y TepMmiHax npugaTtHocTi abo
10 amnyn y nauyui " ymoBax 36epiraHHsi FOTOBOrO NikapcbKoro 3acoby
(36inblUeHHst TepMiHY NpYAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [1ns Toproeoi ynakoBku
(nioTBEPAXKYETHCA AAHNMUN peanbHOro Yacy) -
36iNbLUEHHS TePMiHY NPUAATHOCTI FOTOBOTO fiKapCbKOro
3acoby. 3aTBepakeHo: 1 pik 6 micauiB. 3anponoHOBaHO:
2 poKn
91. | AIA30IIH- Tabnetkun no 100 wmr, MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3MiHu | bes UA/0278/01/01
OAPHUUA no 10 TabneTok y "®apmaueBTu dipma "OapHuus” TUNy - BHECEHHS 3MiH Ao Cneumndikauii/MeTogis peuenma
KOHTYPHIN YapyHKOBIN YHa chipma KOHTPOIIO sIKOCTi Aitovoi peyoBuHY MebrinponiHy;
ynakosLi; no 1 "NapHuug” CynyTHA 3MiHa: 3MiHa y meTogax BunpobysaHHs AdI

KOHTYPHIN YapyHKOBIN
ynakoBLi B nayui

abo BuxigHOro marepiany/npomikHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpobHuUTBa AQI (iHWi 3MiHM Y MeTodax BUMPOOyBaHHS

(Bkrntoyato4mn 3amiHy abo gonoBHeHHs) APl abo

BUXiQHOIO/NPOMIXXHOrO NPoAyKTy); 3MiHuM | Tuny -
BHeCeHHs 3MmiH Ao Cneumndikauii/MeToais KOHTpOnio
AKOCTi FOTOBOrO NiKapCbKoro 3acoby; CynyTHA 3MiHa:
3MiHa napameTpiB creuundikaui Ta/abo gonycTuMmx
MeX roToBOro nikapcbkoro 3acoby. BeefgeHHs 3miH

npoTsArom 6-TM micsiliB nicnsa 3aTBepAXKEHHSA
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

92,

LOIAHOPM-M

Tabnetku, no 10
TabneTtok y bnicrepi;
no 6 Gnictepis B
KapTOHHI Kopobui

Mikpo J1abc
Jlimiten

IHAisA

Mikpo Na6c limiten

IHAis

BHECEHHS 3MiH OO peecTpaLinHnX maTepianis: 3Minu I
TNy - 3MiHn Wwopao 6e3nekn/edeKkTnBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(n) o
30608's3aHb Ta YMOB BUAaui peectpauinHoro

noceigyYeHHs, Bkntoyaoun MnaH ynpaeniHHSA puankamMm

(3acTocyBaHHsi 3MiH(1), ki(a) BUMaraoTb(€)
nofanbLIoro o6rpyHTyBaHHA HOBUMMW [OAATKOBUM
AaHVMK, Lo MaloTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKifNbK1 BUMaraeTbCs CyTTeBA OLliHKa
KOMMETEHTHUM opraHom). BrkoHaHHs 3060B'A3aHb
BiAMoBIAHO A0 NianyHKTy 1.13 nyHKTY 1, NignyHkTy 2.3
nyHKTY 2 goaatky 15 go Mopsaky npoBeaeHHS
eKCcrnepTM3an peecTpauiiHnx maTtepianis Ha nikapcbki
3acobu, Lo noJatTbCs Ha AepXaBHy peecTpaliio
(nepepeecTpalito), @ Takox ekcnepTuan matepianis nNpo
BHECEeHHS 3MiH 40 peecTpauiiHuxX maTtepianis NPOTArom
Oii peecTpauiiHOro NoCBigYEHHS!, 3aTBEPAKEHOr0
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MOS Big 23.07.2015 Ne 460).

3a
peyenmom

UA/5019/01/01

93.

OIHAP

PO34MH ONs iH eKuin,
50 mr/mn; no 2 mn abo
no 5 mn B amnyni; no
10 amnyn y nayui 3
KapToHy; no 2 mn abo
no 5 mn B amnyni; no 5
amnyn y énictepi; no 2
6nicTepn y nayui 3
KapTOHyY

TOB HB®
“MIKPOXIM”

YkpaiHa

MAT “®apmak”
YkpaiHa
(BignoBiganbHui 3a

BUPOBHMLTBO Ta KOHTPOIb/

BMNpoGyBaHHS cepii, He
BKITHOYaI04M BUMYCK cepii)

TOB HB® “MIKPOXIM”
YkpaiHa

(BignoBiganbHWUiA 3a BUMYCK

cepii, He BKMoYa4m
KOHTPOIb/BUNPOGYyBaHHS
cepii)

Ykpaina

BHECEHHS 3MiH A0 peecTpaLinHMX maTepianis: 3MiHa
3asiBHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs )
(3rigHo Haka3dy MOS Big 23.07.2015 Ne 460) (BeegeHHs
3MiH NPOTArom 3-X MiCAUB NiCrs 3aTBEPAXEHHS); 3MiHN
| Tny - 3miHn WwWopo 6e3nekn/eekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo 3miHM oo
y3aranbHeHNX AaHuX Npo cucTemy apmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeEHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs dhapMakoHarnsagy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi ocobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsaay (BKMHOYaKUmM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXeHO|
ocobu BignosiganeHoi 3a hapmakoHarnsg: [itoya
pepakuis: Kopaepo NanvHa AngpiiBHa; [NponoHoBaHa
pepakuisa: Ctewexko Onbra CepriiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOI ocobu,
BignoBiganbHoOI 3a hapmakoHarnsaa. 3miHa micus
3[iCHEHHSI OCHOBHOI AISNbHOCTI 3 hapMakoHarnsagy.
3MiHa agpecu macTep-daina; amiHu | Tuny - 3MiHu
wopno 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsay (iHwi
3MiHW) - 3MiHV BHECEHI B iHCTPYKLIitO AN MEAUYHOTO
3actocyBaHHsi [13 y p. «BupobHuMk»,
«MicuesHaxoaxeHHsi BUpobHUMKa Ta 1horo agpeca Micus
NPOBaKEHHSA AiANbHOCTI», «3asBHUKAY,
«MicuesHaxomkeHHs 3asiBHMKa Ta/abo npeacTaBHMKa
3asBHMKa» 3 BiANOBIAHUMW 3MiHAMM B TEKCTI
MapKyBaHHs ynakoBLi (BBegeHHs 3miH npoTtsarom 3-x

3a
peyerimom

UA/15275/01/01




IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
MicsILiB nicns 3aTBepAXKEeHHS); 3MiHu | Tuny - 3MiHK 3
[KocTi. [oToBMI Nikapcbkni 3aci6. 3MiHM y BUPOBHULITBI.
3MmiHa iMnopTepa/aMiHu, Lo CTOCYIOTLCS BUMYCKY cepil
Ta KOHTPOIIO SAKOCTi FOTOBOrO NMikapCbKoro 3acoby
(3amiHa abo gogaBaHHs BUPOOHUKA, L0 BiAMNOBIAAE 3a
BBe3eHHs Ta/abo BMnyck cepii) - He Bkntoyatoum
KOHTpOnb/BMNpoGyBaHHS cepii - 3aMiHa BUpoBHMKa
BignoBigansHoro 3a Bunyck cepii MNAT “Papmak”,
YkpaiHa Ha TOB HB® “MIKPOXIM”, YkpaiHa Ta
3a3HaueHHs yHKLUii BUpobHuka MAT “Papmak”, YkpaiHa
(BBepeHHs 3MiH npoTsarom 3-x micauis nicns
3aTBEPAXKEHHS)
94. | OOKCULUKINIHY KpucTanivyHum TOB YkpaiHa Xebein [JoHrdpeHr Kutan BHECEHHS 3MiH 0O peecTpauiiiux matepianis: 3MiHu | - UA/15528/01/01
XIKNAT MOPOLLIOK (CyOCTaHLis) "XapkiBCbke PapmacsbtoTikan Ko., Nta. TUny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/
y NoABINHUX cthapmaueBTny abo agpecy Micus NPoBaKeHHs OisnbHOCTI BUPOOHMUKA
nonieTMneHoBmnx He (Bkntovatoum, 3a HeobxigHOCTI, MicLe NpoBeAEHHS
MiLKax ansi nianpueMcTBO KOHTPOSIO SIKOCTi), abo BnacHuka macTtep-canna Ha
hapMaLeBTUYHOTO "3popoB's A®I, abo noctavyanbHuka Adl/BuxigHoro
3aCToCyBaHHs Hapoay" MaTtepiany/peareHTy/NpoOMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCH Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHo y
[OCbE Ha nikapcbkuii 3acib) 3a BiacyTHOCTI cepTudikaTa
BigMNOBIQHOCTI €Bponenchbkivi hapmakonei y
3aTBEpAXEHOMY 10CbE, ab0 BUPOGHMKA HOBOT
[OOMOMIKHOT PEYOBMHM (SIKLLO 3a3HaYeHO Y A0Cbe) 3MiHa
agpecy Bupo6Huka AD| JokecmumkniHy xiknaT Xeben
[oHrdpeHr PapmacsktoTikan Ko., JIta., Kutai 6e3 3miHu
Micusa BUpobHMUTBA.
95. | AONOKCEH TabneTtkn, BKpUTI €Bpo Benwuka IHgoko Pemegic Nimiten IHAis BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/8051/01/01
NniBKOBOO Nanidokep Ita Bputanis Tuny - 3miHn 3 skocTi. [oToBMI NMikapcbkui 3acib. Onuc | peuenmom
oGornoHkoto; no 10 Ta cknag. 3miHa y cknagi (4oMoMiXKHUX peyoBMHAX)
Tabnetok y bnictepi; roToBOro fikapcbkoro 3acoby (iHwi 3miHn). HeaHavHa
no 2 abo 10 6nictepis 3MiHa KifnbKiCHOrO i SIKICHOro ckrnagy 4OMOMDKHUX
Y KapTOHHI kopobui pe4oBuH Yy rotoBomy J13 3i 36epexeHHsIM 3aranbHoi
macu.
96. | AOP30NTUK Kpanni OYHi, PO34nH, BapLuaBcbkui MonbLa BapLuaBcbkuii MonbLa BHECEHHS 3MiH IO peecTpaLiiHMX maTtepianis: 3miHu | 3a UA/14472/01/01
20 mr/mnno 5 mn capmaueBTny chapmaLeBTUYHMI 3aBOS, TUMY - 3MiHW y NpoLeci BUPOGHMLTBA rOTOBOrO peuyenmom
pO34nHY y bnakoHi- HWI 3aBoA Monbdpa AT nikapcbKoro 3acoby, BKNoYayy NPOMiKHWUIA MPOAYKT,
KpanenbHuui; no 1 Monbga AT LLIO 3aCTOCOBYETLCA NPU BUPOOHULITBI FOTOBOTO
(hrakoHy B KapTOHHiM nikapcbkoro 3acoby (iHLi 3MiHWu)
Kopobui
97. | EK3EMAPUH TabneTtkn, BKpUTI AngoreH IMKo | Iokcembyp Bci cragii npouecy Ipnangis BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA13698/01/01
NNiBKOBOIO C.ap.n r BMPOGHMLTBA: Tuny - 3MiHK 3 sikocTi. [o0TOBMI Nikapcbkuii 3acib. 3MiHM | peuenmom
obornoHkoto, no 25 wr, Enlen ®apma limiteq, y BUpOo6HMUTBI. 3amiHa abo BBeAeHHSA A0AaTKOBOI
no 10 TabneTok y IpnaHgis; AinbHUUI BUpOGHMLTBA AN YacTMHM abo BCbOro
6nicTepi; no 3 [NepBWHHE | BTOPUHHE BMPOGHWYOro NpoLecy roToBoro fikapcbkoro 3acoby
6nictepn B nayui 3 nakyBaHHs: (AiNbHULSA 4NA BTOPMHHOIO NakyBaHHS). 3aMiHa
KapTOHYy MinmayHT Xenckea J14, BMPOGHUYOI AinbHMLi BUpoGHMKa MinmayHT Xenckea
IpnaHgis ITA, IpnaHgis, wo Bignosigae 3a BTOPYHHE NakyBaHHS

MM3.. 3miHu | TMNY - 3MiHK 3 GKocTi. FOTOBUIA NiKapCbKUiA
3aci6. 3MiHu y BUpoGHMUTBI. 3amiHa abo BBEAEHHS
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
[0[aTKoBOI AiNbHULI BUPOGHMLUTBA ANst YacTUHU abo
BCbOrO BMPOGHWYOrO MPOLECy roTOBOro MiKapCbKoro
3acoby (AinbHWLA ANS NepBUHHONO NakyBaHHs). 3amiHa
BMPOGHMWYOI AinbHULI BUpoGHMKa MinmayHT Xenckea
Ita, Ipnangis, wo signosigae 3a NnepBnHHe NakyBaHHSA
N83.
98. | EKTEPUUMNO® pO34uH ans MAT Ykpaina MNAT "®APMCTAHOAPT- YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmMx maTepianis: TexHiYHa be3 UA/5630/01/01
30BHILUHLOIO "®APMCTAH BIONIK" nomwunka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peuenma
3acTocyBaHHs, no 50 OAPT- BunpasneHo TexHIYHY NOMWIIKY B IHCTPYKLIi Ans
mn abo no 250 mn B BIOJIK" MEeONYHOro 3aCTOCYBaHHS; 3a3HavyeHe BUNpPaBrneHHs
NASWLi CkNsHin, no 1 BigNOBiAae maTtepianam peecTpauiiHoro 4OCbe
nnsawyi B navui
99. | ENbOENPUN Tabnetku no 5 mr, no OpioH ®diHnaHain OpioH KopnopeliLuH, DiHnaHaisa BHECEHHS 3MiH 4O peecTpauiiiux matepianis: 3MiHu | 3a UA/5566/01/01
100 TabreTtok y KopnopeWuH PiHnaHAia Tuny - 3MiHn 3 sKocTi. [oToBMI Nikapcbkui 3acib. 3miHn | peyenmom
dnakoHi; no 1 y BUpPOBHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCS
nakoHy B KApTOHHIN AnbTepHaTUBHWUIA BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKoro
Kopobui BMPOOHUK, LLO 34iCHI0E 3acoby (3amiHa abo fogaBaHHs BUpOBHMKa, L0
NepBUHHE Ta BTOPUHHE BianoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
nakyBaHHsi, BUNYCK Cepiln: BKITHOYAI04M KOHTPOMbL/BUNPOOYBaHHSA cepii - BBEAEHHS
OpioH KopriopeiiLuH, anbTepHaTuBHOI AinbHuui OpioH KopnopeiiwH 3a
QiHnaHain apgpecoto: [xoeHcyyHkaTy 7, 24100 Cano, ®iHnaHgisa
BignoBiganbHOI 3a BUNycK cepii: BBegeHHs 3MiH
NPOTSIrom 6-TW MicsILiB Micnsa 3aTBEpAXKEHHSs!
100, EHANANPUN H- Tabnetkn, 10 mr/25 wr; TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropwmHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHu | 3a UA/16668/01/01
TEBA no 10 Tabnetok y YkpaiHa" 3aBog TEBA TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM NiKapCbLKOro | peuernmom
6nicTepi; no 2 abo no 3acoby - 3atBepmxeHo: EHananpun/ligpoxnopoTia3va-
3, abo no 5, abo o 6, Tesa (Enalapril/Hydrochlorothiazide-Teva);
abo no 10 Gnictepis y 3anponoHosaHo: EHananpun H-Tesa (Enalapril H-Teva)
kopobui (BBepeHHs 3MiH MpoTAroM 6-Tv micsAuiB nicns
3aTBEpPAXEHHS)
101 EXIHALIEA pO34MH ANng iH'ekuin no Bionoriwe HimeuunHa Bionoriwe Xannbmittenb HimeuunH BHECEHHS! 3MiH IO peecTpaLiiHux maTtepianis: 3miHu | 3a UA/7368/01/01
KOMMO3UTYM C | 2,2 mn B amnyni; no 5 Xannbmittens Xeenb M'm6X a TMny - 3MiHa y napameTpax cneuudikauiv Ta/abo peuenmom
amnyn y KOHTYPHI Xeenb M'm6X OONyCTUMMX MEX, BU3HAYEHUX Y crneumndikauisax Ha AdI,
YapyHKOBIV yNaKoBLyj; abo BMXigHWUIN/NPOMDKHMI NpoAyKT/peareHT, Lo
no 1 abo 2 KOHTYpHiIN BMKOPWCTOBYIOTbCS Y npoueci BupobHuytea AdI -
YapyHKOBI ynakoBLji B AoAaBaHHs nokasHuka «Onuc cMpoBUHWY (AeTarnbHUi
KopobLi 3 KapTOHyY; Mo OMnMC BUKOPUCTaHOro Marepiany) Ans CUpOBUHN
2,2 mn B amnyni; no 5 Musculus bovis; npuBeaeHHs y BiANOBIAHICTL A0
amnyn y KOHTYPHIn MoHorpadii HAB; 3miHu | Tuny - 3amiHa napameTpis
YapyHKOBI YNaKoBLLi; cneundikaui Ta/abo 4ONYCTUMUX MEX FOTOBOro
no 20 KOHTYPHUX nikapcbkoro 3acoby - 3aMiHn Ao cneuudikauii npu
YapyHKOBUX YNaKoBOK BUMYCKY Ta ANsi TepMiHy NpuaaTHOCTi FOTOBOrO
B KOPOOGLIi 3 KapTOHY nikapcbKkoro 3acoby, a came: 3 METOH KOPUryBaHHSA
KPUTEPIiB NPUAHATHOCTI BiJOKPEMITIOETLCS NMOKA3HUK
«MexaHi4Hi BKNIYEHHS: BUAUMI YacTKn», 3
BiANOBIOHMMU 3MiHaMU y MeTOAAax KOHTPOMIO SKOCTI;
BHECEHHS pefakuiiH1X 3MiH 0o crneumdikaLii npu
BUMYCKY Ta ANsi TepMiHy NpuaaTHOCTi FOTOBOrO
nikapcbKkoro 3acoby n. «bakTepianbHi eHAOTOKCMHWY Ta
«MexaHiYHi BKNIOYEHHS: HEBUAWMI YaCTKN»; BHECEHHS
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
NPUMITKM B cneumdikauito npu Bunycky (n. «MexaHidHi
BKJTIOYEHHS: BUAMMI 4acTKu») Ta Ha TepMiH MPUAATHOCTI
3a nokasHukamu «bakTepianbHi eHAOTOKCUHUY Ta
«MexaHiYHi BKNIOYEHHS: BUAMMI YaCTKun»; 3MiHK | Tuny -
3MiHW, NOB'A3aHI 3 HEOOXIQHICTIO NPMBEAEHHS Y
BigNoBiAHICTb A0 MoHorpadii Y abo €sponencbkoi
hapmakonei, abo iHLWoi HauioHanbHoi hapmakonei
Aepxasun €C — 3miHa y cneumndikauii cuposunn Sulfur, a
came 3amiHa Bumor HAB MoHorpadist «Sulfury Ha
Bumorun EP moHorpadis «Sulfur for homoeopathic
preparationy; 3miHu | Tuny - 3mMiHK, NOB'A3aHi 3
HeobXiaHICTIO NpuBeAeHHS Y BiANOBIOHICTb A0
MoHorpadii PY abo Esponericbkoi hapmakonei, abo
iHLOI HauioHanbHOT hapmakonei aepxasu €C - 3MiHN
0o cneuumdikauii Ans BUXigHOro maTtepiany Ta
MaTepUHCLKOT TUHKTYpK Pyrogenium Nosode: 3miHa
BnacHoi MoHorpadii komnanii (COM) Ha HAB
(MoHorpadpist Ha CUPOBUWHY 1 MaTEPUHCBKY TUHKTYPY) -
3MiHa cneundikauii AN MaTepPUHCLKOT TUHKTYpU
Pyrogenium Nosode 3 BnacHoi MoHorpadii komnaHii Ha
BMMOrU flitovoro BugaHHsa EP (moHorpadii ans
CUPOBUHN Ta MaTEPUHCHKOI TUHKTYPWU)
102 3UNTAKCEPA® TabneTtkn no 5 mr no KPKA, a.a., CrnoBeHisi BUpobHMUTBO "in bulk”, CnoBeHis BHECEHHS 3MiH IO peecTpaLiiHux maTtepianis: 3miHu | 3a UA/16614/01/01
10 TabneTtok y Hoso mecto NepBUHHE Ta BTOPUHHE Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. peuenmom
6nicTepi, no 3 abo 6 naKyBaHHS!, KOHTPOMb Ta CrabinbHicTb. 3miHa y TepmiHax npuaaTHocTi abo
6nicTepiB y KApTOHHIV BUMYCK Cepii: ymoBax 36epiraHHs roTOBOrO NikapCbKoro 3acoby
Kopobui KPKA, a.4a., HoBo mecTo, (36inbLueHHst TepMiHY NpUAATHOCTI FOTOBOIO
CnoseHis; nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
BiANOBianbHUNM 3a (miaTBEPOXXYETHCA AAHUMW pearnbHOro Yacy) -
NepBUHHE Ta BTOPUHHE 36inbLUeHHs TepMiHy npuaatHocTi 13 (ans gosyBaHHS
nakyBaHHs: 5 wmr; 10 mr; 15 mr ta 30 mr): 3atBepaxeHo: TepmiH
KPKA, o.a, HoBo mecTo, nNpyAaTHOCTI — 2 pokK; 3anponoHoBaHoO: TepMmiH
CnogBeHis; npuaaTHocTi — 3 pokun (BBeaeHHs 3MiH NpoTsrom 6-u
BiANOBiAanbHWA 3a MicsUiB nicnsi 3aTBepOXKEHHST)
KOHTpOnb cepii:
KPKA, a.4a., HoBo mecTo,
CnoBeHis
103.[ SUNTAKCEPA® Tabnetkn no 10 mMr no KPKA, a.a., CnoBeHisi BMpo6bHMUTBO "in bulk”, CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiHuX maTtepianis: 3miHu | 3a UA/16614/01/02
10 TabneTtok y Hoso mecto NepBUHHE Ta BTOPUHHE Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. peuyenmom

6nictepi, no 3 abo 6
GnicTepiB y KApTOHHIV
Kopobui

naKyBaHHs1, KOHTPOMb Ta
BUMYCK Cepii:
KPKA, a.4a., Hoso mecTo,
CrnoBeHisi;
BignoBsiaanbHUn 3a
nepBMHHE Ta BTOPUHHE
naKyBaHHs:
KPKA, g.0, HoBo mecTo,
CnogeHis;
BiANoBiAanbHUA 3a
KOHTpOnb cepii:

CT1abinbHicTb. 3miHa y TepMmiHax npugaTtHocTi abo
ymoBax 36epiraHHs FroTOBOro NikapCbKoro 3acoby
(36inbLUeHHst TepMiHY NpUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [ins Toprosoi ynakoBku
(niaTBEPOXYETLCA AaHMMM peanbHOro Yacy) -
36inbLUeHHs TepMiHy npuaaTHocTi 13 (ans gosyBaHHs
5 wmr; 10 mr; 15 mr ta 30 mr): 3atBepaxeHo: TepmiH
npuaaTHoCTI — 2 poku; 3anponoHoBaHo: TepMiH
npuaaTHocTi — 3 pokun (BBeaeHHs 3MiH NpoTsrom 6-u
MicsLiB nicnsi 3aTBepOXKEHHST)
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
KPKA, a.4a., Hoso mecTo,
CnoBeHis
104.[ SUNTAKCEPA® TabneTtkn no 15 mr no KPKA, a.4., CrnoBeHis BUpo6bHMUTBO "in bulk”, CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/16614/01/03
10 TabneTtok y HoBo mecto nepBuHHE Ta BTOPUHHE Tuny - 3MiHK 3 sikocTi. [o0TOBMI Nikapcbkuii 3acib. peuenmom
6nictepi, no 3 abo 6 naKyBaHHS, KOHTPOMb Ta CrabinbHicTb. 3miHa y TepmiHax npuaaTHocTi abo
GnicTepiB y KApTOHHIl BMNYCK cepil: ymoBax 36epiraHHsi FOTOBOro NikapCcbKoro 3acoby
kopobui KPKA, a.4a., Hoso mecTo, (36inblLUeHHsI TEpMiHY NpUAATHOCTI FOTOBOIO
CnoBeHis; nikapcbkoro 3acoby) - [ins ToproBoi ynakoBku
BiANOBIganbHM 3a (niaTBEPOXKYETHCA AaHMMM peanbHOro Yacy) -
nepBuHHE Ta BTOPUHHE 36inbLUEHHs TepMiHy npuaaTHocTi 13 (ans gosyBaHHs
nakyBaHHs: 5 wr; 10 wmr; 15 mr ta 30 wmr): 3aTBepaxeHo: TepmiH
KPKA, o.4, Hoso mecTo, npuaaTHOCTI — 2 pokK; 3anponoHoBaHo: TepMiH
CnoseHis; npugaTtHocTi — 3 poku (BBegeHHst 3mMiH npoTarom 6-tu
BignoBiaanbHUn 3a MicsILiB nmicnsi 3aTBEPOXKEHHST)
KOHTPONb cepii:
KPKA, a.4a., Hoso mecTo,
CnoBeHis
105.[ SUNTAKCEPA® TabneTtkn no 30 mr no KPKA, a.a., CrnoBeHis BUpoBbHMUTBO "in bulk", CnoBeHis BHECEeHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/16614/01/04
10 Tabnetok y HoBo mecTo nepBMHHE Ta BTOPUHHE TMny - 3MiHK 3 AKocTi. FOTOBMIA Nikapcbkuin 3aci6. peuenmom
6nictepi, no 3 abo 6 naKyBaHHS, KOHTPOMb Ta CrabinbHicTb. 3miHa y TepmiHax npuaaTHocTi abo
GnicTepiB y KApTOHHIN BMNYCK cepil: ymoBax 36epiraHHsi FOTOBOrO NikapCbKoro 3acoby
Kopobui KPKA, a.a., Hoso mecTo, (36inbLUEHHs TepMiHy NPUAATHOCTI FOTOBOrO
CnoBeHis; nikapcbkoro 3acoby) - [ins Toproeoi ynakoBku
BiANOBIganNbHWI 3a (niaTBEPOXKYETLCA AaHMMM peanbHOro vacy) -
nepBMHHE Ta BTOPUHHE 36inbLeHHs TepMiHy npuaatHocTi 13 (ans go3yBaHHSA
nakyBaHHs: 5 wr; 10 wmr; 15 mr ta 30 wmr): 3aTBepaxeHo: TepMmiH
KPKA, g.4, HoBo mecTo, npugaTHOCTI — 2 poku; 3anponoHoBaHo: TepMiH
CnoseHis; npuaaTtHocTi — 3 poku (BBeaeHHst 3miH npoTarom 6-tu
BignoBsiaanbHUn 3a MicsLiB nicnsi 3aTBepOKEHHST)
KOHTPONb cepii:
KPKA, a.a., Hoso mecTo,
CrioBeHis
106., 3OJIMIFPEH® cnpen HasanbHUn MNAT YkpaiHa TOB HaykoBo-B1po6Huya YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiH1X MaTepianis: 3MmiHa 3a UA/15215/01/01
CNPEN Ao3oBaHun, 2,5 "®apmak” dipma "MIKPOXIM" 3asBHVKa (BNacHVKa peecTpauiiHoro NocBigYeHHs ) peuernmom

mr/gosa no 2 mn (20
[03) y donakoHi; no 1
nakoHy B nayui 3
KapTOHy

(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) (BBepeHHs
3MiH NpOTArom 6-Tu MicsiLiB Nicnst 3aTBEPAXEHHS);
3MiHM | Tuny - AgMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM

nikapcbKoro 3acoby - 3MiHW BHECeHi o0 Ha3Bu
nikapcbkoro 3acoby. 3aTBepaxeHo: EKCEH3A®
(XSENZA) 3anponoHoa+o: 3OMIMIFTPEH® CMPEW

(ZOLMIGREN SPREY). BBeaeHHs 3MiH NpoTsiroM 6-Tu

MicALiB Micns 3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK Wwoao

6esnekn/edekTMBHOCTI Ta hbapmakoHarnsay. BeegeHHs

abo 3miHu [0 y3aranbHeHVX AaHWX Npo cucTemy
hapmakoHarnsgy (BBEAEHHs y3aranbHeHUX aHux npo
cuctemy hapmakoHarnsigy, 3miHa ynoBHOBaXeHOl
ocobw, BignoBiganbHoI 3a 30iMCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3
hapmakoHarnsay 3asiBHVMKa Ans 3A4iNCHEeHHs
apmakoHarnsgy B YkpaiHi, SKLWO BOHA BigMiHHA Big
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

yrNoBHOBaXeHOoT ocobu, BignosiaansbHoi 3a 34iNCHEHHS
dapmakoHarnsgy (BKIo4aoym KOHTaKTHI Aani) Ta/abo
3MiHW Yy PO3MILLIEHHI MacTep-danna cuctemu
apmakoHarnsigy) - 3miHa ynoBHoBaxeHoi ocobu
BiANOBiAanbHOI 3a hapmakoHarnsag: [iova pegakuis:
Creuerko Onbra CepriiBHa. [ponoHoBaHa peaakuis:
Kopaepo NanvHa AHgpiiBHa. 3MiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHoi ocobu, BianosigansHoi 3a
dapmMakoHarnsg. 3miHa Micusi 3aiiCHEHHS OCHOBHOT
nisinbHOCTI 3 hapmakoHarnsgy. 3miHa agpecu macTtep-
arina (BeegeHHs 3MiH NpOTArom 6-Ty MicsiLiB nicnsi
3aTBEpAXEHHS); 3MiHu | Tuny - 3MiHn WwWoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW) - 3MiHV BHECEHi B TEKCT MapKyBaHHs yNaKoBOK Y
3BSA3Ky 3i 3MiHOK Ha3BW fikapcbkoro 3acoby Ta
3asBHMKaA. [prMBeaEeHHS TEKCTY MapKyBaHHsi 4O BUMOT
Hakady MOS Ykpainu Big 23.07.2015 p. Ne 460.
[opaHHs B iHCTPYKLiO ANS MeAWYHOro 3acToCyBaHHS
J13 p. «3asBHUK», «MicLie3Haxo4KeHHs 3asiBHUKa»
(BBepeHHs 3MiH MpoTAroM 6-Tu micAuiB nicns
3aTBEPAXKEHHS)

107,

30JIMIFPEH®
CMNPEU

cnpen HasanbHUM
[030BaHui, 5 Mr/gosa
no 2 mn (20 go3s) y
dnakoHi; no 1
dnakoHy B nayui 3
KapTOHY

NAT
"®apmak”

YkpaiHa

TOB HaykoBo-B1po6Huya
dipma "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 4O peecTpaLinHNX MaTepianis: 3miHa
3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs )
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BBeaeHHs
3MiH NPOTArom 6-TW MiCALIB NiCNA 3aTBEPAXEHHS);
3MiHM | Tuny - AgMiHicTpaTVBHI 3MiHW. 3MiHa Ha3BK
nikapcbKoro 3acoby - 3MiHN BHECEHI OO0 Ha3BK
nikapcbkoro 3acoby. 3atBepaxeHo: EKCEH3A®
(XSENZA) 3anponoHoaHo: 30/IMITPEH® CMPEN
(ZOLMIGREN SPREY). BBegeHHs 3MiH NpoTsiroM 6-Tu
MicsILiB nicnsi 3aTBEpPAXKEHHST; 3MiHW | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay. BeegeHHs
abo 3MiHu [0 y3aranbHeHWX AaHWX Npo cUcTemMy
hapmakoHarnsay (BBeAEHHs y3aranbHEHUX 4aHUX npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHOBaXeHol
ocobu, BignosiaanbHoi 3a 34iCHEHHSA
hapmakoHarnsiay; KOHTakTHoi ocobu 3
hapMakoHarnsay 3asiBHUKa Ans 3A4iNCHEeHHS
hapmakoHarnsagy B YKpaiHi, AKLO BOHA BigMiHHA Bif
yrNoBHOBaXeHOT ocobu, BignosiaansHoi 3a 34iNCHEHHS
dapmakoHarnsgy (BKIo4aoyy KOHTaKTHI AaHi) Ta/abo
3MiHW Yy PO3MILLIEHHI MacTep-danna cuctemu
bapmakoHarnsigy) - 3miHa ynoBHoBaXeHoi ocobu
BiANOBiAanbHOI 3a hapmakoHarnsg: [itova pegakuis:
CreueHko Onbra CepriiBHa. [ponoHoBaHa peaakuis:
Kopaepo NanvHa AxgpiiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBAXEHOi 0cobMU, BignoBiganbHoi 3a
dapMakoHarnsg. 3miHa Micusi 34iCHEeHHS1 OCHOBHOT
fisinbHOCTI 3 hapmakoHarnsgy. 3miHa agpecu mactep-
arina (BeegeHHs 3MiH NpoTsArom 6-Tv MicsLiB nicnst

3a
peuyenmom

UA/15215/01/02
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
3aTBEpPAXEHHS); 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edeKTBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBOK Y
3BA3Ky 3i 3MiHOK Ha3BW fikapcbkoro 3acoby Ta
3asBHMKa. [prMBeaeHHsS TEKCTY MapKyBaHHS 4O BUMOT
Hakady MOS Ykpainu Big 23.07.2015 p. Ne 460.
[opaHHs B iHCTPYKLilO ANA MEANYHOrO 3aCTOCYBaHHS
J13 p. «3asBHUK», «MicLie3Haxo4KEeHHs 3asiBHUKa»
(BBepeHHs 3MiH MpoTSArom 6-Tv micsAUiB nicns
3aTBEPAKEHHS)
108. IMYHO-TOH® cupon no 100 mn y MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | bes UA/2179/01/01
6aHuj; no 1 6aHui y "Tannydapm” TUMY - OHOBIIEHHS BXXE 3aTBEPA)KEHOro TEKCTY peuyenma
nayuj; no 100 mn abo MapKyBaHHsi BTOPMHHOI Ta NEPBUHHOI YNaKOBKN
200 mn y dpriakoHi; no nikapcbKoro 3acoby (BHECEHHS NMO3HaYeHb OAMHULb
1 donakoHy y nauyui BUMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep NaTUHCLKOrO
andasity). BBegeHHst 3mMiH npoTaromM 6-Tu micsauis nicns
3aTBepAKEHHSA
109., IMYHO-TOH® cupon in bulk: no 100 MNAT YkpaiHa NAT "Tanuugapm" YkpaiHa BHECEeHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | - UA/9511/01/01
mn y 6aHuj; no 48 "Tanuucdapm" TUMY - OHOBIEHHS BXE 3aTBEPAXKEHOro TEKCTY
6aHoK y kopobi MapKyBaHHS1 BTOPUHHOI Ta NEPBUHHOI YNaKoBK/
KapToHHoMy; no 200 nikapcbkoro 3acoby (BHECEHHS! NO3HaYeHb OANHULIb
My cpnakoHi; no 30 BMMIPIOBaHHS, 3 BUKOPUCTAHHSIM fiTep NaTUHCLKOro
hnakoHiB y kopobi andasiTy). BBeaeHHs 3MiH MpoTarom 6-Tv micauiB nicns
KapTOHHOMY 3aTBEPOXKEHHS
110.| IHFABIPUH kancymm no 90 mr, no 7 | AN "CTAOA- Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3miHa bes UA/10409/01/01
kancyn y 6nictepi, no YKPAIHA" 3asBHMKA (BracHMKa peecTpalinHOro NocBiaYeHHs) peuenma

1 6nicTtepy B nayui 3
KapTOHY

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): 3miHu |
Tuny - 3miHK 3 akocTi. [o0ToBMI Nikapcbknin 3aci6. 3MiHK
y BUpOGHMLTBI. 3amMiHa abo BBeAEHHS [,OAATKOBOI
AinbHULI BUPOBHMLTBA ANSA YacTUHKM abo BCbOro
BUPOBHMYOro NpoLecy roToBoro fikapCbkoro 3acoby
(BiNbHMUSA, Ha KN NpoBOASATLCA OyAb-sKi BUPOOHMYI
cTagii, 3@ BUHATKOM BUMYCKY CepiiA, KOHTPOSO SKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHS, Ans
HeCTepUIbHUX fikapcbkux 3acobiB) CynyTHsi 3aMiHa -
3MiHu 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHu y
BUpobHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOI
AinbHULI BUPOGHMLTBA AN YacTMHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHMUSA ANS BTOPMHHOrO NakyBaHHS) - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOOHULITBI.
3amiHa abo BBeieHHS 10AaTKOBOI AiNbHUL
BMPOOHMLTBA A5 YacTUHM abo BCbOro BUPOBHNYOro
npoLecy roToBOro Nikapcbkoro 3acoby (JinbHuUUs ans
NepBUHHOIO NakyBaHHs1). 3MiHu | Tuny - 3miHK 3 sKocTi.
[oToBMI nikapcbkuii 3acib Y 3B'A3Ky 3 TUM, WO
3aTBepAxeHuin BupobHuk TOB «MAKI3-©OAPMAY,
Pocilicbka defepauis He mae nigTBepAXXeHoro B YKpaiHi
Ceptudpikaty HBI1, 3anponoHoBaHo 3aMiHNTK
3aTBEpAXXeHOro BUpobHuka Ha HoBoro - [MpAT
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

«TexHonor», YkpaiHa, Ans Bupo6HULTBa roTOBOro
nikapcbkoro 3acoby. Ha 3anponoHoBaHin BUpobHuuiin
JiNbHULI NPOBOASATLCS BCi eTanu BUPOOHULTBA,
BKIMOYa0UM NEPBUHHE, BTOPUHHE NaKyBaHHs, KOHTPOIb/
BMNpoOyBaHHA cepii Ta BUMYCK cepii Ha PUHOK. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHN, L0 CTOCYIOTLCA
BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKoro
3acoby (3amiHa abo nogaBaHHs BUPOBOHMKa, L0
BiANoBiAae 3a BBe3eHHsi Ta/abo BuMnyck cepii) -
Bkrntovatoum KOHTponb/BUNpobyBaHHS cepii Y 3B'A3Ky 3
TUM, WO 3aTBepAXeHui BupobHuk TOB «MAKI3-
DOAPMAY, Pociicbka ®efepalis He Mmae
nigTeepaxeHoro B YkpaiHi Ceptudikaty HBIT,
3anponoHOBaHO 3aMiHWUTK 3aTBEPAXXEHOro BUPOOHMKa
Ha HoBoro - MpAT «TexHonory, YkpaiHa, ans
BMPOGHMLTBA rOTOBOTO fikapcbkoro 3acoby. Ha
3anponoHOBaHi BUPOGHMYIN AiNbHULI MPOBOASATHCS BCi
eTanu BMpobHULITBA, BKINOYAKOUYN NEPBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPOmnb/BUNPOBYBaHHS cepii Ta BUNYyCcK
cepii Ha puHOK. 3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsay. BeegeHHs
abo 3miHM [0 y3aranbHeHWX 4aHux Npo cUcCTeMy
apmakoHarnsay (BBEAEHHS y3aranbHeHVUX AaHuX npo
cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHO|
ocobu, BignoBiaanbHoI 3a 3AiNCHEHHSA
hapmakoHarnsgy; KOHTakTHOi ocobm 3
hapmakoHarnsay 3asiBHVKa Ans 3A4iNCHEeHHS
hapmakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHA Big
YNOBHOBaXeHOI 0cobu, BiAnoBigansHoi 3a 34iNCHEHHS
dapmakoHarnsgy (BKro4vakoum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-darna cuctemm
dapmakoHarnagy) [itoua pegakuis: YnoBHoBaxeHa
ocoba 3asiBHUKa, BignosiganbHa 3a hapMakoHarnsa:
LLvnosa EneHa BonoagumipisHa; NponoHoBaHa
peaakuis: YnoBHoBaxeHa ocoba 3asiBHMKa,
BignosiganbHa 3a apmakoHarnsaa: MNpycekun
CraHicnas BonogmmupoBumy. 3MiHa KOHTaKTHUX SaHUX
YMOBHOBAXeEHOI 0cobu.

111,

IHKECTA® OKCI

PO34MH Ans iH'ekwuin
12,5% B eTunoneari
no 1 mn B amnyni; no 5
abo 10 amnyn y navuj;
no 1 mn B amnyni; no 5
amnyn y énictepi; no 1
abo 2 6nictepu y nayui
3 KapTOHY

MNAT
"®papmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 00 peecTpauinHnx maTepianis: 3MiHn |
TUNy - 3MiHa y napameTpax cneuudikauiv Ta/abo
OONyCTUMMX MEX, BU3HAYEHUX Yy creumdikauiax Ha AdI,
abo BMXigHWUIN/NPOMIKHUI NpoayKT/peareHT, Lo
BMKOPUCTOBYOTbCS Y npoveci BupobHuutea API (iHwi
3MiHW) - BHECEHHS 3MiH B npoLiec BUpobHuuTBa AdI;
3MiHu | TUNy - 3miHa y meTtogax BunpobysaHHsA APl abo
BMXIAHOrO MaTepiany/npoMiKHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y Npoueci BupobHuutea A®|
(iHWi 3mMiHM y MeToaax BUNpobyBaHHA (BKIO4aoum
3amiHy abo gonoBHeHHs) ADI abo
BMXiQHOrO/MPOMiXXHOIO NPOAYKTY) - BHECEHHS 3MiH A0

3a
peuenmom

UA/8922/01/01




42

IIpogoBxeHHs no1aTka 3

Ne
n/n

Hazea

JNliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

MeTogis BunpobysaHHs A®I; amiHu | Tuny - 3MiHa y
napameTpax cneundikai Ta/abo gonycTuMmx Mex,
BM3Ha4eHuX y cneundikauisx Ha Adl, abo
BUXIOHWUI/MPOMDKHUI NpOAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y npoueci BupobHuutea API
(BMNYyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag
BUIYYEHHS 3aCTapinoro nokasHuka)) - BUNy4eHHs
KOHTponto sikocTi 3i Cneundikauii / MeToais
BUNpoOyBaHHs; 3MiHW | Tuny - 3aMiHa y MmeToaax
BUNPODYyBaHHS roTOBOro Nikapcbkoro 3acoby (Ans
npuBefeHHs y BianosigHicTb 3 1Y abo €Bponeicbkoro
dapmakoneeto Ta BUNyYeHHS MOCUNAHHA Ha 3acTapinui
BHYTPILLHIN MeToa BUNPOBYBaHHS i Moro Homep); 3miHu |
TMny - 3MiHa napameTpis cneuudikauin Ta/abo
A0NYCTUMMX MeX roTOBOro Nikapcbkoro 3acoby -
BHeceHHs 3MiH Ao Cneuudikadii/ MeTogis
BMNpPOOYyBaHHA roTOBOro NikapcbKoro 3acoby

112,

IHOKAIH

kpanni o4Hi 0,4 % no 5
My cprnakoHi-
KpanensHuui, no 1
dnakoHy-KpanenbHuLi
B KApTOHHIN navui

CEHTICC
®APMA MBT.
nTA.

IHAia

CEHTICC ®APMA MBT.
nTo.

IHAisa

BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3MiHn |
TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI Ta
dapmakoHarnagy. BeeaeHHst abo amiHu go
y3aranbHeHUX AaHnxX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3mMiHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHA dapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[icHeHHs hapmMakoHarnaay B YkpaiHi, SKLO BOHa
BiAMiHHa Big ynoBHOBaxeHoi ocobu, BignosiganbsHoi 3a
30iMCHEHHS (hapMakoHarnsay (BKNOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu BignoBifanbHOI 3a chapmakoHarnag:
MponoHoBaHa pepakuin: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI ocobu BignosiaansbHoi
3a chapmakoHarnag;

MponoHoBaHa pepakuis: TodaH Irop AHaToninosuy;
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0ocobu,
BignoBiganbHOI 3a papmakoHarnsag. 3MiHa KOHTaKTHUX
[AaHNX KOHTAKTHOI ocobu, BignoBiganbHoI 3a
dapMakoHarnsg. 3miHa Micusi 34iCHEeHHS1 OCHOBHOT
[isinbHOCTI 3 hapmakoHarnsgy. 3miHa agpecu mactep-
danna

3a
peuenmom

UA/2909/01/01

113,

IHCMIPOH

cupon, 4 mr/mn no 150
My pnakoHi, no 1
hnakoHy 3 NOXKO
MipHOI0 Yy nayui

MNAT
"Tanuucdapm"

YkpaiHa

MAT "lrannydapm”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3MiHn |
TUMY - OHOBJIEHHS! BXE 3aTBEPOKEHOIO TEKCTY
MapKyBaHHS1 BTOPUHHOI Ta NEPBUHHOI YNaKoBK/
nikapcbKkoro 3acoby, 3 BHECEHHSIM MO3Ha4YeHb OQUHULIb
BMMIPIOBaHHS, 3 BUKOPUCTAHHSIM fiTep NaTUHCLKOro
andasiTy. BBeaeHHs1 3MiH npoTsAAirom 6-Tn micsuis
nicns 3aTBepAXeHHSA

3a
peuenmom

UA/9922/01/02

114,

IHOPNIAMA®EPTHU

H®

pO34MH ANng iH'ekuin no
2 mn B amnynax Ne 10

TOB "HIP"

Ykpaina

TOB "HIP"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHmx maTepianis: 3MiHu |l
TUny - 3MiHa napamMeTpiB cneuudikauin Ta/abo

3a
peuenmom

UA/0611/01/01
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1

[OMYyCTUMMX MEX roTOBOro Nikapcbkoro 3acoby (3MiHa
3HaxoAMTbCH No3a 3aTBEPAXKEHNMU AONYCTUMUMM
Mexamu cneumdikaui) — 3aMiHn y cneumdikauii
roToBOro nikapcekoro 3acoby nig yac 3bepiraHHs 3a
po3ginom «Onucy; 3MiHu | Tuny - 3miHa napameTpiB
cneumdikauin Ta/abo 4oNyCTUMKX MEX rOTOBOrO
nikapcbkoro 3acoby; cynyTHsi 3amiHa: 3MiHa y MeTofax
BMNPOGYBaHHSI rOTOBOrO MiKapCbKOro 3acoby (He3Ha4Ha
3MiHa y 3aTBepAXKEeHNX MeToAax BMnpobyBaHHs)

— 3MiHX BUMOT cneumdikaLii roToBOro fikapCbKoro
3acoby 3a noka3HukoM «CTyniHb 3abapBreHHsa» Ta
4acToTn BUNPODYBaHHS 3a nokasHukamu «Cyxui
3anuwoky, «'yctnHay, «oka3HuK 3anomneHHs» (i3
BM3HAYEHO NEPIOOUYHICTIO, KOXKHA AecsiTa cepist);
3MiHu | TUNY - 3miHa y MeToaax BUNpobyBaHHSA rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3mMiHWM y MeTofax
BMNpoOyBaHb (BKMO4aoyy 3amiHy abo [OMOBHEHHS));
CynyTHS 3MiHa: 3MiHa NnapameTpiB cneundikaui Ta/abo
[0MYyCTUMUX MeX roToBOro nikapcbkoro 3acoby — 3amiHa
nokasHuka «lliporeHn» Ha nokasHuk «bakrepianbHi
€HOO0TOKCHMHM» cnewmdikaLii roTOBOro nikapCbkoro
3acoby; 3miHu Il Tuny - 3miHa napameTpiB cneuudikauin
Ta/abo JoMyCTUMUX MEX roTOBOrO MikapCbKoro 3acoby
(BUMYYEHHS NOKa3HMKa, SIKUA MOXe MaTy iCTOTHUI
BMMMB Ha SIKICTb FOTOBOrO fikapcbKoro 3acoby) —
BUITyYEHHS 3i cneundikaLlii rotoBoro nikapcbkoro
3acoby nokasHuKa SKOCTi «AHOMarbHa TOKCUYHICTbY;
3MiHu | TUny - 3mMiHK Wwoao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsagy — po3gin «lpadivyHe odopmreHHs
ynakoBKW» 3aMiHeHO posfainom «MapkyBaHHS»

115, IHOOPC TabneTku, BKPUTI "KcaHTic Kinp CaHeka ®apmacbloTikana CnoBaubk BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/16335/01/01
NniBKOBOKO dapma AT a Tuny - 3MiHn Wwono 6e3nekn/edeKkTUBHOCTI Ta peuenmom
o6ornoHkoto, no 50 mr NimiTen" Pecny6bnik dapmakoHarnsigy. BeegeHHs abo 3miHv oo
no 4 a6o no 10 a y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
TabneTtok y 6nictepi; (BBEAEHHSA y3aranbHEHUX AaHVX NPO CMCTeMy
no 1 6nictepy B dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,

KapTOHHIN nayuj; no 4 BiANOBiAaNbHOI 3a 34iNCHEHHA hapmakoHarnsagy;
abo no 10 TabneTok y KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
6nictepi; no 2 34iicHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
GnicTepu B KAPTOHHIN BiAMiHHa Bi ynoBHOBaXxeHOi ocobu, BianosiganbHoi 3a
nayuj; no 4 TabneTkn y 3pifcHeHHst hapmakoHarnaay (BKMHOYaKYM KOHTaKTHI
6nictepi; no 3 AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
GnicTepy B KAPTOHHIN cuctemn hapMakoHarnsagy) - 3miHa ynoBHOBaXeHOoi
nayui; no 1 Tabnetui y ocobu BignoBiganbHoi 3a dhapMakoHarnsag:
6nictepi; no 1 MponoHoBaHa pepgakuis: IBaH Kimnpid / lvan Cimprich.
GnicTepy B KapTOHHIl 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu,
nayui; no 4 tabneTtkm y BignoBiganbHoOI 3a hapmakoHarnsaa. 3miHa micus
6nictepi; no 5 3[iNCHEHHS1 OCHOBHOI AisANbHOCTI 3 hapmakoHarnsgy.
GnicTepiB B KApPTOHHIl 3miHa agpecu macTep-danina

nayui
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
116. IHOOPC TabneTku, BKPUTI "KcaHTic Kinp CaHeka ®apmacbloTikana CnoBaubk BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/16335/01/02
NNiBKOBOIO dapma AT a Tuny - 3miHn wono 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkoto, no 100 mr Nimiten" Pecny6bnik dapmakoHarnsgy. BeegeHHs abo 3miHu oo
no 4 a6o no 10 a y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
Tabnetok y 6nictepi; (BBEAEHHSA y3aranbHEHUX AaHWX NPo CMCTeMy
no 1 6nictepy B dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
KapTOHHIN nayui; no 4 BiANOBiAanNbHOI 3a 3AiNCHEHHA hapmakoHarnsagy;
abo no 10 TabneTok y KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
6nicrepi; no 2 3[jicHeHHst hapMakoHarnsaay B YkpaiHi, KO BoHa
GnicTepu B KApTOHHIN BiAMiHHa BiA ynoBHOBaxeHOi ocobu, BianosiganbHoi 3a
navuj; no 4 TabneTkn y 3[incHeHHst hbapmakoHarnsaay (BKMHOYAYM KOHTaKTHI
6nictepi; no 3 AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
GnicTepy B KApTOHHIN cuctemu dhapMakoHarnsgy) - 3MiHa ynoBHOBaXeHoi
nayuj; no 1 Tabnetui y ocobwu BignoBiganbHoOi 3a hapmakoHarnsa:
6nictepi; no 1 MponoHoBaHa pepgakuis: IBaH Kimnpid / lvan Cimprich.
GnicTepy B KapTOHHIl 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0cobu,
navuj; no 4 TabneTkn y BignosiganbHoi 3a hapmakoHarnad. 3miHa micus
6nictepi; no 5 30iICHEHHSI OCHOBHOI AisSiNbHOCTI 3 hapMakoHarnsgy.
GnicTepiB B KAPTOHHIl 3miHa agpecu macTep-danina
nayui
117.| INIQAKPUHY MOPOLLIOK (CyOGCTaHUist) MNAT YkpaiHa MeHapioHa, C.J1. IcnaHis BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | - UA/15171/01/01
rigpoxnorug y NonieTnneHoBmnx "Tanuudapm" Tuny - 3MiHK 3 sikocTi. A®L. CTabinbHicTb. 3MiHa nepiogy
MOHOTIAPAT naketax ans NMOBTOPHMX BUMpobyBaHb/nepioay 36epiraHHA abo ymos
dapmMaLeBTUYHOIO 36epiraHHs APl (3a BigCyTHOCTI y 3aTBEpPAKEHOMY
3aCToCyBaHHs aocbe ceptudpikata BignoBigHOCTI €BpONEnchKin
dapmakonei, Lo BKIOYae nepios NOBTOPHOro
BMNpoOyBaHHS) (Nepioa NOBTOPHOTO
BUNpobyBaHHs/nepios 36epiraHHs) - 36inbLueHHs abo
BBEJEHHsI nepiogy NOBTOPHOrO BUNPOOYyBaHHs/nepiony
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOCHIAXEHb Y
peanbHOMy 4aci - 36inbLUEHHs nepioay A0 NPOBEAEHHS
NoBTOPHMX BMNpobyBaHb A®PI (InigakpuHy rigpoxnopuay
MoHoriapar): 3aTBepakeHHo: 3 poku 3anponoHosaHo: 4
pOKU
118.| IPUPPUH Kpanni o4Hi 2,5% no 5 CEHTICC IHgis CEHTICC ®APMA MBT. IHgis BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/7687/01/01
My cprakoHi- SOAPMA TMBT. nTa. T1ny - 3miHn Wwopo 6e3nekun/eekTUBHOCTI Ta peuyenmom
KpanenbHuui, no 1 nTa. dapmakoHarnagy. BeegeHHst abo amiHn go
hbnakoHy y KapTOHHIW y3aranbHeHNX AaHnX Npo cuctemy hapmakoHarnsgy
nauui (BBEAEHHSA y3aranbHeHVXx AaHnX Npo cuctemy
capmakoHarnagy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnsaay 3asiBHUKa Ans
34iicHeHHs dhapMakoHarnsagy B YkpaiHi, AKLWO BOHa
BigMiHHa Bi ynoBHOBa)eHOi 0cobu, BignosiganeHoi 3a
3pificHeHHst hapmakoHarnsaay (BKMHYaKUM KOHTaKTHI
AaHi) Ta/abo 3miHM y po3mMileHHi macTep-darina
cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOi
ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
[MponoHoBaHa pepakuis: JokTop LWpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI 0cobu BignosiganbHoi
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
3a chapmakoHarnag:
MponoHoBaHa pepakuis: TodaH Irop AHaToninosuy;
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHOI 3a papmakoHarnsag. 3MiHa KOHTaKTHUX
[AHNX KOHTAKTHOI ocobu, BignoBiganbHoI 3a
dapmMakoHarnsg. 3miHa Micusi 3aiiCHEHHS OCHOBHOT
fisinbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu macTtep-
danna
119, KAHOECAPTAHY | nopoluok (cy6cTaHuist) MNAT YkpaiHa IknsHr ThsiHy Kutai BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3MiHu | - UA/11349/01/01
UUNEKCETUN y NoABINHUX "KuiBmegnpen dapmacbtotukan Ko., Jitg. My - AOMiHICTpaTUBHI 3MiHW. 3MiHa HanMeHyBaHHs Ta/
nonieTuneHoBnx apart" abo agpecy Micusi NPoBaKEHHS AisNbHOCTI BUPOOHMKA
nakeTtax ans (Bkntoyatoun, 3a HeobXiAHOCTI, MicLie NPoBeAeHHS
dhapmMaLeBTUYHOIO KOHTpoOnto sikocTi), abo BnacHuka mactep-caiina Ha
3aCTOCyBaHHS A®I, abo noctavanbHuka Adl/BuxigHoro
maTepiany/peareHTy/NpoMDKHOro NPoaykKTy, Lo
3acTocoByTbCH Y BUPoOHUUTBI ADI (sIKLLO 3a3HaYeEHO Y
[OCbe Ha nikapcbkui 3acib) 3a BiACyTHOCTI cepTudikara
BignoBigHocTi €Bponencekini hapmakonei y
3aTBEPAXEHOMY [0CbE, abo BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBMHM (SIKLLIO 3a3HaY€eHO Y JOCHE) -
3MiHa agpecy BupobHuka APl (3amiHa topuanyHoi
aapecy BUpoGHMKa Ha dakTuuHy), 6e3 3amiHu micus
BMpOBHULTBA
120 KANEUUTABIH- TabneTku, BKpUTI TOB "TeBa YkpaiHa Tesa Yex IHgacTpis c.p.o. Yecbka BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3MiHn | 3a UA/16478/01/02
TEBA NNiBKOBOIO YkpaiHa" Pecnybnik TMNy - 3MiHM Y Npoueci BUPOBHNLTBA rOTOBOrO peuenmom
obornoHkoto, no 500 mr a nikapcbKoro 3acoby, BKIOYauy NPOMiXKHWUIA MPOAYKT,
no 10 TabneTok y LL|O 3aCTOCOBYETLCS NPU BUPOOHULTBI FOTOBOrO
6nictepi; no 12 nikapcbkoro 3acoby - BNpoBaaXeHHs cTagii Bonoroi
GnicTtepiB y kopobui rpaHynsuii ansg TabneTok kaneuutabiHy, BKpUTUX
NniBKOBOK 0BOMOHKOI0, L0 BUPOBNSAIOTLCA 3
BukopucTaHHHsaM A®I Big noctavanbHuka Sicor; 3MiHm |
MMy - 3viHa y MeTogax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby - He3HauHi 3MiHW y MeTogi
BUNpobyBaHHs «Po3umHeHHs». MpuHumn meToay Ta
KpUTEpIii NPUAHSATHOCTI 3anuLIaTbCst HE3MIHHUMU
121 KANEUUTABIH- TabneTkn, BKpUTI TOB "TeBa YkpaiHa Tesa Yex IHgacTpis c.p.o. Yecbka BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3miHn | 3a UA/16478/01/01
TEBA NNiBKOBOIO YkpaiHa" Pecny6bnik TMNy - 3MiHa y MeTofax BUnNpobyBaHHsi rOTOBOrO peuenmom
obornoHkoto, no 150 mr a nikapcbkoro 3acoby - He3HaYHi 3MiHW y MeTogij
no 10 TabneTok y BUNpobyBaHHsA «Po3unHeHHs». MpuHUmMn meToay Ta
6nictepi; no 6 KpUTEpIii NPUAHATHOCTI 3anMULIATLCSA HE3MIHHUMU
GnicTtepiB y kopobui
122, KAMPEOMIUUVH niodinizat Ana M.BIOTEK Benvka MarnaH NabopaTopi3s IHais BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepianis: 3MiHu | 3a UA/13983/01/01
PO34NHy ANs iH'eKUin nTa Bputanis Nimiten - AinbHnua TNy - 3miHn Wwopao 6e3neku/edeKkTMBHOCTI Ta peuernmom

no 1,0 r, 1 donakoH 3
niodpinizaTtoM y nauyuij

creuianisoBaHnx
nikapcbkux 3acobis

dapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iNCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHMKa Anis
34iicHeHHs1 hapMakoHarnsgy B YkpaiHi, SIKLO BOHA




Ne
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n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

123,

BiAMiHHa BiA ynoBHOBaxeHOi ocobu, BianosiganbHoi 3a

3pincHeHHst hapmakoHarnsaay (BKMHOYAYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemu hapmakoHarnsgy) - lNponoHoBaHa pegakuis:
YnoBHoBaxeHa ocoba 3asiBHMKa B YKpaiHi Ans
3pincHeHHst hapmakoHarnsagy - MNenix OneHa
BopucieHa. 3MiHa KOHTaAKTHUX AaHWX YNOBHOBaXeHOT
ocobu

124,

KAMPEOMILMH

niogpinisat gna
PO34MHy ANs iH'ekuin
no 1,0 rin bulk: 50
cnakoHiB 3
niodinizatom y
KapTOHHI KopoobLi

M.BIOTEK
nTa

Benuka
BpuTaHis

MaiinaH Jlabopatopis
Nimiteq - OinbHNUs
creuianisoBaHux
nikapcbkux 3acobis

IHAisa

BHECEHHS 3MiH 40 peecTpauinHnX maTepianis: 3MiHu |
TUny - 3MiHK Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHNX AaHnX Npo cuctemy dhapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[iNcHEHHs hapMakoHarnaay B YkpaiHi, SKLLO BOHa
BiAMiHHa Bid ynoBHOBaxeHOi ocobu, BignosiganbsHoi 3a
30iMCHEHHS hbapMakoHarnsay (BKNOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cuctemn chapmakoHarnsgy) - lMponoHoBaHa pepakuis:
YnoBHoBaxeHa ocoba 3asiBHUKa B YkpaiHi ans
3pincHeHHs hapmakoHarnagy - MNenix Onena
BopuciBHa. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI
ocobu

UA/13983/01/02

125,

KAPBETOLUH

KAPAOIONIN

PO34MH ANs iH eKuin,
100 mMkr/mnno 1 mny
dnakoHi; no 4 abo 5
hbnakoHiB y nayi

TOB "Pik-
dapm”

YkpaiHa

TOB "®apmiges"

INatsis

BHECEHHS 3MiH 0 peecTpaLinHMx maTepianis: 3MiHu ||
TUMYy - 3MiHa BUpoBHUKa BUXiAHOro/npomi>kHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y
BMpo6HMYoMy npoueci A®I, abo 3miHa BUpoOHUKa
(Bkntovatouun, fe HeobXigHO, MicLie NPoBeAEHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI cepTudpikara
BiAnoBigHOCTIi €Bponencekivi hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOrO BUPOOHMKa
AQ®I| 3 HagaHHAM MacTep-channa Ha Adl) - BBegeHHS
anbTepHaTMBHOro BUpo6HuKa AdI

3a
peuerimom

UA/16148/01/01

TabneTkn, BKpUTI
NniBKOBOO
000noHKot0, No 5 mr;
no 10 TabneTok y
6nictepi, no 3, abo no
10 GnictepiB B nayui

"KcaHTic
dapma
Nimiten"

Kinp

BUPOGHUK, BignoBiganbHWn
3a BUPOOHULITBO roTOBOI
nikapcbKoi hopmu,
KOHTPOIb cepii, NnepBUHHE
Ta BTOPUHHE NaKkyBaHHS,
BUWMYCK cepil:
TTa6opaTtopioc NIKOHCA,
C.A., IcnaHisi; BUPOOHMK,
BignoBsiaanbHUn 3a
MikpoGionoriyHui
KOHTPOnb AKOCTI:
JIABOPATOPIO [P. ®.
EYEBAPHE, AHANICIC,
C.A., IcnaHisi; BUPOOHMK,
BignoBsiganbHUn 3a

IcnaHis

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3miHn |
TNy - 3miHn Wwopao 6e3neku/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHn go
y3ararnbHeHUX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHUX NPO cUCTeMy
chapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHVKa Ans
3[icHeHHst hapmMakoHarnaay B YKpaiHi, SKLO BOHa

BiAMiHHa BiA ynoBHoBaxeHoi ocobu, BianosiganbHoi 3a

3fincHeHHs hbapmakoHarnsagy (BKMHOYaYM KOHTaKTHI
[OaHi) Ta/abo 3miHM y po3MilLeHHi MacTep-darina
cucTemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeEHOI
ocobu BignosiganbHoOI 3a hapmakoHarnsg:
MponoHoBaHa pepakuis: IaH Kimnpiy / lvan Cimprich.

3a
peyenmom

UA/16793/01/01




47 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BTOPUHHE MaKyBaHHs: 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0cobu,
ATAIC ®APMA C.11, BignosiganbHoi 3a hapmakoHarnsad. 3miHa micus
IcnaHis; BUPOBHMK, 30iICHEHHSI OCHOBHOI AisSNbHOCTI 3 hapMakoHarnsgy.
BiANoOBiganbHWI 3a 3miHa agpecu macTep-danina
BTOPVHHE NaKyBaHHS:
MAHAHTIAI IHTEIPA,
C.JLKO., IcnaHis
126., KAPAlonin TabneTtkn, BKpUTI "KcaHTic Kinp BUPOOHUK, BiANOBiAaNbHUN IcnaHis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | 3a UA/16793/01/02
NniBKOBOK dapma 3a BUPOGHULITBO roTOBOI TIny - 3miHn Wwopo 6e3nekn/eeKkTUBHOCTI Ta peuenmom
obornoHkoto, no 10 mr; Timiteq" nikapcbKoi opmu, apmakoHarnsigy. BeegeHHs abo 3miHM oo
no 10 Tabnetok y KOHTPOIb Cepii, NepBUHHE y3aranbHeHNX AaHuX Npo cuctemy dapmakoHarnsgy
6nicTepi, no 3, abo no Ta BTOPMHHE NaKyBaHHs, (BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
10 G6nicTepis B nayui BUNYCK cepii: dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
JTabopaTtopioc NIKOHCA, BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
C.A., IcnaHisi; BUPOGHMK, KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
BiANOBiAanbHUI 3a 34iicHeHHs dhapMakoHarnsgy B YKpaiHi, AKLWO BOHA
MikpobionoriyHnin BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
KOHTPOSb SIKOCTI: 3pifcHeHHst hapmakoHarnsagy (BKMHOYaUM KOHTaKTHI
JIABOPATOPIO [P. ®. AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
EYEBAPHE, AHAJIICIC, cucTemn hapMakoHarnsagy) - 3miHa ynoBHOBaXKeHOi
C.A., IcnaHisi; BUPOGHMK, ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
BiANOBiAanbHWA 3a MponoHoBaHa pegakuis: I1BaH Kimnpid / lvan Cimprich.
BTOPUHHE MaKyBaHHA: 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXeHOI 0cobu,
ATOIC ®APMA C.N, BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
Icnanisi; BUpOGHUK, 3[iICHEHHS OCHOBHOI QisiNbHOCTI 3 hapmakoHarnsgy.
BiANOBiOanbHWM 3a 3miHa agpecu mactep-danna
BTOPUHHE MaKyBaHHs:
MAHAHTIAI IHTEIPA,
C.J1.10., Icnanis
127.| KAPQlonin TabneTkn, BKpUTI "KcaHTic Kinp BUPOBHUK, BianoBiganbHWn IcnaHis BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/16793/01/03
NNiBKOBOIO dapma 3a BUPOBHULITBO roTOBOI Tuny - 3MiHn woao 6e3nekn/edeKkTUBHOCTI Ta peuenmom
obornoHkoto, no 20 wr; Nimiten" nikapcbKoi hopmu, dapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 10 TabneTok y KOHTPOSb cepii, NnepBUHHE y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
6nictepi, no 3, abo no Ta BTOPMHHE NaKkyBaHHS, (BBEAEHHSA y3aranbHEHNX AaHUX NPO cUcTemy
10 6nicTepiB B nayui BWMYCK Cepil: dapmakoHarnsay, 3MiHa YroBHOBaXeHOi ocobu,
TTabopaTtopioc NNIKOHCA, BiANOBiAanNbHOI 3a 3AiNCHEHHA apmakoHarnsgy;
C.A., IcnaHisi; BUPOBHMK, KOHTaKTHOI 0cobu 3 dhapmakoHarnsagy 3asiBHMKa Anis
BiANOBianbHWIM 3a 3[iicHeHHs hapMakoHarnsay B YkpaiHi, KO BOHA
MikpoGionoriyHui BiAMiHHa BiA ynoBHOBaxeHoi ocobu, BignosiganbHoi 3a
KOHTPOIb SIKOCTi: 30iCHEHHS (hapMakoHarnsay (BKMOYayy KOHTaKTHI
JTABOPATOPIO [P. . AaHi) Ta/abo 3MiHM y po3MilleHHi macTep-carina
EYEBAPHE, AHATICIC, cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
C.A., IcnaHisi; BUPOBHMK, ocobu BignosiganeHoi 3a dhapMakoHarnsaga:
BignoBsiaanbHUn 3a MponoHoBaHa pepakuis: IBaH Kimnpiy / lvan Cimprich.
BTOPUHHE MaKyBaHHs: 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
ATOIC ®APMA C.1, BignoBiganbHoOI 3a hapmakoHarnsa. 3miHa micus
Icnanis; BUpOBHUK, 30iICHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsagy.
BiANOBiganbHWI 3a 3miHa agpecu macTep-darina
BTOPUHHE MaKyBaHHS:
MAHAHTIAJT IHTEIPA,




48

IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
C.J1LKO., IcnaHis
128. KAPAlIONIN TabneTtkn, BKpUTI "KcaHTic Kinp BMPOOHUK, BiANOBiAaNbHUN IcnaHis BHECEHHS 3MiH IO peecTpaLiiHux maTtepianis: 3miHu | 3a UA/16793/01/04
NniBKOBOK dapma 3a BUPOGHULITBO roTOBOI TNy - 3miHn Wwopo 6e3nekn/eeKkTUBHOCTI Ta peuenmom
obornoHkoto, no 40 wr; Timiteq" nikapcbKoi opmu, apmakoHarnsigy. BeegeHHs abo 3miHu oo
no 10 TabneTtok y KOHTPOIb Cepii, NepBUHHE y3aranbHeHNX AaHuX Npo cuctemy dapmakoHarnsgy
6nicTepi, no 3, abo no Ta BTOPWHHE NakyBaHHs, (BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
10 6nicTepis B nayui BUNYCK cepii: dapmakoHarnsigy, 3MiHa yroBHOBaXEHOi ocobu,
JTabopaTtopioc JNIKOHCA, BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
C.A., IcnaHisi; BUPOGHMK, KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
BiANoOBiAanbHUA 3a 34iicHeHHs dhapMakoHarnsagy B YKpaiHi, AKLWO BOHA
MikpobionoriyHnin BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
KOHTPOIb SIKOCTI: 3pifcHeHHst hapmakoHarnsaay (BKMHOYaKUM KOHTaKTHI
JIABOPATOPIO [P. ®. AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-caiina
EYEBAPHE, AHAJIICIC, cucTemn hapMakoHarnsagy) - 3miHa ynoBHOBaXKeHOi
C.A., IcnaHisi; BUPOGHMK, ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
BiANOBiAanbHUI 3a MponoHoBaHa pegakuis: I1BaH Kimnpidy / lvan Cimprich.
BTOPUHHE MaKyBaHHA: 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXeHOI 0cobu,
ATOIC ©APMA C.N, BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
Icnanis; BUpOGHUK, 3[iICHEHHS OCHOBHOI OisiNbHOCTI 3 hapmakoHarnsgy.
BiANOBianbHUNM 3a 3miHa agpecu mactep-danna
BTOPUHHE MaKyBaHHS:
MAHAHTIAI IHTEIPA,
C.J1.10., Icnanis
129. KAPI3OH PO34MH HaLukipHuin 0,5 Hepmadapm HimeuyunHa | mibe M'M6X ApuHanmittenb | HimeyuuH BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/10950/01/01
mr/1 rno 15 mn a6o 30 Al a TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HanMmeHyBaHHS Ta/ | peuyenmom
mn abo 50 mny abo agpecu Micus NpoBaKeHHs AiSnbHOCTI BUPOOHMKa/
dnakoHi 3 iMnopTepa roToBoro nikapcbkoro 3acoby, BKIoYa4u
KpanensHuUelo Ta inbHULI BUNYCKy cepii abo micue npoBedeHHs
KoBMna4ykom; no 1 KOHTPOIIO SIKOCTI. (BisnbHICTb, 3a Ky BianoBiaae
hbrnakoHy B KapTOHHi BMPOGHMK/iMNOpTEp, BKMOYao4M BUMYCK cepit). 3miHa
nayui agpecy Micusi NpoBaKeHHS AisinbHOCTI BUpobHuka M3
Mi6e MTM6X ApuHarmittens, HimeuunHa, 6e3 3miHn
Micusi BUPOOHULTBA. 3aTBEPAKEHO:
MioHxeHepLuTpacce 15, 06796, Bpera, HimeuunHa;
Muenchener Str 15 06796 Brehna, Germany
3anponoHoBaHo: MioHxeHepliTpacce 15, BpeHa,
CakcoHis-AHxanbT, 06796, HimeuyunHa; Muenchener
Strasse 15, Brehna, Sachsen-Anhalt, 06796, Germany
130., KACAPK® TabneTtku no 32 mr no MNAT YkpaiHa MAT "Knismegnpenapat"” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHu | 3a UA/12457/01/01
10 TabneTtok y "KviBmeanpen MRy - 3MiHn Wwopao 6esnekun/edeKTMBHOCTI Ta peuernmom
6nictepi; no 3 apat" dapmakoHarnsgy - 3MiHu BHECEHi B TEKCT MapKyBaHHS
6nictepu B nayui yNaKkoBKW nikapcbkoro 3acoby Lioao 3a3HavyeHHst
MiKHapOOHMX NO3HAY€Hb OAMHWLIb BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBEpOKEHHS
131 KACAPK® Tabnetkun no 16 mr no MAT YkpaiHa MAT "Kuismepnpenapar” YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/12457/01/02
10 TabneTtok y "Kuismegnpen UMy - 3mMiHn Wwoao 6esnekn/edekTMBHOCTI Ta peuenmom
6nicTepi; no 3 apat” capmakoHarnagy - 3MiH1M BHECEHi B TEKCT MapKyBaHHS

onictepu B nayui

yNaKkoBKM NiKapCbKOro 3acoby LoA0 3a3HaueHHs!
MiXKHaPOAHWX MNO3HAYEHb OAMHMLb BUMIPIOBaHHS.
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BBeaeHHs 3MiH NpoTsirom 6-Tu Micauis nicns
3aTBEpAKEHHSA
132, KACAPK® TabneTtku no 8 Mr no MNAT YkpaiHa MAT "Knismegnpenapat” YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3MiHW | 3a UA/12457/01/03
10 TabneTtok y "KuiBmegnpen TUMy - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peuenmom
6nictepi; no 3 abo 9 apat" dapmakoHarnsgy - 3MiHu BHECEHi B TEKCT MapKyBaHHS
GnicTepiB y navui yNaKoBKW nikapcbkoro 3acoby Lioao 3a3HavyeHHst
MiXHapOOHMX NO3HaYeHb OAMHWLb BUMIPIOBAHHS.
BBeaeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBEpAKEHHS
133.| KBEHTAKEJIb D5 | kpanni gns CAHYM- HimeyuunHa CAHYM-Kenbbek MmM6X i HimevuunH BHECEHHS 3MiH 0O peecTpaLliiHnX maTepianis: 3minm I be3 UA/11595/01/01
nepoparnbHoro Ta Kenb6ek Ko. KI a TMny - 3MiHn Wwono 6e3nekn/edekTUBHOCTI Ta peuenma
MicueBoro 'm6X i Ko. KI hapmakoHarnsgy. BHeceHHsi abo 3miHa(u) o
3acTtocyBaHHs no 10 3000B'A3aHb Ta YMOB BuAaui peectpaLifiHoro
My conakoHi 3 noceigyeHHs, Bkntoyaoun MnaH ynpaeniHHSA pusnkamu
KpanenbHuueto; no 1 (3acTocyBaHHsi 3MiH(1), Ski(a) BUMaraoTb(€)
nakoHy B KApTOHHIN noAanbLIoro o6rpyHTyBaHHA HOBUMM JOAATKOBUM
navui OaHvMK, Lo MaloTb HaJaBaTUCA KOMMETEHTHUM
OopraHoM, OCKifnbKW/ BUMaraeTbCsi CyTTEBA OLiHKa
KOMMNETEHTHNM opraHoMm). BnkoHaHHs 3060B'A3aHb
BiAMoBiAHO Ao nianyHKTy 1.13 nyHKTY 1, NignyHkTy 2.3
nyHkTy 2 goaatky 15 go MNopsgky npoBeaeHHs
eKCnepTM3n peecTpauiiinx maTtepianiB Ha Mikapcbki
3acobw, Lo NofaTbCA Ha AepKaBHY peecTpalLliio
(nepepeecTpalito), a Takox ekcnepTu3n Martepianis npo
BHECEHHS 3MiH [0 peecTpauiiHuxX maTtepianis NPOTArom
nii peecTpauiiHoro NocBigYeEHHs!, 3aTBEPAKEHOr0
Haka3om MOS3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
134, KETOHAN® kancynu no 50 mr no CaHpos CnoBeHisi BUPOBHMLTBO 32 MOBHUM CnoBeHis BHECEHHS 3MiH [0 peecTpauiiiux maTtepianis: 3MiHu | 3a UA/8325/03/01
25 kancyn y dnakoHi; dapmacboTik LLMKIIOM: TUny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3acib. 3miHn | peyenmom
no 1 dnakoHy B ans a.a. INek ®apmaueBTUyHa y BUpPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYIOTbCS

KapTOHHi KopoobLi

KomnaHisa g.4., CnoseHis

[A03BIiN Ha BUMYCK cepii:

INek C.A., Nonbwa

BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOIO NiKapCbKoro
3acoby (3amiHa abo gogaBaHHs BUPOOHWMKA, Lo
BignoBiaae 3a BBe3eHHs Ta/abo BMnyck cepii) - He
BKIT04AK0UM KOHTPOb/BUNpoOyBaHHSA cepii - BBEAEHHSA
[o[aTkoBoro BUpobHUKa, Lo BiAMnoBigae 3a BUMycK
cepii, llex C.A., MNonbLua: BBEAEHHSA 3MiH NPOTArom 6-Tu
MicsiLiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBWMIA Nikapcbkui 3aci6. 3MiHM y BUPOOHULTBI.
3amiHa abo BBeAeHHS 40AaTKOBOI AiNbHULI
BMpOBHMUTBA Anst YacTuHM abo BCbOro BUPOOHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (iHLi 3mMiHK)
3a3HaveHHs PyHKUI Ans BXe 3aTBEPAXKEHOro
BupobHuka M3 Nlek PapmaueBTUYHa KOMNaHisa 4.4a.,
CroBeHisi, a came: BUpOGHMLTBO 3a NMOBHUM LIMKIIOM:
BBEOEHHS 3MiH NPOTAroM 6-Tu MicsauiB nicns
3aTBEpAXEHHS. 3MiHn | Tuny - 3MiHK Woao
6e3neku/edeKTUBHOCTI Ta dhapmakoHarnsgy (iHwi
3MiHM) OHOBIEHHSI BXXE 3aTBEPXKEHOr0 TEKCTY
NepBUHHOI Ta BTOPVMHHOI yNakoBK1 06yMOBMeHO
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

BHECEHHSIM 3MiH O TEKCTY MapKyBaHHs1. BBeeHHs 3MiH
NPOTSArom 6-Tv MicsILiB MiCNsi 3aTBEPAXKEHHS.

135,

KETOHAN®

kancynu no 50 mr no
25 kancyn y donakoHi;
no 1 dnakoHy B
KapTOHHI kopobLyi

Canpos
dapmacbioTik
ans g.o.

CnoBeHisi

BUPOBHMLUTBO 3a NMOBHUM
umknom: Jlek
dapmaLeBTUYHa KOMMaHisi
n.0., CnoseHis;
[03BiN Ha BMNYCK cepii:
ek C.A., Nonbwa

CnoBeHis

BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3MiHn |
TUny - 3MiHK Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo amiHu go
y3aranbHeHUX AaHunX Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA dapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[icHeHHs hapmMakoHarnaay B YkpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHoi ocobu, BignosiganbsHoi 3a
30iMCHEHHS (hapMakoHarnsay (BKNOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cucteMu dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
yrNoBHOBaXeHOoT ocobu, BignoBiaansHoi 3a 34iNCHEHHS
dapmakoHarnsgy. 3miHa Micusi 3aiNCHEHHS1 OCHOBHOT
fisnbHocTi 3 hapmakoHarnagy. 3MiHa agpecu mactep-
davina cuctemu papmakoHarnsgy

3a
peuenm
oM

UA/8325/03/01

136,

KUCNOTA
CANILUMNOBA

nopoLuok (cybcraHuis)
y nakeTax nanepoBux
KoMbiHoBaHux abo
nonieTUIIeHoBKX Ans
BUpPOBGHMLTBA
HEeCTepUNbHUX
nikapcbknx opm

NAT
"®apmak”

YkpaiHa

Hosauun CAC

PpaHuis

BHECEHHS 3MiH 1O peecTpaLiinHMX maTepianis: 3MiHu |
Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BigNOBIAHOCTI EBPONENCHKIN
dapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOBIEHOro cepTudikaTa BignoBigHOCTI abo BUMyYeHHSI
cepTudikaTta BignoBigHOCTI €EBponencokin dapmakonei:
ans A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiXKHOrO NMPOAYKTY, Lo
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; Anst 4ONOMDKHOI
peYoBUHM (CepTndikaT BiAMOBIAHOCTI €BPONENCHKIN
apmakonei) - OHoBReHu cepTudikat Bif yxe
3aTBEPAXEHOr0 BUPOBHUKA, NOAAHHSI OHOBIIEHOTO
CepTudpikaTy BignosigHocTi €Bponercekin hapmakonei
R2-CEP 1993-008-Rev 05 (nonepeaHs Bepcis R2-CEP
1993-008-Rev 04) Big Bxe 3aTBEpAXEHOro BUPOOHMNKa
NOVACYL SAS gnsa A®| kucnoTtu caniumnosoi
BHACIiZoK 3MiHW agMiHiCTpaTMBHOI agpeck BUPOBHMKa.

UA/12603/01/01

137,

Knoaia

TabneTkun, BKpUTI
NniBKOBOIO
060r10HKo, Mo 75 Mr
no 10 Tabnetok y
6nicrepi; no 3 abo 10
GnicTepiB y nayui 3
KapTOHY

AngoreH IlMNMKo
C.ap.n.

JTriokcembyp
r

BMPOOHMLITBO, NEPBUHHE,
Ta BTOPMHHE NaKyBaHHS,
BMNYCK cepil:
®APMATEH C.A., peuis

BMPOBHMLITBO, NEPBUHHE,
Ta BTOPMHHE NaKyBaHHS,
BUMYCK Cepii:
PAPMATEH
IHTEPHELLHN C.A,,
peuis

peuis

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMny - 3MiHK Wwono 6e3nekn/eekTUBHOCTI Ta
dapmakoHarnsigy. 3mMiHu y KOpoTKili XxapakTepucTuui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLl
ANs MeQnYHOro 3acTocyBaHHSA
reHepuYHMX/ribpnaHnx/6ionodibHMX nikapcbkmx 3acobis
nicnsi BHECEHHs Tiei camoi 3MiHW Ha pedepeHTHUIM
npenapar (3MiHa He NOTpebye HafaHHs XXOQHMX HOBUX
[00aTKOBUX AaHWX) - 3MiHW BHECEHi 10 iHCTPYKUIi y
po3ginu "®apmakoTepanesTnyHa rpyna” (LLo[o Ha3su),
"®apmakonorivHi BnactusocTi", "lMokazaHHSA"
(yTouYHeHHs iHdpopmalii), "MpoTrnokasaHHs",
"B3aemogis 3 iHWMMKM nikapcbkumm 3acobamm Ta iHLwi
Bvaun B3aemogin”, "OcobnmBOCTi 3acToCyBaHHs",

3a
peuenmom

UA/13673/01/01
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

"3acTocyBaHHs1 y nepiof BariTHOCTi abo rofyBaHHs
rpyaato”, "Cnocid 3actocyBaHHs Ta go3n”, "[ditn"
(peparyBaHHs), "lNobiyHi peakuii” 3rigHo 3 iHdopMalLlieto
LLOA0 MEAUYHOIO 3acTOCYBaHHSI pedepeHTHOro
nikapcbkoro 3acoby (Mna.ikc, TabneTkun, BKpUTI
nniBkoBoto 060NOHKOL0, Mo 75 Mr) BBeaeHHs 3miH
NpOTArom 6-T1 MicsaUiB Nicns 3aTBEPAXKEHHS

138,

KOOENCUH

Tabnetkn no 10
TabneTtok y 6nictepi;
no 1 Gnictepy B naui
3 KapTOHY

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma Crapt"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmMx maTepianis: 3MiHu ||
TUNy - BBEAEHHSI HoBOro BMpobHuka APl HaTtpito
rinpokapboHaty

3a
peyerimom

UA/11812/01/01

139,

KONNOCENTUH

TabneTku BariHanbHi,
no 6 Tabnetok y
6nicrepi, no 3
6nictepu B kOpOOUi

TOB "TeBa
YkpaiHa"

YkpaiHa

BMPOGHWLTBO 3@ MOBHUM
uuknom: JlabopaTtopis
MAKOP, ®paHuis;
KOHTpOnb cepii (Tinbkn
MikpobionoriuHe
TecTyBaHHS): KoHdapma
®paHc, PpaHuida; Ao3Bin Ha
BMNycK cepii: TeBa
PapmacbroTrkans oepon
B.B., Hinepnangmn

DdpaHuis/
HigepnaH
an

BHECEHHS 3MiH [0 peecTpauinHnX maTepianis: 3MiHu |
TUNy - oHOBMeHHs cepTudikaty signosigHocTi (CEP) Big
3aTBepxeHoro BupobHuka Bayer AG (R2-CEP 1995-
017-Rev 04) ans BuxigHoro matepiany Estradiol
Hemihydrate; 3miHu | Tuny - 3miHa BUpobHuka
BMXiQHOrO/MPOMiXKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUpoBHUYoMy npoueci AdI, abo
3MiHa BUpOOHWMKa (BKNtoYaroun, e HeobxigHo, micue
NpPOBeAEHHS KOHTPOSO AKOCTI) AP| - BBEAEHHS OinbHUL
A®I| (npomecTpuH) Sicor de Mexico Ta BHECEHHS
YTOYHEHHS! B aApeci BXe 3aTBepaKEHOI AinbHuLUI
Monachem, o6uaBi BUpobHUWYi AinbHWLI HanexaTb
komnaHii TEBA, rpyna BupobHuunx ginsHuus AD|
TEBA-TAPI. Agpeca Ta Ha3Ba BupobHuka Ad®Il He
3MiHIOBanach; 3miHu | Tuny - OHOBMNEHHsI cepTudikaTy
BignosigHocTi (CEP) Big 3aTBepaxeHoro BupobHuka
BuxigHoro matepiany Estradiol Hemihydrate
VALDEPHARM R1-CEP 2009-241-Rev 01; 3minHu | Tuny
- 3MiHa nepioAy NOBTOPHMX BMNpoGyBaHb/nepiogy
36epiraHHs abo ymoB 36epiraHHa API - 3MiHK ymoB
36epiraHHa A®I 3 "He Buwe 30° C " Ha "3rigHO ymoB
[OBrOCTPOKOBOrO BUBYEHHS cTabinbHocTi (25°C/60%
RH)" 3 meTol0 YyMOB 36€epiraHHs AD| Ans pi3HUX PUHKIB
CBIiTY, € 3apeeCcTPOBaHO Nikapcbkuii 3aci6. OHOBMNEHHSs
po3giny 3.2 S.7 Ct1abinbHicTb; 3miHuW | TUNY - 3MiHKN B
npoueci BupobHuutea APl (HesHayHa 3miHa y Nnpoueci
BMpobHMUTBa ADI)

3a
peuenmom

UA/3481/01/01

140,

KOMBIHUN®
ayo

Kpanni o4Hi/ByLUHI no 5
My drakoHax-
KpanenbHULSX 3
KpWLLIKOtO-
ckapudikatopom Ne 1;
y cbnakoHax 3
npo6koto-
KpanenbHULeo i
kpuwkoro Ne 1

CEHTICC
®APMA MBT.
nTA.

IHaisa

CEHTICC ®APMA NBT.
nTA.

IHAis

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn |
TMny - 3miHn Wwopao 6e3neku/edekTnBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHn go
y3ararnbHeHUX JaHnx Npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHUX NPO cUCTeMy
chapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA apmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHUKa s
3[icHeHHst hapmMakoHarnaay B YKpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHoBaxeHoi ocobu, BianosiganbHoi 3a
3fincHeHHs hbapmakoHarnsagy (BKMHOYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-carina

3a
peyenmom

UA/11313/01/01
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
cuctemu dhapMakoHarnsgy) - 3MiHa ynoBHOBaXeHoi
ocobu BigNoBifanbHOI 3a hapmakoHarnsa:
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI ocobu BignosiaanbHoi
3a hapmakoHarnsia;
MponoHoBaHa pegakuia: TodaH Irop AHaToninosmy.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BiANoBioanbHOI 3a papmakoHarnsg. 3MiHa KOHTAKTHUX
AaHNX KOHTaKTHOI ocobu, BiAnoBiganbHoI 3a
dapmakoHarnag. 3miHa Micusi 34iCHEHHS1 OCHOBHOI
nisinbHOCTI 3 hapmakoHarnsgy. 3miHa agpecu macTtep-
danna
141, KOHTPUBEH pO34MH Ang iH'ekuin, TOB "$3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHuX maTtepianis: 3MiHu | 3a UA/10355/01/01
10 000 KIO/mn; mo 1 "BIO®PAPMA" MMy - 3MiHa napameTpis cneuudikauin Ta/abo peuenmom
M B amnyni; no 5 [ONYCTUMUX MEX roToBOro nikapcbkoro 3acoby
amnyn y 6nictepi; no 2 (3BY>KEHHS1 4OMYCTUMUX MEX) - 3MiHM Y MeTogax
6nictepn y nayui 3 BMMNPOOYBaHHSA roTOBOro MikapcbKoro 3acoby; 3minu |
KapToHy; Mo 5 mn B MRy - 3MiHW Y MeToAax BUNpPobyBaHHSA roTOBOroO
amnyni; no 5 amnyn y nikapcbKkoro 3acoby BUMYyYeHHS1 MeToAy BUNPODYBaHHS
6nictepi; no 1 BMiCTY BUCOKOMOSYTEKYNAPHMX AOMILLOK METOAOM
6nicTepy B nayui 3 EKCKMNI03MBHOI Xpomatorpadii, HasBHUIN
KapTOHy anbTepHaTuBHWUI MeTog - BEPX; aminu Il Tuny -
BBE[EHHS anbTepHaTUBHOro BMpobHuka APl fo Bxe
3aTBEPAXEHNX
142, KOMNAKCOH 40 pO34MH Ang iH'ekuin, TeBa I13painb KOHTpOnb cepii (Tinbku I13paine/ BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/6307/01/02
40 mr/mn, no 1 mn dapmavneBTika BionoriyHe TecTyBaHHS): YropwwmHa/ UMy - 3MiHa napamMeTpiB cneuudikauin Ta/abo peuernmom
pO34MHy B n IHgacTpis AGik J1T4., I13pains; Benuka OONyCTUMUX MEX NEePBUHHOT YyNakoBKU FOTOBOro
nonepegHbL0 I1a. KOHTPOrb cepii BpuTtanisa/ nikapcbkoro 3acoby - 3miHa B cneundikauii
HarnoBHEHOMY LUNpUL; (aHaniTnyHe TecTyBaHHA Hinepnax 6pOoMBYTMNOBOro NOPLUHS LWMNPULY: AONOBHEHHS

no 1 wnpuuy B
6nictepi; no 12
LUNPULIIB B KAPTOHHIW
Kopobui

Ta BUBYEHHS! an
cTabinbHocTi): Asiga
Kewmikan IngacTpis JiTa.,
I13painb; KOHTpOnb cepii
(Tinbkm GionoriyHe
TecTyBaHHs): AT
dapmMaueBTUYHUIA 3aBO4
TEBA, YropwuHa;
BUPOBHMLTBO 32 NMOBHUM
umknom: HopToH Xenckea
Nimiten T/A AIBEKC
dapmacbioTmkans HK,
Benuka BputaHis;
KOHTPOIb Cepil (aHaniTU4Hi
BMNPOOYBaHHs Ta
BMBYEHHS CTabiNbHOCTI):
MnanTtekc J1Ta, 13pains;
BUPOBHMLTBO 32 NMOBHUM
umknom: Tesa
dapmavesTikan lHgacTpi3
JITa., I3painb; KOHTPONb

cneymnagikauii HOBUM NokasHWkom «laeHTudikauia B -
3aranbHa 3ona» 3 BignoBiAHMM METOA0M
BUNPOOYBaHHsI; - 4ONOBHEHHS cneuudikadii HoBUM
nokasHukom «laeHtudikauis (IR)» (EP) 3 BignosigHum
MEeTOAO0M BMNPOBYBaHHS; - 4OMOBHEHHS crieundikauii
HOBWM MOKa3HMKOM «Bu3aHaueHHs1 konbopy» (USP) 3
BiANOBIAHMM METOAOM BUNPOBYBaHHS; - AONOBHEHHS
cneumdikaLii HOBUM NOKa3HUKOM «3OBHILLHIN BUrMIsg,
po3unHy - BusHaueHHst myTHocTi/onanecueHdii» (USP) 3
BiANOBIOHUM MeToAOM BUNPOBYBaHHS; - BHECEHHS
pefakuinHMX 3MiH Wwoa0 30BHILUHLOrO BUMMSAY PO3YMHY
(EP) «standard |l» 3amiHeHo GinbL TOYHUM
opmyntoBaHHAM «suspension |1»; 3MiHu | Tuny - amiHa
y MeToAax BUNpobyBaHHS rOTOBOrO MikapCcbKoro 3acoby
- 3MiHa y MeToAi BU3Ha4YeHHs bakTepianbHuX
eHpgoTokcuHiB (QDP0001316): pogaBaHHs
nonepenyxyBarnbHOI MeXi BMICTy eHAOTOKCUHIB Alert
Limit: nopaBaHHA kaTanoroBx HOMepIB Ha TUTYIbHY
cTopiHky Bacterial endotoxin test; oHoBneHHs
3aranbHoro metogy QGMO0000014 (meTtog KQCL ans
BM3HAYEHHS GaKTepianbHUX eHOOTOKCUHIB):




53 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
cepil (Tinbkn npvBeAeHHA MeTody 40 HOBOro hopmaty, OHOBIIEHHS 3
MikpobionoriyHe METOI MOACHEHHS i PO3LLUMPEHHSA POBOUNX IHCTPYKLIN,
TecTyBaHHSA): TeBa BUMPaBMEeHHs APYKAPCbKMX NOMWUIOK; HE3HAYHi 3MiHU Y
dapmauesTikan IHgacTpi3 3aTBEPAXEHUX MeToaax BUNpobyBaHHs Aitoyoi
IIta., 13paink; KOHTpoOnb peyoBuHM MMaTupamepy auetaTy: OHOBIEHHS .
cepii (MOBHe TecTyBaHHs, «HaniskinbkicHoro BunpobyBaHHS Ha BMICT 3anuLukiB
BKIOYaOYM Ha H6pomoBaHoro TMpo3uHy Metogom BEPX (Limit Test for
CTEepUnbHICTb Ta Determination of Brominated Tyrosine Residues by
BakTepianbHi HPLC SI-14949) — noaaBaHHsA TEpMiHY NpuAaTHOCTI
©HAO0TOKCUHU, ane okpiM CTaHAapPTHUX PO3YMHIB 3 METOIO rapaHTyBaHHS
GionoriyHoro TeCTyBaHHS): 36epexeHHs! iX BnacTMBocTew
dapmaxemi b.B.,
Higepnanam
143 KOPBANOANH® Kpanni oparnbHi, no 25 MAT YkpaiHa MAT "®dapmak” Ykpaina BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3miHu | bes UA/2553/01/01
My dprnakoHi; no 1 "dpapmak” TUMY - BUNYYEHHS BUKNaAeHHS MOBHOI METOAMKM 3a peuenma

dnakoHy B nayui; no
50 mn y donakoni; no 1
dnakoHy B navui

nokasHukom «MikpobionoriyHa uncrtota» B MeTogax
KOHTPOIIO Ailo40i pe4OBMHW €TUNOBOro edipy O-
BGpomizoBanepiaHoBOI KUCMOTW Ta AOA4AHO NMOCUIAaHHS
Ha 3aranbHi ctaTTi JPY ao 3atBepgKEHOro NocunaHHs
Ha EP; amim | Tvny - 3miHa y meTopax BunpobyBaHHs
A®I| abo BmxigHOro matepiany/npoMixXHOro
npoayKTy/peareHTy, LLO BUKOPUCTOBYETLCS Y NPOLECI
BMPOGHMLUTBa AD| (He3HaYHI 3MiHW Y 3aTBEpPOXKEHMX
MeTofax BUNpobyBaHHS); 3MiHW | Tuny - 3MiHM B Npoueci
BMPOGHMUTBa AD| (He3HaYHa 3MiHa y npoLeci
BMpOGHMLUTBa ADI) - 3MiHM B NMpoueci BUpobHULTBa Ha
BMPOGHMYIN nnowaaui y m. LocTtka; 3amikm | Tuny -
BUIYYEHHS1 BUKNaAEeHHs MOBHOI MeTOAMNKN 3a
nokasHukom «MikpobionoriyHa uncrota» B Metogax
KOHTpOIto Aitovoi peyoBuHM heHobapbitany Ta gogaHo
nocunaHHsa Ha 3araneHi ctatTi Y go 3aTBEepaxeHoro
nocunaHHsa Ha EP; amibm | Tuny - 3miHeHo yacToTy
BMNpoOyBaHHS 3a nokasHukom «MikpobionoriyHa
yncToTa» B cneumdikaLii Ha Ailody pevyoBUHY eTUIOBOrO
ecbipy a -6pomisoBanepiaHOBOi KNCMOTK i3 BU3HAYEHOIO
NepioaNYHICTIO — NePLLY Ta KOXHY AECATY HaCTYNHi
cepii; 3MiHW | TUNY - BUNYYEHHS1 BUKNAAEHHS NMOBHOI
METOAMKM 3a NokasHukom «MikpobionoriyHa yncrota» B
MeToAax KOHTPOSO Aito4oi pe4oBUHM onil M’ATK Ta
[0o4aHo nocunaHHs Ha 3aranbHi ctatti Y go
3aTBEpAXXEHOro nocunaHHs Ha EP; aminm | Tuny -
BUITYYEHHS BUKMaAEHHS NOBHOI METOAMKN 3a
nokasHukom «MikpobionoriyHa uncrtota» B MeTogax
KOHTPOSIO Ait040i PEYOBUHM ONii XMENto Ta A0AAHO
nocunaHHsa Ha 3araneHi ctatTi JPY [o 3aTBEpAKeHoro
nocunaxHs Ha EP; amiHn | Tvny - 3miHeHO YacToTy
BMMNpoOyBaHHA 3a noka3Hukom «MikpobionoriyHa
yucToTa» B cneumdikauii Ha Aitovy peqoBUHy
deHobapbiTany i3 BU3Ha4YeHO NepiognyHICTIO — nepLuy
Ta KOXHY M'ATY HacTynHi cepii
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
144 KCAMION® renb no 15, 30 r abo JIEO ®apma Oania JIEO ®apmacebloTikan Oanis BHECEHHS 3MiH 0O peecTpauiiiux matepianis: 3MiHu | 3a UA/13535/01/01
60 r y donakoHi; no 1 A/C MpogaxkTtc Jitg. A/IC (JIEO Tuny - 3miHn wono 6e3nekn/edeKTUBHOCTI Ta peuenmom
hbnakoHy y KapTOHHiW dapma A/C) dapmakoHarnsgy. BeegeHHs abo 3miHu oo
Kopobui y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHWX NPo CMCTeMy
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHMKa Anis
3[jicHeHHst hapMakoHarnsaay B YkpaiHi, KO BoHa
BiAMiHHa BiA ynoBHOBaxeHOi ocobu, BianosiganbHoi 3a
3[incHeHHst hbapmakoHarnsaay (BKMHOYAYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cucteMu cpapmakoHarnsigy) 3MiHa KOHTaKkTHOI 0cobu
3asBHMKA, BiANOBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy B Ykpaini. [itoya pegakuis:
CopokoneTtoBa Anna.
lMponoHoBaHa pepakuis: Haymosa IpuHa
OnekcaHapiBHa. 3MiHa KOHTaKTHUX JAHUX KOHTaKTHOI
ocobu 3asBHUKA, BiAnNoBiaanbHOI 3a 30iNCHEHHSA
dapmakoHarnsgy B YkpaiHi. 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo
ajpecy 3asiBHUKA (BriacHuKa peecTpauinHoro
nocBiAYeHHs) - 3MiHa HalMeHyBaHHS Ta agpecun
3asBHUKA.
145, KCAHTUHONY pO34MH Aong iH'ekuin, MAT YkpaiHa MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/4963/01/01
HIKOTUHAT 150 mr/mn no 2 mn B "Tanuudgapm" MMy - 3MiHK Wopao 6e3nekn/edpekTMBHOCTI Ta peuenmom
amnyni, no 10 amnyn y dhapmakoHarnsay - OHOBIEHHS BXe 3aTBEPAXEHOro
KOHTYPHIN YapyHKOBIN TEKCTY MapKyBaHHsS1 BTOPMHHOI Ta NEPBUHHOI YNaKOBKM
ynakosi, no 1 nikapcbKoro 3acoby, 3 BHECEHHAM MO3Ha4YeHb OAMHULb
KOHTYPHIN YapyHKOBIN BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep NaTUHCLKOrO
ynakoBLUi B nayui; no 2 andasiTy. BBegeHHs 3MiH npoTArom 6-tn micsuis
mn B amnyni, no 10 nicns 3aTBepAXeHHA
amnyn y kopobui
146, KCE®OKAM® MOPOLLIOK AJ18 PO3UNHY Takepa AscTpis BTOPVHHE NakyBaHHA Ta AscTpisi/ BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/2593/02/01
Ans iH'exkuivi no 8 mr; 5 AscTpia 'M6X BUWMYCK Cepilt: HimeuwunH | Tuny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro | peyenmom
(hraKoHIB 3 MOPOLLKOM Takepa ABcTpist TM6X, a 3acoby( 6yno KCE®OKAM)
Y KapTOHHI Kopobui ABcTpis BBeaeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBEPAXEHHS.
BUPOBHMLUTBO
Hepo3dacoBaHoi
npoayKuii, NnepBuHHe
nakyBaHHS:
Baccepbyprep
ApuHavimiTTenbBepk MM6X,
HimevyunHa
147, KCIrgyo TabneTtkn, BKpUTI AcTtpa3eHeka LLIseuis BUpoBbHMUTBO in-bulk, CWA BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | 3a UA/15983/01/01
MPOJIOHI NniBKOBOK Ab KOHTPOIb SIKOCTI, TMNy - 3MiHa HaiMeHyBaHHs1 Ta/abo agpecu micusi peuyenmom
060roHKoI0, nepBMHHE Ta BTOPUHHE NPOBaKEHHS QiSNbHOCTI BUPOOHMKA (BKMOYao4K, 3a

NPOJIOHIOBAHOI Aji No

nakyBaHHs, BUNYyCK cepil:

HeobXigHOCTI, MicLe NPOBEAEHHSI KOHTPOSK SIKOCTI), abo
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
10/1000 mr; no 7 AcTtpa3eHeka BrnacHuka macTep-caiina Ha A®l, abo noctavanbHUKa
Tabnetok y 6nictepi; dapmacbtotukanc I, A®l/BnxigHoro maTtepiany/peareHTy/npOMiKHOro
no 4 6nictepu y CLUA; BupobHuuTBO in- NPOAYKTY, L0 3aCTOCOBYOTbCS Y BUPOOHMUTBI ADI -
KapTOHHI Kopobui bulk: Bpicron-Mariepc 3MiHa Ha3BW Ta agpecu BUPOBHUKa Ailo4oi peyoBUHM
CkBi66 ManydakTypiHr HanarnicdonosnH
KomnaHi, CLLUA
148. KCIrgyo TabneTku, BKPUTI AcTtpa3eHeka Lseuis BMPOGHMUTBO in-bulk, CWA BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/15984/01/01
NMPONOHI NNiBKOBOIO ABb KOHTPOIb SIKOCTI, TMNy - 3MiHa HallMeHyBaHHSA Ta/abo agpecu micus peuenmom
060roHKol0, nepBUHHE Ta BTOPUHHE NpoBafXXeHHS AiAnNbHOCTI BUPOOHMKa (BKNiovatoun, 3a
NPOMOHIoBaHOI Aji No nakyBaHHs1, BUMYCK cepii: HeobXxiaHOCTI, MicLie NPOBEAEHHSI KOHTPOIIO SKOCT), abo
5/1000 wmr; no 7 AcTtpa3eHeka BnacHuka mactep-cavina Ha A®l, abo noctavanbHUKa
TabneTtok y 6nictepi; dapmacbtoTukanc JIM, A®l/BnxigHoro matepiany/peareHTy/NpOMiXKHOIO
no 4 Gnictepu y CLUA; BMpobHULTBO in- NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHMUTBI ADI -
KapTOHHI KopoobLi bulk: Bpicton-Maiepc 3MiHa Ha3BW Ta agpecy BUPOOHUKa Ailo40i peqoBUHM
CkBi66 MaHnydakTypiHr [anarnicdonosvH
Komnani, CLLUA
149, KCIrgyo TabneTtkn, BKpUTI AcTtpa3eHeka LLBeuis BUpobHMUTBO in-bulk, CWA BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3miHu | 3a UA/15985/01/01
MPOJNIOHI nniBKOBOK Ab KOHTPOSb SIKOCTI, TMNy - 3MiHa HaiMeHyBaHHs Ta/abo agpecu micusi peuyenmom
060MOoHKOI0, nepBMHHE Ta BTOPUHHE NPOBaKeHHS AiSNbHOCTI BUpOOHMKa (BKovakouu, 3a
NPOJSIOHIOBAHOI Aji No nakyBaHHs1, BUMYCK cepii: HeobXiAHOCTI, MicLe NPOBEAEHHST KOHTPOIIO SIKOCTi), abo
10/500 wmr; no 7 AcTtpa3eHeka BnacHuka macrtep-caina Ha A®l, abo noctavyanbHuka
Tabnetok y bnictepi; dapmacbtotukanc JI1, Adl/BnxigHoro matepiany/peareHTy/npomMiKHOro
no 4 6nicrepu y CLUA; BupobHuUTBO in- NPOAYKTY, L0 3aCTOCOBYITbCH Y BUPOOHMLTBI ADI -
KapTOHHI kopobuyi bulk: Bpicron-Mariepc 3MiHa Ha3BW Ta agpecu BUPOOHMKa AitoHoi pevoBUHM
CkBib66 MaHydakTypiHr OanarnicdonosvH
Komnasni, CLLUA
150., KCUSAN® TabneTkn, BKpUTI HOCB dapuwim | Leenuapis BUpo6HMK in bulk: KOCB LLiseriyapi BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 6e3 UA/9127/01/01
NniBKOBOO CA. Papwim C.A., Lsenuapis; a/ Itanisa TNy - 3miHn Wwopao 6e3nekun/edekTnBHOCTI Ta peuenma
obornoHkoto, no 5 mr nepBuUHHE Ta BTOPUHHE dapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 7 abo 10 Tabnerok nakyBaHHs1, BUPOOHMK y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
y bnicTepi; no 1 abo 2 BiANoBiAanbHWMI 3a BUMYCK (BBEAEHHSA y3aranbHEHUX AaHWX NpPo cucTemy
GnicTepn y KapTOHHIW Ta KOHTPOIb SIKOCTi cepii: dapmakoHarnsgy, 3MiHa yroBHOBaXeHOi ocobu,
Kopobui Encika ®apmacblotukans BiANOBiAanNbHOI 3a 3AiNCHEHHA hapmakoHarnsagy;
C.P.J1, Itania KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[icHeHHst hapmMakoHarnsaay B YKpaiHi, SKLO BOHa
BiAMiHHa BiA ynoBHoBaxeHoi ocobu, BianosiganbHoi 3a
3fincHeHHs hbapmakoHarnsagy (BKMHOYaYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-carina
cucTeMu dhapmakoHarnsigy) - 3MiHa KOHTaKkTHOT 0cobu
3asBHVKa, BiANOBiAanbHOI 3a 3AINCHEHHS
dapmakoHarnagy: MNponoHoBaHa pepakuis: YpeTin
Ceprint IBaHOBMY. 3MiHa KOHTAKTHUX AaHUX KOHTAKTHOI
ocobu
151.| KYPKYMIH C3 €KCTPaKT Cyxui MNAT YkpaiHa Cawmi J1a63 Jlimiteq IHgis BHECEHHS 3MiH [0 peecTpaLiiHuX maTtepianis: 3MiHu | - UA/15881/01/01
KOMMIEKC (cybeTaHuis) y naketi 3 | "KuiBmegnpen Tuny - 3mMiHa y 6e3nocepeHin ynakosui AP - 3MiHK
nonieTuneHy H13bKoI apat" 3anpornoHoBaHi Ao BHeceHHs B P[] Ta MKA Ha A®I 3a
WinbHOCTI ansa po3ainomM «YnakoBkay, a came: yTOYHEHHs! iHdbopmaulii
dapmaLeBTU4YHOro OO0 METOAY 3aKPUTTSI MEPBUHHOMO Ta BTOPUHHOIO
3acToCyBaHHSA TUMNY NaKkyBaHb (NakeTu NONieTUNEeHOBi HN3bKOT
LWiNnbHOCTI) 3rigHo iHdopmauii 3 mancTep-canny
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BMPOGHMWKa Ta BUNPaBMEHHSIM HENPaBUIbHOIO
nepeknagy 3 aHrnivcbkoi MmoBu po3giny 3.2.S.6.
152.| NIAKTYBIT® cupon 3,335 r/5 mn no TOB "lOpisi- YkpaiHa TOB "HOpia-dapm” YkpaiHa BHECEeHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | be3 UA/12566/01/01
100 mn a6o 200 mn y dapm” MMy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro peuenma
dnakoHax nikapcbKkoro 3acoby (OHOBMNEHHS NpoLeaypy
nonimepHux; no 1 BMNPOOYBaHHSA AN NpuBeAeHHS Y BiANOBIOHICTD 3i
dnakoHy B nayui* 3 3MiHeHo0 3aranbHoto ctatTeto Y abo €sponencbkoi
KapToHy. *(MOXnuBe hapmakonei); 3MiHu | TUNY - BUKIMIOYEHHS KOMMaHii
[opaTtkoBe BKagaHHS «lHanko C.M.A.», ITanis, BMpobHWKa 4ilo4oi pe4oBUHU
B Nayky MipHOro naktynosa
npucTporo); no 2 mn, 5
MI y KOHTelHepax
oaHono3soBux; no 10
KOHTEVHepiB y nayui
153.| JIEBOKC-500 TabneTkn, BKpUTI Tynin Ila6 IHaia Tynin a6 MeT. N74. IHAis BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/15680/01/01
NNiBKOBOIO Mpansit TMNy - 3MiHa Po3Mipy cepii (BKnoYaoun gianasoH peuenmom
o6onoHkot, no 500 mr Timiteq po3Mipy cepii) roTOBOro fikapCcbkoro 3acofy -
no 10 TabneTok y 36inbLUEHHS1 PO3Mipy cepii rOTOBOro NikapcbKoro 3acoby
6nictepi; no 1 (3anponoHoBaHo: 75000 TabneTok)
onictepy B KapTOHHil
navui
154, NEBOMILETUH MOPOLLIOK A5 PO3YMHY MAT Ykpaina MAT "Kuismegnpenapart" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/2952/02/01
ans in'ekuin no 0,5, "Kuismegnpen MMy - 3MiHK Wopo 6e3nekn/edpekTMBHOCTI Ta peuenmom
hnakoHM 3 NOPOLLKOM apat” apmakoHarnagy - 3MiHM BHECEHi B TEKCT MapKyBaHHS
yNakoBKu Mikapcbkoro 3acoby Loao 3a3HavYeHHst
MDKHapOAHUX NO3Ha4YeHb OAUHULL BUMIPIOBAHHSI.
BBefeHHA 3MiH NpoTArom 6-Tn micsuis nicns
3aTBEPOXKEHHHS
155. IEBOMILETUH MOPOLLIOK A5 PO3YMHY MNAT YkpaiHa MAT "Kuismegnpenapat’ YkpaiHa BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3MiHu | 3a UA/2952/02/02
ans in'ekuin no 1,0, "KuiBmegnpen TUNy - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peuenmom
hbnakoHM 3 NOPOLLKOM apat" dapmakoHarnsgy - 3MiHM BHECEHi B TEKCT MapKyBaHHS
ynaKkoBKW nikapcbkoro 3acoby Lioao 3a3HavyeHHst
MiXXHapOAHUX NO3Ha4YeHb OAUHULIL BUMIPIHOBAHHSI.
BBeaeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBEPAKEHHHS
156. JIEBOMNPO pO34MH Ans iHdysin, TosapucTeo 3 YkpaiHa lMpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0O peecTpaLlinHnX maTepianis: 3Minm I 3a UA/14730/01/01
500 mr/100 mn, no 100 obmexeHoto ToBapucTBo "lHdy3ia" Tuny - 3MiHK 3 aKocTi. [o0ToBMI Nikapcbkui 3acib. peuenmom
mn abo 150 mny BignosiganbHi CucTemMa KoHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa
nnawuyi, no 1 nAswui y ctio «EC pO3Mipy ynakoBKW roTOBOro fikapcbkoro 3acoby (3MiHa
navui DGAPMAY Macu/o6'emy BMICTy KOHTelHepa 6aratoqo3oBoro
CTepurbHOro nikapcbkoro 3acoby (abo ogHoa030BOrO,
4aCTKOBOrO BUKOPUCTaHHs1) Ta 6aratoo30BOro
nikapcbKkoro 3acoby 6ionoriyHoro/iMmyHonoriYHoro
MOXOMPKEHHS AF1s1 MapeHTepanbHOro 3acTocyBaHHS) -
BBEEHHs1 4OAAaTKOBOI ynakoBku no 150 mn y nnswui, 3
BiANOBIAHUMYM 3MiHaMW Y p. «YnakoBka». [epBUHHWIA
nakyBanbHWUIA MaTepian (CKNsSHi NNsAWwKyY Ta Npobku
rymoBi) He 3miHMBCS (BBeaeHHsi 3MiH npoTarom 3-x
MicALIB Micns 3aTBepAXXEHHS)
157.| IEBO®JIOKCAL, | nopoLuok (cybecTaHuis) eTepo Opars IHgis etepo Opars Jliviteg IHgis BHECEHHs1 3MiH [0 peecTpauiiHuX MaTepianiB: BHECEHHS - UA/13662/01/01
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WHY TEMITIOPAT | y noaBinHux NimiTen 3MiH 4O peecTpauiiHux matepianis: 3minu |l Tuny -
nonieTueHoBmx 3MiHn 3 akocTi. A®l. BupobHMUTBO (iHLLI 3MiHK) - B
naketax ons 3B’513Ky 3 HaaHHAM oHoBneHoi Bepcii DMF:
dhapMaLeBTUYHOIO 3aTBepaxeHo DMF AP-01, 3anponoHoBaHo DMF
3acToCyBaHHSA AP(EM) Big 20 nunHsa 2018 p. Biabynuce 3miHn B MKA
A®I: yTouHeHo npu3HaveHHs API; nepioa
NepeKoHTPOIo Ta YMOBU 36epiraHHs; cknag Ta
He3HauHi 3MiHM B MeToA4ax KOHTPOIO SKOCTI
158.] NIOOKAIHY PO34MH ANs iH'eKuin, MNAT YkpaiHa MNAT "lrannydapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/4364/01/01
rigpPoxXnoprPug 20 mr/Mnno 2 mn B "Tanuudapm" TUMy - 3MiHK Woao 6e3neku/edekTMBHOCTI Ta peuenmom
amnyni, no 10 amnyn y hapmakoHarnsgy - OHOBIIEHHS BXe 3aTBepAXeHOro
KOHTYPHIN YapyHKOBIN TEeKCTY MapKyBaHHsS1 BTOPMHHOI Ta NEPBUHHOI YNaKOBKN
ynakosui, no 1 nikapcbKkoro 3acoby, 3 BHECEHHSIM MO3Ha4YeHb OQUHULIb
KOHTYPHIll YapyHKOBI BMMIPIOBaHHS, 3 BUKOPUCTaHHAM MiTep NaTUHCLKOro
ynakosLi B nayui; no 2 andasiTy. BBeaeHHs1 3MiH npoTArom 6-tn micsiuis
mn B amnyni, no 10 nicns 3aTBepaXeHHs
amnyn y kopobui
159.| NIHE3ONIOUH TabneTkn, BKpUTI MNAT YkpaiHa MAT "Knismegnpenapat"” YkpaiHa BHECEHHSA 3MiH 0O peecTpauinHux maTepianis: 3MiHu |l 3a UA/14297/01/01
NNiBKOBOIO "KuiBmegnpen TMny - 3MiHa BUpOoBHMKa BUXiQHOrO/NPOMIXXHOro peuenmom
o6onoHkot, no 600 mr apat" npoaykTy/peareHTy, Lo BUKOPUCTOBYHOTLCH Y
no 10 TabneTok y BMpo6HMYOoMy npoueci A®I, abo 3miHa BUpobHUKa
6nicrepi; no 1 (Bknovatoum, ae HeobXxiaHO, MicLe NPOBEAEHHSs
6nictepy B nayui KOHTponio sikocTi) AP - BBeAEeHHA [0AaTKOBOro
BMpoGHMKa APl (niHe3onia), 3 BiaNoBigHUMK 3MiHaMK B
crneungikauii Ta metogax BunpobysaHHs AdI
160.| NIHKOLINMH PO3YNH ONs iH'eKUii, Mdpansep IHk. CLUA Mdpanzep MeHodekvypuHr Benbrisa BHECEHHS 3MiH 1O peecTpaLiiHMX maTepianis: 3miHu | 3a UA/10038/01/01
300 mr/mn no 2 mn 'y Bbenbris HB TUMy - 3MiHa Ha3BuM Ta agpecu BupobHuka Ad| peuyenmom
dnakoHi; no 1 (NiHkomiumny rigpoxnopuay) 6e3 amiHn micus
hbnakoHy B KapTOHHIl BMPOGHMLTBA
Kopobui
161. NIHKOLIMH PO34NH ANs iH'eKUiN, Mdpansep IHk. CLUA Mdpansep MeHtodek1ypuHr Benbrisa BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3MiHu |l 3a UA/10038/01/01
300 mr/mnno 2 mn'y Benbrig HB TMNY - 3MiHW A0 iHCTPYKLIi ANs MeanyHoro peuenmom
dnakoHi; no 1 3acTocyBaHHs 4o po3aginis "OcobnueocTi
hnakoHy B KapTOHHI 3actocyBaHHs", "lNobivHi peakuii". BBeAeHHA 3MiH
Kopobui npoTsArom 3-x MicsiliB nicnsa 3aTBepAKeHHs
162, NNIONEPAMIOY MOPOLLIOK (Cy6CcTaHLUist) MAT YkpaiHa OnoH C.n.A. ITanis BHECEHHS 3MiH 0O peecTpauiiHux maTtepianiB:3miHu | - UA/5774/01/01
rigpoxnorug y nakeTax noAaBiiHUX "KuiBmegnpen TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaNMeHyBaHHs1 Ta/
nonieTuneHoBux Ans apat” abo agpecy Micus NpoBaKeHHs AisnbHOCTI BUPOOHMKA
dhapmMaLeBTUYHOIO (BkntovatouK, 3a HeobxigHOCTI, Micue NpoBeAeHHS
3acTOCyBaHHSA KOHTpOnio skocTi), abo BnacHuka mactep-caiina Ha
A®I, abo noctavyanbHuka Adl/BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCH Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHo y
[0CbE Ha nikapcbkuii 3acib) 3a BiacyTHOCTI cepTudikaTa
BigMNOBIQHOCTI €Bponenchbkivi hapmakonei y
3aTBEpAXEHOMY 10CbE, abo BUPOGHMKA HOBOT
[OOMOMDKHOT PEYOBMHM (SIKLLIO 3a3HaYEeHO Y JOCHE) -
3MiHa Ha3Bu BUpoGHMKa AD| nonepamiagy rigpoxnopuay,
6e3 3MiHu micus BUpobHMUTBA
163.| JIOPATAOUH- cupon, 5 mr/5 mn no ToBapucTBO 3 YkpaiHa BCi cTagii BUpobHMuTBa, YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX maTepianis: 3MiHu | be3 UA/0100/02/01
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300POB'A 100 mn y donakoHi; no obmexeHoro KOHTPOIb SIKOCTi, BUMYCK Tuny: 3miHun 3 skocTi. FoToBUIA Nikapcbkuii 3aci6. peuenma
1 donakoHy 3 MipHOI0 BignosiganbHi cepii: Cuctema KoHTevHep/3aKynoptoBanbHui 3aci6. 3miHa y
TIOXKOH B KOopobui 3 CTb ToBapucTBO 3 0OMEXEHO NepBWHHI YNaKoBLji roTOBOro fikapcbkoro 3acoby (Tun
KapToHy; no 5 mn abo «®apmaueBTu BignoBiganbHICTb

10 mn y cawe; no 20
calue y kopobui 3
KapTOHyY

YHa KOMMNaHis
«300poB’say

«®apmaueBTnyHa
KOMnNaHisi «340poB’'a»,
YkpaiHa

BCi cTaaii BUpobHmuTBa,
KOHTPOIb SIKOCTI:
ToBapuCTBO 3 OOMEXEHOIO
BignosiaanbHiCTb
«XapkiBCbke
hapmaLeBTU4He
nignpuemMcTBo «300poB’s
Hapoay»,

YkpaiHa

KOHTelHepa abo [ofAaBaHHsi HOBOrO KOHTENHepa) -
TBepai, M'siKi Ta HeCTepuUnbHI piaki nikapcbki hopmm
CynyTHs 3miHa:
3miHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6b. Cuctema
KOHTeNHep/3aKynoptoBarnbHui 3aci6. 3miHa
noctayanbHuka nakysanbHWX MaTtepianis abo
KOMMMEKTYUYMX (SIKLLO 3a3Ha4YeHo B 4OCbE) (3aMiHa abo
[O[aBaHHs nocTavyarnbHuKa)

CynyTHs 3miHa:
3MiHu 3 sikocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4oNyCTUMKUX MEX rOTOBOrO
nikapcbkoro 3acoby (4ONoBHEHHs cneumdikalii HoBUM
NOKa3HUKOM 3 BiAMOBIAHMM METOAOM BUMPOOYBaHHS)
- OAABaHHS 40 3aTBEPAXXEHOro HOBOro BMAY
nakyBaHHs no 5 mn abo 10 mn y cawe, no 20 cawe y
KopoOLi 3 KapTOHy. AK Hacnigok:
- BBEAEHHA AOAATKOBKX MOCTa4arnbHUKIB NaKyBanbHOro
marepiany (maTtepian koMGiHoBaHu);
- BBEEHHS [0 crneundikauii Ta meTtoaiB kKoHTponto 13
HOBOrO NokasHuka «OQHOPIAHICTE 4030BaHWMX OAVHWLL
(ans cawe) (BBegeHHs 3MiH npoTsarom 3 MicsuiB nicns
3aTBEpAXKEHHS); 3MiHu | Trny: 3MiHK 3 skocTi. [oToBMI
nikapcbkui 3aci6. Cucrema
KOHTeWHep/3akynoptoBanbHui 3acit. 3MiHa po3mipy
YNaKoOBKW FOTOBOIO NiKapCbKoro 3acoby (3MiHa
Macwu/o6'eMy BMiCTy KOHTeHepa 6arato030BOro
nikapcbkoro 3acoby Ans HenapeHTepanbHOro
3acTocyBaHHs (abo 0gHO4030BOro, YacTKOBOrO
BVIKOPUCTaHHS)) -
3MiHa po3mipy Ta 06’emy ynakosku 113, a came
[0[aBaHHA HOBOro BUAY NakyBaHHS; 3MiHW | Tuny: 3MiHn
3 gKkocTi. [oToBMIA Nikapcbkuin 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHa po3mipy cepii (Bkntoyar4m
JianasoH po3mipy cepii) roToBOro nikapcbkoro 3acoby
(3meHLweHHs Ao 10 pasiB) - BBEAEHHS AOAAaTKOBUX
po3MipiB cepivi npenapaty ans uexy ®XLU (ginbHuus
MPJIT®CiA) BupobHuka ToBapncTeo 3 06MexeHo
BignosiaanbeHicTio "®apmaueBTMYHa KOMMNaHis
"3popoB's", YkpaiHa, Ta 3a3Ha4eHHsIM Y TUC. YyNaKoBOK
ANs HOBOro BUAY NaKyBaHHS.
3artBepaKeHo:
Brpo6Huk:
ToBapncTBO 3 0OOMEXEHOI0 BiAMOBIAAMNBHICTIO
«PapmMaLeBTUYHa KOMNaHis «300poB’s»
Liex ®XU (ginsbHuus MPN®CIA)

Posmip cepii cknagae:




59 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1

3,500 Tunc. yn. (350,000 n) no 100 mn y dnakoHi Ne 1
3anponoHoBaHo:

ToBapucTBO 3 0OMEXEHOI0 BigMnoBigansHicTo
«XapkiBcbke hapmaLeBTUYHe NignpueMcTBo «340poB’'s
Hapoay»

3,365 Tunc. yn. (350,000 n) no 100 mn y donakoHi Ne 1
Brpo6Huk:

ToBapncTBO 3 0OMEXEHOI0 BiAMOBIAAMNBLHICTIO
«PapMaLeBTUYHa KOMNaHis «300poB’s»

Liex ®XU (ginbHuus MPN®CIA)

Po3awmip cepii cknapae:

3,500 Tunc. yn. (350,000 n) no 100 mn y donakoHi Ne 1
ANs NakyBaHHA y calue:

1,750 tue. yn. (350,000 ) no 10 mn Ne 20 (1*20)*
[opaTtkosi po3mipu cepin:

1,100 tuc. yn. (110,000 n) y cawe no 5 mn Ne 20 (1*20)
0,550 Turc. yn. (55,000 n) y cawe no 5 mn Ne 20 (1*20)
0,275 tnc. yn. (55,0 n) y cawe no 10 mn Ne 20 (1*20)
ToBapucTBO 3 06MEXEHOI0 BiAMOBIAAMNbHICTO
«XapkiBCbke dhapmaLieBTUYHe MiAgNpuemMcTBo «340pOoB’s
Hapoay»

3,365 Turc. yn. (350,000 n) no 100 mn y dnakoHi Ne 1;
- 3MiHM | TMNY: AgMiHicTpaTWBHI 3MiHU. 3MiHa
HalMeHyBaHHsi Ta/abo agpecu 3asiBHWKA (BNacHuKa
peecTpauinHOro NocBigYeHHs)-

YTOUHEHHS y BUKNaAeHHi agpecu 3asiBHuKa, BiANOBIAHO
00 niuexsii Ha Bupo6HuyTeo M13. BBeaeHHs 3MiH
npoTsarom 3-X micauis nicns; aMmiHum | Tuny:
ApmiHicTpaTuBHi 3MiHW. 3MiHa HanMeHyBaHHs Ta/abo
agpecu Micusa NpoBaXXeHHs QisnbHOCTI
BMPOOHMKa/iMnopTepa rotToBoro nikapcbkoro 3acoby,
BKJT0YaI0UM AinNbHULi BUNYCKY cepii abo micue
NPOBEeAEHHS KOHTPOIIO SKOCTI. (AisNbHICTb, 3a AKy
BignoBigae BUpOGHMK/iIMNopTep, He BKIOYaOUM BUMYCK
cepivt) - yTouHeHHs agpecu BupobHuka M3 (micus
NpoBafXeHHs! OisnbHOCTI) ToBapMCTBO 3 0BMEXEHOD
BignoBiganbHiCTb «PapmaLeBTUYHa KOMMaHis
«300poB’A», Yy BIAMOBIAHICTb A0 NiLeHsii Ha
BMpo6bHUUTBO T13. BupobHuya ainbHuus Ta BCi
BMPOGHMYI onepauii 3anuwmnnmMcs He3MiHHUMMU.
BBegeHHs 3MiH npoTsirom 3-x micsAuiB nicns
3aTBEpPKEHHS; 3MiHM | Tuny: AAMIHICTPaTMBHI 3MiHW.
3MiHa HallMeHyBaHHsi Ta/abo agpecu Micus
NpoBafpKeHHs AiANbHOCTI BUPOOHUMKa/imnopTepa
roTOBOrO fikapcbkoro 3acoby, BKMovaoum SinbHULi
BUNYcCKy cepii abo MicLe NpoBeAeHHS! KOHTPOHO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBiaae BUpobHuK/imnopTep,
BKJ104AK0UM BUMYCK CEpiii) - yTOYHEHHS agpecy MicLs
NpoBaXeHHs AisinbHOCTi BUpobHuka 113 ToBapucteo 3
0BMexeHOoI0 BiANoBifanbHICTb «XapKiBCbke
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

hapmaLeBTUYHe NignNprMeMCTBO «300pOoB’A Hapody» (BCi
CTapii BUpOOHMLTBa Ta KOHTPOSb SKOCTI), y
BiANOBIAHICTb A0 niueHsii Ha BUpobHuLTBO M3.
Brpo6Huya ainbHuus Ta Bei BUpobHUYi onepadii
3anUWNNMCs He3MiHHMMK. BBeaeHHst 3MiH npoTarom 3-x
MicsUiB Micnga 3aTBEpAXXEHHSA

164,

MABTEPA®

PO34MH ANg iH'ekuin no
1600 mr/13,4 mn; no
13,4 Mn y donakoHi; no
1 donakoHy y
KapTOHHI KopoobLi

. XodhdpmaHH
-Na Pow Jlta

LLseniuapis

& . XopdpmanH-J1s Pow Jtg

LLiseniuapi
a

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu |l
Tuny - 3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(u) o
3060B's13aHb Ta YMOB BuAaui peectpauinHoro

nocBigYeHHs, BKntovatoun MnaH ynpaeniHHsA puavkamm

(3acTocyBaHHsi 3MiH(1), Ski(a) BUMaraoTb(€)
noaanbLIoro obrpyHTYBaHHS HOBUMMW 404ATKOBUM
OaHUMK, Lo MatoTb HaaBaTUCS KOMMETEHTHUM
OopraHoM, OCKifnbKW/ BUMaraeTbCsi CyTTEBA OLiHKa
KOMMETEHTHUM opraHoM) BukoHaHHs1 3060B'si3aHb
BignosigHo Ao nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
[Mopsiaky NnpoBeAeHHS eKcnepTuan peecTpauinHnx
MaTepianiB Ha nikapcbki 3acobu, Lo nogaTbes Ha
OepXaBHY peecTpallito (nepepeecTpaliio), a Takox
eKcnepTnan maTepianis NPo BHECEHHA 3MiH 4O
peecTpauinHMx MaTepianis NpoTarom Aii
peecTpaLinHOro NoCBiAYEHHS, 3aTBEPAXKEHOrO Haka3om
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MOS Big
23.07.2015 Ne 460)

3a
peuyenmom

UA/14231/01/02

165,

MA3b JP.
TAWCCA 3
XVBOKOCTOM

Ma3b no 20 r, 50 r abo
100 r y 6aHuj; no 1
OaHLUi B KAPTOHHIN
Kopobui

[Op. Tancc
HatypBapeH
6X

HimeyunHa

[03BIin Ha Bunyck cepii: Ap.
Taincc HatypsapeH MmM6X,
HimeyuunHa; BUpoBHULTBO

Hepo3dacoBaHoi
npoayKLuii, nepBuHHe Ta

BTOPWHHE nakyBaHHs: [p.
Tarwicc HatypBapeH 'm6X,

HimevuunHa

HimeyunH
a

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu |
TMNYy - 3MiHW BUNpobyBaHb abo JONYyCTUMUX MEX Y
npoueci BupobHuutea A®I, Lo BCTaHOBMEHI y
cneumdikauisx - BUIy4eHHst nokasHuka «BigHocHa
rycTMHa» B npoueci BupobHuutea ADl; 3amMinm | Tuny -
3MiHa y meTogax BunpobyBaHHs AP abo BuxigHoro
mMarepiany/npomiKHOro NPOAYKTYy/peareHTy, Lo
BMKOPVCTOBYETbLCS y NpoLeci BUpobHuuTBa AD| — 3miHa
meToay koHTpornto ADI, a came: 3amiHa igeHTudikauii
HacTOWNKM XunBokocTy 3 Metogdy TLWX Ha BEPX; 3minu |
TMny - 3MiHW BUNpobyBaHb abo AONyCTUMMX MEX,
BCTaHOBMNEHMX Y cneuundikadisx, nig yac BMpobHuUTBa
rOTOBOrO fikapCbKoro 3acoby - BUIMy4YeHHS HECYTTEBOTO
BMNpoOYyBaHHSA B NpoLeCi BUPOOHMLTBA NikapCbKoro
3acoby IPC 7 (koHTponbHui 3pa3ok KA) ta IPC 8
(pesepsHi 3pasku KA); amiHm | Tvny - 3miHa napameTpis
cneumdikauin Ta/abo AoNyCTUMUX MeEX A5t AONOMIXKHOT
PEYOBUHM — AONOBHEHHS cneumdikauii 4JOMOMDKHOI
peyoBUHM CBUHAYOTO Xxunpy OpraHonenTUYHMMM
nokasHukamm «30BHiLWHIN BUrnsg», «Konip» Ta
«3anaxy; BUny4YeHHs 3i cneumdikauii JONOMDKHOT
peyoBuHM CBUHAYOTO XUpY NokasHuka «Konip
JoBi6oHAay, Ockinbku Konip, Ik OKpeMUA napameTp
cneumdikaLii, BA3Ha4a€ETbCS OpraHoNenTUYHNM
METOLO0M; 3aMiHa MoKasHMKa cneumdikalii JOMOMiKHOI

6e3
peuyenma

UA/2333/01/01
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

peyoBnHM CBUHAYOrO XNpPY "BinbHi XXUpHI kKMcnotn" Ha
nokasHuk "KnucnoTtHe uncno" 3 BianoBigHUM MeToaom
BunpobyBaHHs 3rigHo EP. O6buasa napameTpu
XapaKTepu3yloTb KUCNOTHICTb 4OMOMIKHOI pe4OBUHU
CBUHSYOrO XWpY; 3MiHW | TNy - 3miHa y MmeTtoaax
BMMPODYBaHHSA rOTOBOrO NiKapCbKoro 3acoby —
KOpUryBaHHs METOAY TeCTyBaHHSA NPUAATHOCTI cucTemm
Npu BU3HAYEHHI iBEHTUYHOCTI Ta BMICTY HaCTOWKN
XKMBOKOCTY y 3aTBEPAXXEHNX MeToAax BUNpobyBaHHSA
roToBOro nikapcbkoro 3acoby; kopuryBaHHs meTody
TECTYBaHHsI NPUAATHOCTI CUCTEMU MPU BU3HAYEHHI
iAeHTUYHOCTI Ta BMIiCTy TOKodepony auertaTy y
3aTBEPAXEHNX MeToAax BUNPobyBaHHSA roTOBOro
nikapcbkoro 3acoby; 3minu Il Tuny - 3miHa napameTpis
cneumdikauin Ta/abo 4oNyCTUMKUX MEX rOTOBOrO
NikapCbKoro 3acoby - pO3LWMPEHHs 4OMYCTUMMX MeX (+
10 %) B cneumdikaLii roToBOro nikapcbkoro 3acoby 3a
nokasHukom «KinbkicHe Bu3Ha4eHHA. Tokodepon
auerart», Ta BHECEHHS1 He3HaYHUX peAaKLiHNX NpaBokK
Ao cneundikadii; BBeAeHHs cneumndikaii Ha TepMiH
NPWAATHOCTI FOTOBOTO NiKapCbKoro 3acoby

166,

MEJIOKCA
KCAHTIC

no 10 TabneTok y
6nicrepi, no 1 abo no
2, abo no 3, abo no 5,
abo no 6, abo no 10
6nicTepiB y KApTOHHIV
navui

KcanTic
dapma
NimiTeq

Kinp

CaHeka ®apmacbloTikana
AT

CnoBaubk
a
Pecny6bnik
a

BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu |
Tmny - 3MiHn Wwono 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3ararnbHeHUX JaHuX Npo cuctemy dpapmakoHarnsgy
(BBELEHHSA y3ararnbHEHNX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAaNbHOI 3a 34iNCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa A5is
34iicHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
BiAMiHHa Bi ynoBHOBaXxeHOi ocobu, BianosiganbHoi 3a
3pifcHeHHst hapmakoHarnaay (BKMHOYaKYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn hapmMakoHarnsgy) - 3miHa ynoBHOBaXeHOoi
ocobu BignoBiganebHoi 3a dhapMakoHarnag:
MponoHoBaHa pepgakuis: IBaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu,
BignoBiganbHoOI 3a hapmakoHarnsaa. 3miHa micus
3[1iNCHEHHS1 OCHOBHOI AisANbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu macTep-davina

3a
peuyenmom

UA/16277/01/01

167,

METOTPEKCAT

OPIOH

Tabnetku no 2,5 mr no
30 abo no 100
TabneTtok y onakoHi;
no 1 conakoHy B
KapTOHHi kopobuyi

OpioH
KopnopenwH

OiHnaHaina

BMPOBHUK, LLO 34iICHI0E
BUPOBHMLUTBO 3a NMOBHUM
uuknom: OpioH
Kopnope#nwwH, PiHnsaHais;
BMPOGHUK, LLIO 34iCHI0E
Bunyck cepii: OpioH
KopropeilH, PiHnaHais

diHngHaisa

BHECEHHS 3MiH O peECTpaLinHMX MaTepianis: TeXHIYHa
nomunka B po3aini «PapmakonoriyHi BNacTuBoCTi»
IHCTPYKUII NS MeguyHOro 3acTocyBaHHS NiKapCbKoro
3acoby

3a
peuerimom

UA/7608/01/01

168,

METOTPEKCAT

OPIOH

Tabnetku no 10 mr no
30 abo no 100
TabneTok y onakoHi;

OpioH
KopnopeuH

diHnaHain

BMPOGHUK, LLIO 34iCHI0E
BUPOBHMLTBO 32 MOBHUM
umknom: OpioH

QiHnaHaisa

BHECEHHSA 3MiH 00 peecTpauinHnX maTepianiB: TEXHIYHA
nomMmurika B po3gini «®apmakornoriyHi BNacTuBOCTI»
iHCTPYKUIi AN MegUyYHOro 3acTocyBaHHSA NiKapCbKoro

3a
peyenmom

UA/7608/01/02




62 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
no 1 cpnakoHy B KopnopeWnwH, ®iHnsaHais; 3acoby
KapTOHHI KopoobLi BMPOBHUK, LLO 3AiCHIOE
BUnyck cepii: OpioH
KopnopenwH, ®iHnsHais
169., MET®OPMIH- Tabnetku no 500 mr no TeBa I13painb TOB TeBa OnepeniuHs Monblwa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | 3a UA/7769/01/01
TEBA 15 TabneTtok y dapmaueBTika MNonaHpa TNy - 3miHn Wwopo 6e3nekn/eekTUBHOCTI Ta peuenmom
GnicTepi; no 2 n lHgacTpis apmakoHarnsigy. BeegeHHs abo 3miHM oo
6nictepun y kopobui Nra. y3aranbHeHNX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3aranbHeHVX AaHnX Npo cuctemy
dapmakoHarnsigy, 3MiHa yroBHOBaXeEHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobU 3 hapMakoHarnsaay 3asiBHUKa Ans
34iicHeHHs dhapMakoHarnsagy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsagy (BKMHOYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu 3asBHUKA, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsagy: NponoHoBaHa pegakuisa — Orit Stern-
Maman. 3MiHa KOHTaKTHUX AaHUX YMOBHOBaXeHOI
ocobwu.
3MiHa Micus 34iMCHEeHHS OCHOBHOT AiSANbHOCTI 3
dapmakoHarnsgy. 3MiHa agpecu mactep-danna
170, MigPIALUN kpanni o4Hi 1 % no 15 AnKOH- Benbris AnkoH-Kyspbop Benbris BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/2928/01/01
My cprnakoHi- KyBpbop TUMy - NO4AHHSA OHOBMNEHOrO cepTudiKaTa BigNoBIAHOCTI | peyenmom
KpanenbHuui "Opon- €sponevicbkin dapmakonei Ne R1-CEP 1998-077-Rev
TeriHep®"; no 1 08 gnsa pitoyoi pevoBuHn Tropicamide Big Bxe
dnakoHy-KpanenbHuLi 3aTBEPAXXEHOro BUPOOHYMKa; 3MiHM | TUny - nogaHHs
B KOPOOGLIi 3 KapTOHY OHOBIIEHOro cepTudikaTa BignoBiagHOCTI €Bponencoki
tapmakonei Ne R1-CEP 1998-077-Rev 09 ans gitovoi
peyoBuHM Tropicamide Big Bxe 3aTBEpAXXEHOro
BMPOGHMKa i3 3MiHOI Ha3Bu BniacHuka CEP Ta 3miHa
Ha3BW Ta agpecy BUPOGHMYOI AinbHUL
171 MIKAPOUC® Tabnetkn no 80 mr no Bepinrep Himeuwunna BepiHrep IHrenbxanm HimeuunH BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/2681/01/01
7 Tabnetok y 6nictepi; IHrenbxanm Papma 'mbX i Ko. KT, al Mpeuis TUMy - NoaaHHa oHoBneHoro CepTudikaTty BiANOBIAHOCTI | peuenmom
no 2 abo no 4 IHTEpHELHN HimeuvunHa; bepiHrep €Bponevickkin hapmakonei R1-CEP 2009-054-Rev 01
onictepy B KApTOHHIN meX IHrenbxanm Ennac A.E., BiJ BXXe 3aTBepaxeHoro BMpobHuka ans A®I BHacnigok
kopobui peuis 3MiHM Ha3Bu BnacHvka CEP Ta BunyyeHHs BUpobHuUKiB
172, MIKAPOUCIINIO Tabnetku, 40 mr/12,5 BepiHrep HimeyuunHa BMPOBHULITBO, NEPBUHHE HimevuunH BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/0465/01/01
C® Mr no 7 TabneTtok y IHrenbxanm Ta BTOPUHHE NaKkyBaHHS, a/ Mpeuisa TUMy - NoaaHHa oHoeneHoro CepTtudikarty BiANOBIAHOCTI | peuenmom
Gnicrepi; no 4 IHTEepHeLLHN KOHTPOIb SKOCTi Ta BUMYCK €Bponevickkii hapmakonei R1-CEP 2009-054-Rev 01
GnicTepu y KapTOHHIl M6X cepii: bepiHrep IHrenbxanm Bifl BXe 3aTBepAeHoro BupobHuka ans APl BHacnigok
kopobui dapma 'mbX i Ko. KT, 3MiHM Ha3Bu BnacHvka CEP Ta BunyyeHHs BupobHukiB
HimeuvunHa; BepiHrep
IHrenbxanm Ennac A.E.,
peuis
173, MIKAPAQUCINIO Tabnetkn, 80 mr/12,5 BepiHrep HimeyunHa BMPOBGHULTBO, NEPBUHHE HimeyuunH BHECEeHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/0465/01/02
C® Mr no 7 TabneTok y IHrenbxanv Ta BTOPUHHE MNaKyBaHHS, a/ Mpeuis TMNy - NogaHHsA oHosneHoro CepTudikaty BigNOBIAHOCTI | peuyenmom
6nictepi; no 4 IHTepHeLwHn KOHTPOIb AKOCTi Ta BUMYCK €Bponevicbkin bapmakonei R1-CEP 2009-054-Rev 01
6nictepu y KapTOHHIN m6X cepii: bepiHrep IHrenbxanm Bi BXXe 3aTBepaxeHoro BMpobHuka ans APl BHacnigok
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ynakoeka)
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KpaiHa
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peecmpayitiHo20
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kopobui

dapma 'mbX i Ko. KT,
HimeuunHa; BepiHrep
IHrenbxanm Ennac A.E.,
[peuis

3MiHM Ha3Bu BnacHuka CEP Ta Buny4eHHs BUpoGHUKiB

174,

MIKOMAKC® 150

kancyrv no 150 mr Ne
1, Ne 3: no 1 abo no 3
Kancynu y 6nictepi; no
1 6nictepy B
KapTOHHI kopobLyi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6bnik
a

BHECEHHS 3MiH 40 peecTpalinHux maTepiarnis:
BUMNpaBieHHs YMOBM Bianycky B Hakasi MO3 YkpaiHu
«[lMpo aepxaBHy peecTpauito (nepepeecTpaldiiio)
nikapcbKknx 3acobiB (MeANYHNX iIMyHOBIONOTiYHMX
npenapariB) Ta BHECEHHS 3MiH 4O peecTpaLinHuxX
3acobiB» Ne 6 Big 02.01.2019 B npoueci BHECEHHS 3MiH:
3MiHM | TUNY - NO4AHHSA OHOBIEHOTO cepTudikaTa
BignoBigHocTi €Bponelicbkii hapmakonei R1-CEP
2007-256-Rev 03 CEP Big yxe 3aTBEpAXEeHOro
BMPOBHUKa

6e3
peuenma
—Ne 1;
3a
peuenmom
—Ne 3

UA/4155/01/01

175,

MIKO®IH®

cnpen HawkipHui, 10
mr/rno 30 mny
nakoHi 3
posnuntoBayem; no 1
nakoHy B KApTOHHIN
ynakoBLi

HOBEJ INAY
CAHAI BE
TIIXKAPET

ALl

TypeyuunHa

HOBEN INAY CAHAT BE
TIIXKAPET A.LL.

TypeyunH
a

BHECEHHSA 3MiH 0O peecTpauinHnx maTepianis: 3MiHu |l
Tuny - 3MiHn woao 6e3nekn/edekTUBHOCTI Ta
papmakoHarnsgy. BHeceHHs abo 3miHa(K) o
3060B'sA3aHb Ta YMOB BuAa4i peectpauinHoro

NoCBiAYEHHSs1, BKNtoYarouy MNnaH ynpasniHHSA pusvkaMmum

(3acTocyBaHHsi 3MiH(1), Aki(a) BUMaraoTb(€)
noaanbLIoro obrpyHTyBaHHsS HOBUMMW 404ATKOBUM
OaHyMu, Lo MatTb HaJaBaTUCs KOMNETEHTHUM
OpraHoMm, OCKifbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHVUM opraHoMm) - BukoHaHHsi 3060B'si3aHb
BiQNOBIAHO 40 MiAnyHKTY 2.3 nyHKTy 2 goaatky 15 oo
Mopsiaky NpoBeAEeHHs eKCrnepTn3n peecTpaLinHmx
MaTepianie Ha nikapcbki 3acobu, Wo nogarTbes Ha
OepxaBHY peecTpalito (nepepeecTpaliio), a Takox
eKkcrnepTn3n maTepianis Npo BHECEHHS 3MiH 40
peecTpauiiHux maTtepianis NpoTarom Aji
peecTpauinHOro NocBiAYeHHsl, 3aTBEPAKEHOIO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii Hakady MOS Big
23.07.2015 Ne 460)

be3
peuenma

UA/5305/03/01

176,

MIKO®IH®

kpem no 15 ry Ty6i, no
1 Ty6i y KapTOHHIN
ynakoBLi

HOBEJ INAY
CAHAI BE
TIIXKAPET
AL

TypeuunHa

HOBEN INIAY CAHAT BE
TIIXKAPET A.LL.

TypeuumnH
a

BHECEHHS 3MiH 40 peecTpauinHmx maTepianis: 3miHu 11
TMny - 3MiHK Wwono 6e3nekn/eekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHsi abo 3miHa(u) o
3060B'A3aHb Ta YMOB BuAaui peecTpaLifiHoro

nocBigYeHHs, BKntovatoun MnaH ynpaeniHHsS puavkamm

(3acTocyBaHHsi 3MiH(1), ski(a) BUMaraTb(€)
noganbLloro 06rpyHTyBaHHS HOBUMUW [OAATKOBUM
OaHUMK, Lo MatoTb Ha4aBaTUCS KOMMETEHTHUM
OpraHoM, OCKifnbKk/ BUMaraeTbCsi CyTTEBA OLiHKa
KOMMETEHTHUM opraHom) - BukoHaHHsi 3060B'3aHb
BigNOBIAHO 40 MianyHKTY 2.3 nyHKTY 2 gopatky 15 no
[Mopsiaky NnpoBedeHHS eKcnepTu3n peecTpauinHnx
MaTepianis Ha nikapcbki 3acobu, Wo noaarTbes Ha
OepXaBHY peecTpalito (nepepeecTpaliio), a Takox
eKcnepTnan maTepianis NPo BHECEHHSA 3MiH 40
peecTpauiiHnx matepianis npoTarom Aii
peecTpauiiHoro NocBiA4YeHHs, 3aTBEPAXKEHOIO Haka3oM

6e3
peyenma

UA/5305/01/01
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy MOS Big
23.07.2015 Ne 460)
177.| MIKO®IH® Tabnetkn no 250 mrno | HOBEJ INTAY TypeuunHa HOBEN INAY CAHAI BE TypeuumnH BHECEHHS 3MiH JO peecTpaLiiHnX maTepianis: 3aminu I 3a UA/5305/02/02
4 Tabnetku y GnicTepi, CAHAI BE TIOXKAPET A.LL. a TUny - 3MiHK Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom
no 1 6nictepy y TIOXAPET apmakoHarnsgy. BHeceHHs abo 3miHa(m) o
KapTOHHIN ynakoBsLi; A.LL. 3060B's3aHb Ta YMOB BuAa4i peecTpauiniHoro
no 14 tabnetok y NnocBiAYeHHs1, BKNtoYarouy MNnaH ynpasniHHSA pusvkaMmum
6nictepi, no 1 abo 2 (3acTocyBaHHst 3MiH(1), Aki(a) BUMaraoTb(€)
GnicTepu y KapTOHHIW noAanbLIoro obrpyHTyBaHHS HOBUMMW 40OATKOBUM
ynakoBLi OaHyMu, Lo MalTb HaJaBaTUCs KOMNETEHTHUM
OpraHoM, OCKifMbKN BUMaraeTbCsl CyTTEBA OLliHKa
KOMMETEHTHVMM opraHom) - BukoHaHHsi 3060B'si3aHb
BigMNOBIAHO 40 MiAnyHKTY 2.3 nyHKTY 2 gogatky 15 go
Mopsiaky NpoBeAEHHS eKCrnepTU3n peecTpauinHnx
MaTepianie Ha nikapcbki 3acobu, Wo nogarTbes Ha
OepxaBHY peecTpalito (nepepeecTpaliio), a Takox
eKkcrnepTu3n MaTepianis Npo BHECEHHS 3MiH 0
peecTpauiiHux maTtepianis NpoTAarom aji
peecTpauinHOro NocBiAYeHHs, 3aTBEPAKEHOIrO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y penakuii Hakady MOS Big
23.07.2015 Ne 460)
178 MOBIHA3A®-10 TabneTtkn, BKpUTI Mosi Xenc LLiseriuapis CaBa Xenckea J11a, IHais; IHgis/ BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/11619/01/01
Mr o060oroHkoto, Mo6X MegiTon ®apmachbtoTikan YropwuHa TMNy - AOMiHICTPaTVBHI 3MiHW. BunyyeHHs BupobHunyoi | peyenmom
KMLLKOBOPO3UYUHHI MO JIta., YropwuHa OinbHUUI (BKNoYatouun ginbHudi ans A®l, npomixkHoro
10 mr no 10 TabneTok npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHuLI
y Bnictepi; no 1 abo 3 ONs NPOBEAEHHSA NaKyBaHHS, BUPOOHMKa,
6nictepy B KApTOHHIN BiANOBIAanNbLHOro 3a BUMYCK cepiit, MicLie NpoBeaeHHS
Kopobui KOHTpONtO cepii) abo nocTayanbHWKa BUXIQHOIO
maTepiany, peareHTy abo JONOMIKHOT PEYOBMHU (SIKLLIO
3a3HayeHo Yy A0CbE) - BUINYyYEeHHS BUpoGHukiB M3
Knesa CA, Npeuis Ta Bannec ®apmacbtoTikanc NBT.
JIta., IHpis (BBegeHHs 3MiH NpoTsArom 6-Tv MicsiiB nicnsi
3aTBEPAXKEHHS)
179., MOBIHA3A®-20 TabneTtkn, BKpUTI Mosi Xenc LLiserinapis CaBa Xenckea J114, IHais; IHais/ BHECEHHS! 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/11619/01/02
Mr 060oroHKoto, MM6X Megiton ®apmachbtoTikan YropwuHa TMNy - AOMiHICTpaTuBHI 3MiHW. BunyyeHHs BupobHunyoi | peyenmom
KMLLKOBOPO3UYUHHI MO Jita., YropwuHa OinbHUUI (BKNovatouun ginbHudi ans A®l, npomixkHoro
20 mr no 10 Tabnetok npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuLI
y BnicTepi; no 1 abo 3 [ONS NPOBEAEHHSA NaKyBaHHS, BUPOOHMKa,
6nictepu B KApTOHHIl BiANOBIAANbHOro 3a BUMYCK Cepii, MicLie NpoBegeHHS
Kopobui KOHTpONO cepii) abo nocTayanbHMKa BUXIOHOMO
maTepiany, peareHTy abo JONOMKHOT Pe4YOBMHU (SIKLLIO
3a3HayeHo Yy A0CbE) - BUINYyYEeHHS BUpoGHukis M3
Knesa CA, peuis Ta Bannec ®apmacstoTikanc 8T.
JIto., IHpia (BBegeHHs 3MiH NpoTsArom 6-Tu MicsuiB nicnsi
3aTBEpPAXEHHS)
180, MOOENb NPO TabneTkun, BKpUTI Tesa I3painb BMPOGHMLITBO Cynranar BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3MiHu | 3a UA/13889/01/01
nniBKOBOIO dapmaueBTika Hepo3dacoBaHoi NoAyKLii, OmaH/ 1Ny - 3miHn Wwopao 6e3nekn/eeKkTUBHOCTI Ta peuenmom
obornoHkoto, no 21 n IlHgacTpi3 nepBMHHa Ta BTOPWHHA Xopsaris apmakoHarnsigy. BeegeHHs abo 3miHu oo
Tabnetui y 6nictepi; Nro. ynakoBKa, KOHTPOrb cepii: y3ararnbHeHNX AaHnx Npo cuctemy papmakoHarnsgy

no 1 abo 3, abo 6

OmaH PapmacbioTukan

(BBeﬂeHHH y3aranbHeHUX gaHux npo cucrtemy
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IIpogoBxeHHs no1aTka 3

Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

6nicTepiB B kKOopobUi

Mpogaktc Komnaxi TOB,
CyntaHat OMaH; f03BIn Ha
Bunyck cepii: MNIBA
XpBartcka 4.0.0, XopBarTis

dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnsaay 3asiBHUKa Ans
34iicHeHHs dhapMakoHarnsgy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu 3asiBHWKa, BiANOBiAanNbHOI 3@ 3A4iNCHEHHS
dapmakoHarnagy: NponoHoBaHa pegakuisa — Orit Stern-
Maman. 3MiHa KOHTaKTHUX A4aHWX YMOBHOBaXeHOI
ocobwm.
3MiHa Micus 34iNCHEeHHS OCHOBHOT AiSNbHOCTI 3
dapmakoHarnsgy. 3MiHa agpecu mactep-danna

181,

MOAENNb
TPEHA

TabneTkn, BKpUTI
NNiBKOBOIO
obornoHkoto, no 24
CBITMNO-pPOXEBUX
(aKTUBHMX) TabneTkn
Ta no 4 6innx
Tabnetku (nnauebo) y
6nicTepi; no 1
6nictepy B KopoOLi

TeBa
dapmaueBTika
n IlHgacTpis
NTo.

I13painb

BUPOBHMLUTBO
Hepo3dacoBaHoi
npoaykuii, NnepBuHHa Ta
BTOPWHHA ynakoBka,
KOHTponb cepii: OmaH
dPapmacbtoTukan MpopakTtc
Komnani TOB, CyntaHat
OmaH; [03Bin Ha BUMYCK
cepii: MNIBA Xpsatcka
[.0.0., XopBariga

CynraHat
OmaH/
Xopgarisa

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn |
TUny - 3MiHK Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHNX AaHunX Npo cuctemy dhapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA dapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[icHeHHs hapmMakoHarnaay B YkpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHoi ocobu, BignosiganbsHoi 3a
30iMCHEHHS (hapMakoHarnsay (BKNOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu 3aABHUKA, BiAnNoBiganbHOI 3a 30iNCHEHHSA
dapmakoHarnsgy: NponoHoBaHa pegakuis — Orit Stern-
Maman. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXeEHOI
ocobu.
3MmiHa Micus 34iNCHEHHS OCHOBHOI AisiNbHOCTI 3
bapmMakoHarnsgy. 3miHa agpecy macTep-danna

3a
peuenmom

UA/14092/01/01

182,

MOMEJEPM®

mMa3b, Tmr/rno15ry
Ty6i, no 1 Ty6i B
KapTOHHi kopobuyi

TOB
"BANEAHT
®APMACHIO
TIKAN3"

YkpaiHa

dapmsasog €Enbca A.T.

MNonbLa

BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu |
TMNY - 3MiHW 4O IHCTPYKUIT ANst MeanyHoro
3acTocyBaHHsA y po3ainu "MpoTunokasaHHs",
"OcobnuBocTi 3actocyBaHHA", "Mo6iuHi peakuii”
BiMNOBIAHO JO OHOBNEHOT iHpopmaLii 3 6e3nekn Aitoyoi
peyoBvHW. BBeaeHHs 3MiH npoTarom 6-tu micauis
nicns 3aTBepAXeHHs

3a
peuyernmom

UA/10968/01/01

183,

MOHKACTA®

TabneTku XyBanbHi Nno
4 Mrno 7 Tabnetok y
6nictepi; no 2 abo no
4, abo no 8 bricTepiB y
KapTOHHI kopobui

KPKA, 8.4.,
Hoso mecto

CrnoBeHis

BMpobHMUTBO "in bulk”,
nepBUHHE Ta BTOPUHHE
nakyBaHHS!, KOHTPOIb cepii
Ta BUNyCK cepil:
KPKA, a.4a., Hoso mecTo,
CnoBeHis

KPKA Monbwa Cn. 3 0.0.,
Monbuwa

CnoBeHis

BHECEHHS 3MiH IO peecTpaLjiiHMX maTepianis: 3MiHu |
Tuny - 3MiHK 3 sikocTi. Fo0TOBMI Nikapcbkuii 3acib. 3MiHN
y BUpPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYIOTbCS
BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOIO NiKapCbKoro

3acoby (3amiHa abo gopaBaHHs AinbHULI, Ha kil
3[iNCHIOETLCS KOHTPOIL/BUNPOBYBaHHS cepii) -
BBEAEHHS 0AATKOBOI AiNbHULI BignosiaanbHini 3a
koHTponb cepii KPKA, g.4., HoBo mecto, CrnoBeHisi
MoBxoBa yniua 5, 8501 HoBo mecTo, CnoBeHisi; 3miHu |
Tuny - 3MiHK 3 sKocTi. [o0TOBMI Nikapcbkui 3aci6. 3MiHK

3a
peuerimom

UA/13943/01/01
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Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

BMpoGHMUTBO "in bulk",
NepBUHHE Ta BTOPUHHE
nakyBaHHs:

KPKA, a.4a., Hoso mecTo,
CnoBeHis

KOHTpOnb cepil:
KPKA, a.4., HoBo mecTo,
CnoBeHis

y BUpoGHMUTBI. 3amiHa abo BBeAEeHHS 0AaTKOBOI
AinbHULI BUpOGHMLTBA ANS YacTMHM abo BCbOro
BMPOGHWYOro NpoLecy roToBoro fikapcbkoro 3acoby
(BinbHUUS AN BTOPUHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI AiNbHULA A4S BTOPUHHOMO NaKyBaHHS
KPKA, g.4., HoBo mecto, CnoBeHist HoBoMelwuka LecTa
22, 8310 LeHTepHe, CroBeHist; 3MiHn | Tuny - 3MiHK 3
[KocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3amiHa abo BBeeHHA [OAAaTKOBOI OiNbHUL
BMPOGHMLTBA ANt YacTUHM abo BCbOro BUPOGHMUYOro
npoLecy roToBOro nikapcbkoro 3acoby (JinbHuUs Ans
NepBUHHOIO NaKyBaHHs) - BBEAEHHS 40AATKOBOI
AinbHUUS ons nepeuHHoro nakysaHHA KPKA, a.4a., Hoso
mecTo, CnoBeHisa HoBomeluka uecrta 22, 8310
LLleHTepHe, CrnoBeHis; 3MiHM | TUny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHWM Yy BUPOBHULITBI.
3amiHa abo BBeAEHHS 40AaTKOBOI AiNbHULI
BMpPOBHMUTBA Anst YacTuHM abo BCbOro BUPOGHNYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHuUs, Ha
SKii NpoBOAATLCA ByAb-aki BUpoOHWYI cTagii, 3a
BVHSITKOM BUWMYCKY CEPiii, KOHTPOIO SKOCTi, NEPBUHHOTO
Ta BTOPVHHOIO MaKyBaHHS, A5t HECTEPUIbHUX
nikapcbknx 3acobiB) - BBEAEHHSA AOAATKOBOI AiNbHUL,
Ha Sk npoBoaaTbcst Byab-aki BUpoOHWYi cTagii, 3a
BUHSITKOM BUMYCKY CEPiii, KOHTPOIO SIKOCTi, NEPBUHHOTO
Ta BTOPWMHHOIO NaKyBaHHs1, 41151 HECTEPUITbHNX
nikapcbkux 3acobis KPKA, a.4., Hoso mecto, CrnoseHist
Hosomelwuka uecta 22, 8310 LUeHTepHe, CnoseHisi

184,

MOHKACTA®

TabneTku xxyBasnbHi No
5 Mr no 7 Tabnetok y
6nicTepi; no 2 abo no
4, abo no 8 bricTepiB y
KapTOHHI kopobLyi

KPKA, 8.4,
Hoso mecto

CrnoBeHisi

BMpoBbHMUTBO "in bulk”,
nepBMHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb cepii
Ta BUNYCK cepil:
KPKA, a.a., Hoso mecTo,
CnoBeHisa

KPKA Monbwa Cn. 3 0.0.,
Monblia

BUpo6bHMUTBO "in bulk”,
NepBUHHE Ta BTOPUHHE
nakyBaHHs:

KPKA, a.a., Hoso mecTo,
CnoBeHisa

KOHTPOnb cepii:
KPKA, a.4a., Hoso mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu |
Tuny - 3MiHK 3 sikocTi. Fo0TOBMI Nikapcbkui 3acib. 3MiHN
y BUPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOTO NiKapCbKoro

3acoby (3amiHa abo gopaBaHHs AinbHULI, Ha SKiA
3[iNCHI0ETLCSI KOHTPOIL/BUNPOBYBaHHSI cepii) -
BBEAEHHS A0AATKOBOI AinbHULI BignoBiaanbHin 3a
koHTporb cepii KPKA, g.4., HoBo mecto, CrnoBeHisi
MoBxoBa yniua 5, 8501 HoBo mecTo, CrnoBeHisi; 3MiHu |
Tuny - 3MiHn 3 sKocTi. [oToBMI Nikapcbkui 3acib. 3MiHN
y BUpo6HMUTBI. 3amiHa abo BBeAeHHS 0AaTKOBOI
AinbHUUI BUpOBGHMLTBA ANs YacTMHM abo BCbOro
BUPOBHMYOro npoLecy roToBoro fikapcbkoro 3acoby
(BiNbHMUS ONs BTOPMHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI AiNbHULUSA ANS BTOPUHHOMO NakyBaHHSA
KPKA, o.4., HoBo mecto, CnoBeHist HoBomelwka Lecta

22, 8310 LeHTepHe, CrnoBeHis; 3MiHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHM y BUPOOHULITBI.

3amiHa abo BBeAeHHS A0AaTKOBOI AiNbHULI

BMPOGHMLTBA ANt YacTUHM abo BCbOro BUPOGHUYOro

npoLiecy rotToBoro nikapcbkoro 3acoby (ginbHuUsA ans

NepBMHHOIO NaKyBaHHS) - BBEAEHHsI [OAATKOBOI

3a
peyerimom

UA/13943/01/02
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AinbHUUS ons nepeuHHoro nakysaHHA KPKA, a.4a., Hoso
MecTo, CnoBeHisa HoBomeluka uecrta 22, 8310
LLleHTepHe, CrnoBeHis; 3MiHM | TRy - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHWM Yy BUPOBHULITBI.
3amiHa abo BBeAEHHS 40AaTKOBOI AiNbHULI
BMPOGHMLTBA ANst YacTUHM abo BCbOro BUPOBGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHuUs, Ha
SKii NpoBOAATLCA ByAb-AKi BUPOOHWYI cTagii, 3a
BVHSITKOM BUWMYCKY CEPiii, KOHTPOIO SKOCTi, NEPBUHHOTO
Ta BTOPVHHOIO MaKyBaHHS1, A5t HECTEPUIbHUX
nikapcbknx 3acobiB) - BBEeHHSA AOAATKOBOI AiNbHUL,
Ha Sk npoBoaaTbcst Byab-aki BUpoOHWYi cTagii, 3a
BVHSITKOM BUMYCKY CEPiii, KOHTPOIO SIKOCTi, NEPBUHHOIO
Ta BTOPWMHHOIO NaKyBaHHs1, 41151 HECTEPUITbHNX
nikapcbkux 3acobis KPKA, a.4., Hoso mecto, CrnoseHist
Hosomelwuka uecta 22, 8310 LUeHTepHe, CnoseHisi

185,

MOHKACTA®

TabneTku, BKpUTI
NniBKOBOKO
o6ornoHkoto, no 10 mr
no 7 Tabnetok y
6nictepi; no 2, abo no
4, abo no 8 6nicTepiB y
Kopobui

KPKA, 8.4.,
Hoso mecto

CrnoBeHisi

BUpoBbHMUTBO "in bulk”,
nepBMHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb cepii
Ta BUNyCK cepil:
KPKA, a.a., HoBo mecrTo,
CnoBeHisa

KPKA Monbwa Cn. 3 0.0.,
Monblia

nepBMHHE Ta BTOPUHHE
nakyBaHHs:

KPKA, a.a., HoBo mecTo,
CnoBeHis

KOHTpOrb cepii:
KPKA, a.a., Hoso mecTo,
CnoBeHisa

CnoBeHis

BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu |
Tuny - 3MiHK 3 sikocTi. F0TOBMI Nikapcbkuin 3aci6. 3MiHN
y BUpoGHMUTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
AinbHULI BUpOGHMLTBA NS YacTMHM abo BCbOro
BMPOGHWYOro NpoLecy roToBoro fikapcbkoro 3acoby
(ginbHUUS AN BTOPUHHOIO NakyBaHHS) - BBEAEHHS
[OAATKOBOI AiNbHULS Ansi BTOPUHHOMO MaKyBaHHSA
KPKA, a.a., Hoso mecTo, CnoBeHis HoBomellka LecTta
22, 8310 LWeHTepHe, CroBeHis; 3miHn | Tuny - 3MiHK 3
sKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3MmiHa iMnopTepa/aMiHu, Lo CTOCYIOTBCS BUMYCKY cepil
Ta KOHTPOIIO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHs OinbHULI, Ha SKIN 3AINCHIOETBCSA
KOHTpOnb/BMNpobyBaHHS cepii) - BBeAEHHS 40AaTKOBOI
AinbHULI BignoBiganbHin 3a koHTponb cepii KPKA, g.4.,
Hoso mecTo, Crnoseris Mosxoa yniua 5, 8501 Hoso
mecTo, CroBeHis; 3MiHM | Tuny - 3miHK 3 sKOCTi.
[oToBMI Nikapcbkuit 3aci6. 3MiHWM Yy BUPOBHULITBI.
3amiHa abo BBeAeHHS A0AaTKOBOI AiNbHULI
BMPOBHMUTBA Ansi YacTuHM abo BCbOro BUPOGHNYOro
npoLiecy roToBoro nikapcbkoro 3acoby (ginbHuUUsA ans
NEepPBMHHOIO NaKyBaHHS) - BBEAEHHSI [OAATKOBOI
AinbHUUI AiNbHUUS AN nepBUHHOrO nakyBaHHSA KPKA,
a.4a., Hoso mecto, CnoBeHisi HoBomellka uecta 22,
8310 LeHTepHe, CnoBeHisi

3a
peyerimom

UA/13942/01/01

186,

MYKANTUH®

Tabnetku no 50 mr no
10 Tabnetok y
ctpunax; no 10
TabneTok y cTpuni, no
3 cTpunu B nayui; no
30 TabneTtok y
KOHTEeNHepi, no 1
KOHTEeNHepy Yy nauui;
no 10 TabneTtok y

MNAT
"Tanuucdapm"

YkpaiHa

MAT "lrannydapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHnX maTepianis: 3MiHu |
TMNy - 3MiHK Wwopao 6e3snekn/edpekTMBHOCTI Ta
hapMakoHarnsgy - OHOBIEHHSI BXXe 3aTBEPOKEHOrO
TEeKCTY MapKyBaHHS1 BTOPMHHOI Ta NEPBUHHOI YNaKOBKM
nikapcbKoro 3acoby (BHeCeHHs1 Mo3Ha4YeHb OANHULIb
BMMIPIOBaHHSI 3 BUKOPUCTAHHAM TiTep NaTUHCbKOro
andagiTy). BBegeHHs 3MiH npoTsirom 6-Tu micsuis nicns
3aTBEPOKEHHS

6e3
peuenma

UA/1982/02/01
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
6nictepax; no 10
Tabnetok y 6nictepi,
no 3 6nictepu B nayui
187. HEAPOKCOH® PO34MNH ANs iH'eKUii, MAT Ykpaina MAT "Tanuudpapm"” YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/12114/01/01
500 mr/4 mn no 4 mn B "Manuydapm” UMy - 3MiHn Wwoao 6esnekn/edekTMBHOCTI Ta peuernmom
amnyni; no 5 amnyn B bapMakoHarnagy - 3MiHM BHECEHi B TEKCT MapKyBaHHS
GnicTepi; no 2 yNaKoBKW fikapcbkoro 3acoby Lioao 3a3HaveHHst
onictepu B nayui MiKHapOOHMX NO3HAYeHb OAMHWLIb BUMIPIOBAHHS.
BBepneHHA 3MiH npoTArom 6-tu micauiB nicnsa
3aTBepAXKEHHSA
188, HEMPOKCOH® PO34NH ONs iH'eKUiN, MAT YkpaiHa MAT "Tanuudpapm" YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | 3a UA/12114/01/02
1000 mr/4 mn no 4 mn "Tannudapm” TUny - 3MiHu Wwoao 6esnekun/edekTMBHOCTI Ta peuyenmom
B amnyni; no 5 amnyn capmakoHarnagy - 3MiH1M BHECEHi B TEKCT MapKyBaHHS
B Gnictepi; no 2 yNaKoBKU fikapcbkoro 3acoby Lioao 3a3HavyeHHst
6nictepu B nayui MiKHapOgHUX NO3HaYeHb OANHULb BUMIPIOBAHHS.
BBeaeHHA 3MiH npoTArom 6-t1 micauiB nicna
3aTBepAKEHHSA
189. HIMEQAP® Tabnetku no 100 wmr, MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/9104/01/01
no 10 Tabnetok y "®apmaLieBTu dipma "OapHuus" TMny - AgMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM NiKapCLKOro | peuernmom
KOHTYPHIlA YapyHKOBI YHa chipma 3acoby - 3MiHN BHeceHi LLoao Ha3eu J13. 3aTBepaKeHo:
ynakosui; no 3 "OapHnusa" HIMECYNIO-OAPHNUA HUMECYNNO-0APHULA
KOHTYPHI YapyHKOBI (NIMESULIDE-DARNITSA) 3anponoHoBaHo:
yMakoBKU y nayui HIMEOAP® HAMEOAP® (NIMEDAR®). BeegeHHs 3MiH
NPOTArom 6-T1 MicsAUIB NicNsa 3aTBEPAYKEHHS.
190.| HITPOMIHT® cnpew 3AT YropwuHa 3AT dapmaueBTUYHUI YropwuHa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/7912/01/01
cy6niHrsaneHun, 0,4 dapmaneBTny 3aBog ElC Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. peuenmom
mr/go3y no 10 r (180 HWU 3aBog Cuctema KoHTeWHep/3akynoptoBanbHui 3aci6. 3miHa y
[003) PO34KHY B ErC NEePBUHHIN YNakoBLi rOTOBOro nikapcbKoro 3acoby
nposopomy 6anoHi 3 (sKicHWIA Ta KinbkicHWI cknap) - M'ski Ta HecTepunbHi
uukrioonediH pigki nikapcoki opmu - BBEAEeHHS A0AaTKOBOI
cononimepy, 3 ynakoBku: 6anoHa antoMiHiEBOro 3 403y04Mm
A03YH0UUM NPUCTPOEM, NPVUCTPOEM, 3 PO3MUIIIOIOYOID FOMOBKOID Ta 3aXUCHUM
3 PO3NUIIOIYO0I0 KOBMaYkoM, sikuii, 6yB 3apeecTpoBaHuil B YKpaiHi
rofioBKOO Ta paLliHe, 3 BiANOBIAHUMM 3MiHAMM Y P. «YNaKoBKay
3aXMCHUM KOBMa4KoM, (BBepeHHs 3MiH MpoTSArom 6-Tv micsAuiB nicns
3 KOHTpPONeM nepLIoro 3aTBEPAXEHHS)
BIAKPUTTS Y KapTOHHIN
Kopobui; B
antoMiHieBomy 6anoHi
3 403y04MM
NpUCTPOEM, 3
PO3NMNIoHYOI0
rofoBKoto Ta
3aXUCHUM KOBMA4KoM,
Y KapTOHHI kopobui
191.) HILEProniH TabneTku, BKpUTI MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3miHu | 3a UA/5252/01/01
o6onoHkoto, no 10 mr "Tannydapm” TUny - 3MiHn Wwoao 6esnekn/edekTMBHOCTI Ta peuenmom

no 10 TabneTok y
6nicrepi; no 3
Gnictepu B nayui

capmakoHarnagy - 3MiHM BHECEHi B TEKCT MapKyBaHHS
YNaKoBKM MiKapcbKoro 3acoby o0 3a3Ha4YeHHs
MDKHapOAHUX NO3Ha4YeHb OAUHWLE BUMIPIOBAHHS.
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BBeaeHHA 3MiH npoTArom 6-tu micauiB nicnsa
3aTBepAXKEHHSA
192/ HOBOMNAPUH® PO34MH ans iH'ekuin, xeHodapm Benuka LeHnpxeH Tekooy Kutai BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/9061/01/01
100 wmr (10 000 aHTK- Jitg BpuTaHia dapmacbtotukan Ko., Nltg TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa HanMmeHyBaHHS Ta/ | peuyenmom
dakTop Xa MO)/mn no abo agpecy 3asiBHMKA (BnacHWKa peecTpauinHoro
0,2 mn (20 wr), abo no noceigyeHHs1) 3miHa agpecu 3asiBHUKa
0,4 mn (40 wr), abo no
0,6 mn (60 mr), abo no
0,8 mn (80 mr), abo no
1,0 mn (100 mr) y
nonepeaHLo
HarnoBHEHOMY LUNpUL;
no 2 wnpuum B
6nictepi; no 1
6nicTepy B KapTOHHI
kopo6ui; no 0,2 mn (20
mr), abo no 0,4 mn (40
mr), abo no 0,6 mn (60
mr), abo no 0,8 mn (80
Mr) y nonepeaHb0
HarnoBHEHOMY LUNpUL;
no 2 wnpuum B
6nicrepi; no 5
GnicTepiB y KApTOHHIl
kopobui
193.| HONINPEN® TabneTku, BKpUTI e PpaHuis JlabopaTopii Ceps'e PpaHuis/ BHECEHHS 3MiH 0 peecTpaLinHMx maTepianis: 3MiHu || 3a UA/5650/01/01
APrIHIH nniBKOBOK JTIABOPATYA IHgacTpi, PpaHuis; Ceps'e IpnaHaia TUNY - 3MiHW 40 IHCTPYKUIT AN MeanyHoro peuyenmom
obonoHkoto; no 14 abo P CEPB'E (Ipnangis) IHgacTpic JlTa, 3acTocyBaHHsl Ao po3ainis "MNpoTunokasaHHs",
no 30 TabneTtok y Ipnangisa "B3aemogisi 3 iHWMMM nikapcbkumm 3acobamm Ta iHLwi
KOHTENHepi; no 1 BMAan B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
KOHTeNHepy B KOpobui "MobiuHi peakuii”. BBegeHHs 3MiH npoTsArom 6-tn
3 KapTOHY MicsiliB nicnsA 3aTBepAXKeHHs1
194, HONINPEN® TabneTkn, BKpUTI ne DdpaHuis ITaGopaTopii Ceps'e DdpaHuis/ BHECEHHS1 3MiH 4O peecTpaLiiHnX maTepianis: 3amiHu || 3a UA/5650/01/02
APTHIH ®OPTE NniBKOBOKO JIABOPATYA IHpacTpi, ®paHuisi; Ceps'e Ipnangisa TMNY - 3MiHW 40 IHCTPYKUIT ANs MeanyHoro peuenmom
060noHko; o 14 abo P CEPB'E€ (Ipnangis) IHgacTpic JlTg, 3acTocyBaHHs Ao po3ainis "MpoTunokasaHHs",
no 30 TabneTok y IpnaHgisa "B3aemogisi 3 iHWMMKM nikapcbkuMm 3acobamm Ta iHLwi
KOHTeMnHepi; no 1 BuAaun B3aemogin", "OcobnmBOCTi 3acTOCyBaHHS",
KOHTelHepy B kopobLi "MobiyHi peakuii”. BBeAeHHA 3MiH NpoTAromM 6-tn
3 KAPTOHY MicsiLiB nicnsa 3aTBepAXXEeHHSA
195, HOOBYT® MOPOLLIOK (CyOCTaHLis) ToBapucTso 3 YkpaiHa ToBapuCTBO 3 4OAATKOBOIO YkpaiHa BHECEHHS 3MiH A0 peecTpauinHux matepianis: 3MiHu | - UA/15496/01/01

y NoABINHUX
nonieTMneHoBux
naketax ans
dapmaLeBTU4YHOro
3aCTOCYyBaHHS

[04aTKOBOK
BiAnoBiganbHi
CTIo
"IHTEPXIM"

Bi4NoOBiAanbHICTIO
"IHTEPXIM"

TMny - 3MiHn 3 sikocTi. A®Il. BupobHuuTBo. 3miHa
BMPOGHMKa BUXIAHOrO/NPOMIXXHOTO NMPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoueci A,
abo 3miHa BUpoOHuKa (BKNoYaroun, e HeobxigHo,
Micue npoBedeHHs koHTporto skocTi) ADI (3a
BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponencokin
hapmakonei y 3aTBepXeHOMy AOChE)(3MiHM A0
3axopis, Nos'sa3aHux 3 koHTponem A®l, abo foaaBaHHs
OinbHULI, Ae NPOBOANTBLCSA KOHTPOMb/BUNPODbyBaHHS
cepii) - 3amMiHa dinbHWUI, Ha SIKiN 34INCHI0ETBCS




70

IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BMMNpoGYyBaHHS KOHTPOMO cepii 3 AiNbHUUb 3a agpecamu
Ykpaina, 65080, Opecbka 06n., m. Opeca,
Tioctpopdebka gopora, 6ya. 86 Ta YkpaiHa, 65025, m.
Opeca, 21-11 km. CTapokuiBcbkoi goporu, 23 Ha
AinbHUUO 3a agpecoto YkpaiHa, 65025, m. Ogeca, 21-1n
kM. CTapokuiBcbkoi goporu, 40-A. 3miHun | Tuny -
AnMiHicTpaTuBHI 3MiHW. BunyyeHHs BUPOGHMYOT
OinbHULi (BKroYatoun AinbHuui Ansa APl npomibkHOro
npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuLi
[ONsi NPOBEAEHHS NaKyBaHHS!, BUPOGHMKa,
BiANOBIAANbHOro 3a BUMYCK Cepiii, MicLle NpoBeaEeHHS
KOHTpOno cepii) abo noctayanbHWKa BUXiQHOTO
matepiany, peareHTy abo AOMOMIXKHOI PEYOBUHM (SIKLLO
3a3HAYEHO Y JOCLE) - BUITYYEHHS! OinbHULI YKpaiHa,
65080, Opecbka 0bn., M. Ogeca, Nioctaopdcbka
nopora, 6ya. 86, oe 3aiicH0eTbCA 36epiraHHs roToBoi
npoayKuii Ta BUNYCK cepii, a TaKoX BUNMYYEHHS
HOPUANYHOI agpecy BUpoBHMKa
196, HYPODEH® kancynu m'ski no 400 PekkiTT Benuka BignoBiganbHUn 3a Benuka BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 6e3 UA/14179/01/01
EKCNPEC mr, no 10 kancyn y BeHkizep BpuTaHis naKkyBaHHS Ta BuUnyck cepii: | BbputaHris/ TUMY - NOAAHHSA HOBOro cepTudikaTta BiANOBIAHOCTI peuenma
POPTE 6nicrepi, no 1 Xenckep PekkiTT BeHkizep Xenckep HigepnaH €ponelicbkii hapmakonei Ne R1-CEP 2000-087-Rev
GnicTepy B KapTOHHIl IHTepHeLwWwHnN IHTepHewHn JliviTea, an 02 gns gitovoi pevosuHu Ibuprofen Big HoBoro
Kopobui Nimiteq Benvka bpuTaHis; BMpOOHMKa [OAATKOBO 4O 3aTBEPAKEHOro BUPOOHUKa
BiANOBIganbHW 3a Adl
BMPOGHUMLTBO in bulk:
MaTteoH Cocpmrenc b.B.,
Higepnanan
197.| O3YPOEKC® iMnnaHTaTt ans AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH A0 peecTpauinHmx maTepianis: 3miHu 11 3a UA/12292/01/01
iHTpaBiTpeanbHoro dapmacbtoTik dapmacbtoTikans lpnaHgis TMNY - 3MiHW 4O IHCTPYKUIT ANst MeanyHoro peuenmom
BBeAeHHs, 700 mkr, no an3 lpnangis 3acTocyBaHHsi Ao po3ginis "Cnocib 3actocyBaHHs Ta
1 annikaTopy, LWo po3n", "MobivHi peakuii". BBegeHHs 3MiH NpoTarom 6-tn
MICTUTb iMMNaHTarT, MicsiLiB Micns 3aTBEPAXKEHHSI
pa3oM 3 nakeToM-
norfvMHa4Yem Bomoru, y
naker i3 ponbru; no 1
nakeTty i3 onbru B
KapTOHHi kopobui
198 ONTAP® 3 MI' Tabnetku no 3 mr, no MeHapiHi ITrokcembyp BMpOGHMLTBO "in bulk": ITanis BHECEHHS 3MiH O peECTpaLinHMX MaTepianis: TeXHIYHa 3a UA/6108/01/03
30 Tabnetok y IHTEepHeLLoHa r YCB Nimitea, IHais; nomunka y Cneundikauii MKA y Bumorax go tecty peuyenmom
6nicTepi; no 1 abo no n BMPOGHMLTBO "in bulk", MaenTudmkauma rmumenvpuaa
2 6nictepu B OnepenLioHc KiHLeBe naKyBaHHs, BUMYyCK
KapTOHHI kopobuyi TTrokcembypr cepini: A. MeHapiHi
CA. MaHrydakTypiHr JloricTikc
eHp Cepsicec C.p.J1.,
ITania; koHTponb cepii: A.
MeHapiHi ManydakTypiHr
ToricTikc eHng Cepsicec
C.p.J1., ITanis
199., OMHITPOMN® PO34nH Ans iH'eKkuin, 5 Canpos 'mbX AscTpis BMPOGHMLTBO in bulk, AscTpis BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3MiHu Il 3a UA/12754/01/01

mr/1,5mnno 1,5 mny

nakyBaHHs: CaHgos 'mo6X -

TMNY - 3MiHW 40 IHCTPYKUIT ANns MeanyHoro

peyernmom
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
kapTpuaxi; no 1, 5 abo Bl WadTeHay, ABCTpis; 3acTocyBaHHs Ao po3ainy "B3aemogisa 3 iHwmmMmn
10 KapTpuoxiB y BiANOBiAanNbHMIA 32 BUNYCK nikapcbknumuy 3acobamu Ta iHWi BUaM B3aemogin”,
KapTOHHI kopobui cepii: Cangos M'mbX - Bl "OcobnuBocTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHs Ta
KyHanb, ABCTpis nosn"
200., OMHITPON® po3umH ang iH'ekuin 10 CaHpos 'm6X ABCTpis BMpobHMUTBO in bulk, ABcTpis BHECEHHS 3MiH JO peecTpaLiiHNX maTepianis: 3miHu || 3a UA/12754/01/02
mr/1,5 mnno 1,5 mny nakyBaHHs: CaHpo3 'm6X - TUNY - 3MiHW A0 IHCTPYKUIT AN MeanyHoro peuenmom
kapTpugxi; no 1, 5 abo Bl WadTeHay, ABCTpis; 3acTocyBaHHs Ao po3ainy "B3aemogisa 3 iHwmMmn
10 KapTpuoxie y BiANOBiAANbHWIA 32 BUMNYCK nikapcbknummn 3acobamu Ta iHLWi BUaM B3aemogin”,
KapTOHHI kopobLyi cepii: Cangos 'm6X - Bl "OcobnuBocTi 3acTocyBaHHA", "Cnocib 3actocyBaHHs Ta
KyHanb, ABcTpis nosun"
201, OPTO®EH- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapuCcTBO 3 0OBGMEXEHOI0 YkpaiHa BHECEHHS 3MiH O peeCTpaLinHMX MaTepianis: TeXHiYHa 3a UA/7252/01/01
300POB'A 0BONOHKOM, obMexeHo BiANOBIAANbHICTIO noMurnka B iHCTPYKUiT ANS MEAWYHOIo 3aCTOCYBaHHSA peuyenmom
KMLLKOBOPO34UHHI, NO BignoBiganbHi "®apmMaueBTnyHa nikapcbkoro 3acoby y p. "lNikapcbka dopma”
25 mr no 30 TabneTtok cTHO KoMnaHis "3gopos'a"
y GnicTepi; no 1 "®apmaueBTun
6nictepy B kopobui 3 YHa KOMNaHis
KapToHy; no 10 "3popos's"
TabneTtok y 6nictepi;
no 3 6nictepu B
KopoOLi 3 KapTOHY
202.| OPTO®EH- TabneTku, BKpUTI ToBapucTBoO 3 YkpaiHa BCi cTaaii BupobHuuTBa, YkpaiHa BHECEHHSA 3MiH 00 peecTpauinHnX maTepianiB: TEXHIYHaA 3a UA/7252/01/02
300POB'A 060MoHKOM, obmexeHo KOHTPOIb SIKOCTi, BUMYCK noMurika B iHCTPYKUii ANst MEAMYHOIO 3aCTOCYBaHHSA peuenmom
POPTE KULLKOBOPO34MHHI, NO BignoBiaanbHi cepii: ToBapucTBO 3 nikapcbkoro 3acoby y p. "Nikapcbka dopma”
50 mr no 10 TabneTok CTHO obmexeHoo
y 6nictepi; no 1 abo "®apmaueBTu BignoBiaanbHicTO
no 3 6nictepu B YHa KoMmnaHisa "®apmMaueBTNYHa
KapTOHHI kopobLyi "3nopos's" KoMnaHis "3gopos's"”,
YkpaiHa; Bci ctagii
BMPOGHMLTBA, KOHTPOIb
SIKOCTi: TOBapnCTBO 3
obmexeHoto
BianoBiaanbHicTo
"®APMEKC IrPynmn",
YkpaiHa
203.| OCTEOIEHOH TabneTtkn, BKpUTI M'ep ®abp DdpaHuis Mep ®abp MeankameHT PdpaHuia BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu |l 3a UA/2977/01/01
NniBKOBOK MeankameHT MpogakwH T1ny - 3MiHK Wwopo 6e3nekun/eekTUBHOCTI Ta peuenmom

obornonkoto, no 10
TabneTtok y 6nictepi;
no 4 6nictepu B
KapTOHHIN ynakoBLi

dapmakoHarnsagy. 3MiHW y KOpPOTKili XapakTepucTui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLi
ONst MEQUYHOTO 3aCTOCYBaHHS Y 3B’A13Ky i3 HOBUMU
OaHUMU 3 SIKOCTi, AOKMIHIYHUMMU, KMNiHIYHUMW JaHUMK Ta
AaHvMu 3 hapmakoHarnsagy - 3MiHM BHECEHO [0
IHCTPYKUIT 4N Megu4HOro 3acTocyBaHHS NikapcbKoro
3acoby go po3ainiB "lMoka3aHHs" (YTOYHEHHSs!
iHcpopmaLii), "MpoTrnokasanHs", "Baaemogis 3 iHLWMMK
nikapcbknMu 3acobamu Ta iHWi Buau B3aemogin",
"OcobnmBocTi 3acTocyBaHHA", "3acTocyBaHHs y nepioa
BariTHocTi abo rogysaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta gosun”, "Oitn" (3aTBepaxeHo: Ockinbku
[OCBIQ 3aCTOCYBaHHSA OCEiH-TigpoKcnanaTuToBoi
CNonyKku1 OiTam obmexeHu, pekomeHaauii Wwoao o3 Ta
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
cxeM nNikyBaHHS AiTen we He po3pobneHi;
3anponoHoBaHo: OCTEOreHOH Npu3HavaTb AiTam
cTapLue 6 pokiB. B 3anexHocTi Big Biky Ta noTpebi y
Kanbuito, nikap npusHadyae gobosy fo3y 1-2 TabneTku),
"Mepeno3yBaHHa", "Mo6iuHI peakuii”. BBeaeHHs 3MiH
npoTsrom 3 MicsuiB nicnsi 3aTBepAKEHHS
204, ODPTONIK Kpanni o4Hi no 5 mn CEHTICC IHais CEHTICC ®APMA TBT. IHais BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | be3 UA/5782/01/01
abono 10 mny OAPMA TBT. nTa. Tuny - 3MiHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta peuenma
nnacTMKoOBOMY nTta. dapmakoHarnsigy. BeegeHHs abo 3miHv oo
dnakoHi-kpanenbHuLj; y3aranbHeHWX AaHux Npo cuctemy dapmakoHarnsgy
no 1 dnakoHy- (BBEAEHHSA y3aranbHEHUX AaHVX NPo CMCTeMy
KpanenbHuui y dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
KapTOHHIW nauyuji BiANOBiAaNbHOI 3a 34iNCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHMKa A5is
34iicHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
BiAMiHHa BiA ynoBHOBaXxeHOi ocobu, BianosiganbHoi 3a
3pilcHeHHst hapmakoHarnaay (BKMHOYAKYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn hapMakoHarnsgy) - 3MiHa ynoBHOBaXeHOi
ocobu BignoBiganeHoi 3a dhapMakoHarnsag:
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI ocobu BignosiaanbHoi
3a chapmakoHarnag;
lMponoHoBaHa pegakuia: TodaH Irop AHaToninosmy.
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOI 0cobu,
BiANoOBiAanbHOI 3a papmakoHarnsg. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI ocobu, BignoBiganbHoI 3a
dapmakoHarnag. 3miHa Micusi 3aiCHEHHS OCHOBHOI
nisnbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu macrtep-
danna
205.| NAKNITAKCEN KOHUEeHTpaT ans Awmakca Benvka KOHTPOIb Ta BUMYCK cepii: HimevuunH BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/15145/01/01
AMAKCA pO34nHy Ons iHdy3in, dapma NTA Bputanis AkBiga 'M6X, HimeuumnHa; a/ TUMY - 3MiHW A0 IHCTPYKLii ANs MeanyHoro peuernmom
6 mr/mn no 5 mn, 16,7 BMPOGHMUTBO in bulk, Pecny6bnik 3acTocyBaHHs y posginu: "lMpoTunokasaHHA",
mn abo 50 mny nepBMHHE Ta BTOPUHHE a Kopes "B3aemogisi 3 iHWMMKM nikapCbkumm 3acobamm Ta iHLwi
nakoHi; no 1 nakyBaHHsi: CamsiHr Buau B3aemogin", "OcobnmBocTi
nakoHy B KAPTOHHIN Biodhapmac'toTikens 3acTocyBaHHs"(nigpo3ain "3acTtocyBaHHs y nepiof,
Kopobui KopnopenwH, Pecnybnika BariTHocTi abo rogyBaHHs rpyaar”), "MobivnHi peakuii”
Kopesi; BUpoGHMLTBO in 3rigHO 3 JaHMMU Woao 6e3nekun fitoyvoi pevyoBrHN
bulk, nepBnHHe nakyBaHHS:
OnkoTek ®apma
MpoaykuioH MbX,
Hime4unHa; BTOpMHHE
nakyBaHHsi: Komcacc
'M6X, HimeuunHa;
BTOPUHHE MaKyBaHHs:
Benyc ®apma 'mbX,
HimeyunHa
206.| NAKNITAKCEN- KOHLEeHTpaT ans TOB YkpaiHa TOB "®APMEKC rpyn" YkpaiHa BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/13787/01/01
®APMEKC pO34nHy Ans iHdy3in, "®APMEKC Tuny - 3MiHK 3 akocTi. [0ToBMI Nikapcbkuin 3acib. peuernmom
6 mr/mn no 5 mn (30 reyn" CucTemMa KoHTelHep/3akynoptoBanbHuii 3acit. 3miHa
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
mr), 16,7 mn (100 wmr), pO3Mipy ynakoBKM roTOBOrO fikapcbkoro 3acoby
35 mn (210 wr), 41,7 (BUMYYEHHS yNakoBKy1 NEBHOrO PO3Mipy) - BUITyHEHHSI
mn (250 mr), 43,4 mn ynakoBok J13 Maknitakcen-®apmekc (no 30 KOHTYPHKX
(260 mr) abo 50 mn YapyHKOBMX YNaKOBOK Y KapTOHHIl kopobui Ta no 30
(300 wmr) y donakoHi; no (hbrnakKoHiB y KapTOHHIN kopobLi 3 neperopoakamm)
1 donakoHy y
KOHTYPHIN YapyHKOBIN
ynakosi; no 1
KOHTYPHIN YapyHKOBIN
ynakoBLUi y navi 3
KapTOHyY
207.| NAHTEHON mas3b, 50 mr/r, no 30 r “Xemodhapm” Pecny6nika BUPOBHMK rOTOBOro Pecny6bnik BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | be3 UA/7848/01/01
y Ty6i; no 1 Ty6i B AL Cepbisn nikapcbkoro 3acoby, a Cepbis TUNY - 3MiHW Y NpoLeci BUPOGHMLTBA rOTOBOrO peuyenma
KapTOHHI ynakosLi nepBuMHHE, BTOPUHHE nikapcbKoro 3acoby, BkoYauy NPOMiKHWUIA MPOAYKT,
nakyBaHHs!, KOHTPOMb LL|O 3aCTOCOBYETLCS NPU BUPOOHULTBI FOTOBOrO
cepii: "Xemodapm" ALl nikapcbKoro 3acoby - He3HauHi 3MiHW y npoueci
Bpwau, Biggin BupobHuya BMpOBHMUTBA nikapcbkoro 3acoby, a came 3miHa
ninbHMus LWabau, TemnepaTtypu npoTarom dasu roMmoreHisadii; amiHu |
Pecny6nika Cep0is; TUNy - BBEAEHHSA TEPMiHY NpuaaTHOCTI NikapcbKoro
BMPOOHWK, BiANOBiAanbHNUN 3acoby nicns nepLioro poskpuTTs. 3anponoHosaHo: P.
3a BMNYCK cepii: «YmoBu 36epiraHHs»: 36epirati npu TemnepaTypi He
«Xemodpapm» All, Buwe 25° C y HegoCTyNnHOMY Ans giTen Micui.
Pecny6nika Cepbis [Micnsa nepLuoro po3kpuTTA nikapcbkuii 3acid 3bepiratn y
3akpuTin Ty6i Npy TemnepaTypi He BuLe 25° C Ta
BUKOpUCTaTtn npotaroM 3 micsauis. BBegeHHs 3miH
npoTArom 6-TM micsuiB nicnsa 3aTBepAXeHHsA
208. NANABEPWUH PO34MH ANs iH'eKuin, MpuBaTtHe YkpaiHa [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/13332/01/01
20 mr/Mn no 2 mn B akuioHepHe TOBapuCTBO "Jlekxim- TMNy - 3MiHa y MeTofax BUnpobyBaHHsi rOTOBOIO peuenmom
amnyni; no 10 amnyn y TOBapuCTBO Xapki" nikapcbKoro 3acoby (iHwWi 3mMiHM y meTofax
nayui 3 KapToHy 3 "Jlekxim- BMNpoOyBaHb (BKo4akouy 3amiHy abo JONOBHEHHS));
neperopoakamu; no 2 Xapkis" 3MiHu | TNy - 3MiHa y NnapameTpax crneundikadin Ta/abo
mn B amnyni; no 100 OONyCTUMMX MEX, BU3HAYEHUX Y creumdikauiax Ha AdI,
amnyn y kopo6ui 3 abo BMXigHWUIN/NPOMIXKHUI NpoayKT/peareHT, Lo
KapTOHy 3 BMKOPUCTOBYIOTbCS Y npoueci BupobHuutea AdI
neperopogkamu; no 2 (3BY)KEHHS OMYCTUMUX MEX, BU3HAYEHUX Y
M B amnyni; no 5 cneuudikauii); cynyTHS 3MiHa: 3MiHa y MeTofax
amnyn y 6nictepi; no 2 BunpobysaHHs APl abo BuxigHoro
6nictepn y nayui 3 marepiany/npoMiKHOrO NPOAYKTYy/peareHTy, Lo
KapTOHYy BMKOPUCTOBYETbLCS y NpoLeci BUpobHuuTBa ADI
(He3HauHi 3MiHWN y 3aTBEpXEHMX MeToadax
BMNpobyBaHHSA)
209.| NEPEKUC PO34MH ans TOB YkpaiHa [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHu | 6e3 UA/6318/01/01
BOOHIO 3 % 30BHILUHLOIO "YkpaiHcbka ToBapucTeo "bionik" TMny - 3MiHK 3 AKkocTi. FOTOBWIA Nikapcbkuii 3aci6. peuenma
3actocyBaHHs 3 % no hapmavueBTUY CucTeMa KoHTenHep/3akynoptoBanbHuUiA 3aci6. 3miHa
50 mn y donakoHax, no Ha KoMmnaHis" pO3Mipy ynakoBKW roToBOro fikapcbkoro 3acoby (3MiHa
100 mn y 6aHkax Macu/o6'emy BMICTy KOHTelHepa 6aratogo3oBoro
nonimepHux abo nikapcbKoro 3acoby ans HenapeHTepanbHOro
dnakoHax 3acTocyBaHHs (abo 0aHOA030BOro0, YaCTKOBOrO
nonimepHux, no 200 BUKOPUCTaHHS)) - BBEAEHHS 40A4ATKOBOI YMaKOBKU MO
My dornakoHax 200 mn y dnakoHax nonimepHux (PBI1-200), 6e3 3MiHK
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
noniMepHux NepBMHHOTO MaKyBanbHOro mMarepiany dnakoHy,
(3akynoptoBanbHui 3acib (kpuLikn) 3anuwmecs 6e3
3MiH), 3 BiANOBIZAHUMW 3MiHAMK 80 p. «YNaKkoBKa»
210.| NIPALUETAM- TabneTku, BKPUTI MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/3225/01/01
OAPHWUUA obornonkoto, no 200 mr | "®apmaueBTn dipma "OapHmug"” TMNYy - 3MiHW Nepiogy NOBTOPHUX BUNpobysaHb AdI, peuernmom
no 10 TabneTok y YHa cbipma 3anponoHOBaHO: TEPMiIH MEPEKOHTPONIO: 5 POKiB; 3MiHW |
KOHTYPHIN YapyHKOBIN "OapHuus" MRy - BUNyYeHHs 3i cneundikauii AP| nokasHuka
ynakoBLi; no 6 AHOMarbHa TOKCUYHICTb; CYNyTHS 3MiHa: 3MiHa y
KOHTYPHUX YapyHKOBUX meToaax BunpobysaHHA AD| abo BuxigHoro matepiany/
ynakoBkax y navui NPOMIXXHOrO NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®! (iHwi 3miHu B MeToaax
BMNPoOyBaHHS (BKMOYa4n 3amiHy abo JONOBHEHHS)
[ONS peareHTy, Lo He CNpUYMHSE iCTOTHOTO BNUBY Ha
akicte A®I); amiHm | Tvny - 3MiHKM y napameTpax
cneumdikauii, Mmetogax BunpobysaHHa ADI T.
MikpobionoriyHa YACTOTa, Y 3B S3KYy 3 MPUBEOEHHAM Y
BiANOBIAHICTb A0 BUMOr [DY; cynyTHA 3MmiHa: 3MiHa y
MeTogax BunpobyBaHHa A®| abo BuxigHoro matepiany/
NPOMIKHOIO NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BUpobHuuTBa AP| (He3HaYHi 3MiHK Y
3aTBEPAXEHNX MeToAax BUNpobyBaHHS)
211.| NIPALUETAM- Tabnetku no 400 wmr; MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/3225/01/02
OAPHWULA no 10 Tabnetok y "®apmaveBTu dipma "OapHmug" TUMY - BUNYYEHHS 3 cneumdikadii Ta meToais peuernmom
KOHTYPHIN YapyHKOBIN YHa cbipma BuNpobyBaHb AP| nokasHmka AHOMarbHa TOKCUYHICTb;
ynakosui; no 3 "OapHuus” CynyTHSA 3MiHa: 3MiHa y MeTodax BunpobysaHHsA AdPI
KOHTYPHi YapyHKOBI abo BuxigHOro marepiany/npomikHoro
YNaKkoBKM y naui npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BUpobHMuTBa ADI (iHLWi 3MiHM B MeTodax BMNpobyBaHHS
(BKnoYaroumM 3aMiHy abo [ONOBHEHHS) AN pearexTy,
LLIO He CMPUYMHSIE iICTOTHOTO BNMBY Ha skicTb AdI);
3MiHu | Tuny - 3miHa y metogax BunpobysaHHs ADI T.
CynyTHi AOMiLLKM, 3anuULLKOBA KiNbKICTb OpraHiyHnX
PO34YMHHWUKIB, KinbKICHWUI BMICT - YTOMHEHHS Ta
peAakuinHi npaBku y BiANOBIAHICTL A0 BUMor AdY;
3MiHu | Tuny - 3MiHW Nepioly NOBTOPHMX BMNPOOYBaHb,
3anponoHOBaHO: TEPMIH NEPEKOHTPOID: 5 poKiB
212 NIPUOOKCUHY PO34MH ANs iH'eKUii, TosapucTso 3 Ykpaina ToBapuCTBO 3 0OOMEXEHOI0 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/8736/01/01
rigrpoxnorup - 50 mr/mn, no 1 mn B obmMexeHo BigNoBiganbHiCcTIO TUMY - 3MiHW, NOB'AA3aHI 3 HEOOXIQHICTIO NPUBEAEHHS Y peuenmom
300POB'A amnyni; no 10 amnyn y BignosiganbHi "®apmMaueBTnYHa BignoBiaHiCTb A0 MoHorpadii [JdY abo €Bponeincbkoi
KapTOHHI KopobLii 3 CTI0 KomnaHis "3gopos'a” apmakonei, abo iHWoi HaLioHanbHoI dapmakonei
neperopoakamu; no 1 "®apmaueBTu nepxasu €C - 3miHM y cneuudikauii Ha ADI
MmN B amnyni; no 5 YHa KOMNaHis MiprgokcuHy rigpoxnopua, a came BUyYEHO NOKa3HUK
amnyn y 6nictepi; no 2 "3popos's" aKkocTi “Baxxki meTanwu’, y 3B'A3Ky 3 npuBeAeHHAM A0

GnicTepy B KapTOHHIN
kopobui; no 1 mn B
amnyni; no 10 amnyn y
6nicrepi; no 1
GnicTepy B KapTOHHIl
Kopobui

BMMOT MOHorpadii gitouoro BugaHHsi EP; aminm | Tuny -
3MiHM y cneuudikauii Ta MeTogax BXiGHOTO KOHTPOIO
SIKOCTi 4OMOMDXHOI pevoBUH Boga ans iH'ekuin “in bulk”
3a nokasHukoMm «MBY», «bakTepianbHi eHOOTOKCUHUY»
Ta BUMYYEHO MOKa3HUK «Baxki MeTanuny, y 38’a3Kky 3
NpYBEAEHHAM Y BiAMOBIAHO A0 BUMOT Ail040ro BUAAHHS
OdY; cynyTHs 3MiHa: 3MiHa y MeTogax BUNpobyBaHHS
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
OOMOMDKHOT PeYOBMHMN (HE3HAYHI 3MiHW Y 3aTBEpPOKEHUX
mMeTofax BUNpobyBaHb); 3MiHM | TuMny - 3amiHa
napameTpiB cneundikauiii Ta/abo JONYyCTUMMX MeX
roTOBOrO fikapcbkoro 3acoby (iHLWi 3MiHKW) - 3MiHK y
cneumndikaLii Ta MeToax KOHTPOSO SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby: - 3a nokasHukom « CynpoBigHi
OOMILLKM» - MeTOAMKY BU3HaveHHs TLUX 3amiHeHo
BEPX, - 3a noka3HukoM «lgeHTudikadisi. MipngokcuHy
rigpoxnopug» 3amiHa MeToaukn BusHadeHHs TLUX Ha
BEPX, y 3B'a3ky 3i 3miHamu y posgini «CynposigHi
OOMILLKMY»; CynyTHS 3MiHa: 3MiHa y MeTogax
BMNpOoGYyBaHHSA roTOBOrO fikapcbKoro 3acoby (iHLWi 3miHu
y MeToAax BUNpobyBaHb (BKMOYaloumn 3aMiHy abo
[OMNOBHEHHS))
213.| NPAMINEKC Tabnetku no 0,25 wr, TOB "dapma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/13248/01/01
no 10 TabneTok y Crapt" TMny - nogaHHs oHosneHoro CEP gna AdI peuenmom
6nictepi; no 3 Mpaminekcony gurigpoxnopuay moHorigpaty Ne R1-
GnicTepu y KapTOHHIW CEP 2011-127-Rev 02 Big 3aTBEPOKEHOTO BUPOBHMKA
nayui
214 NPAMINEKC Tabnetkn no 1,0 mr,mo | TOB "®apma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3MiHu | 3a UA/13248/01/02
10 TabneTtok y Crapt" TUMy - nogaHHs oHosneHoro CEP gnsa A®Il peuyenmom
6nictepi; no 3 Mpaminekcony gurigpoxnopugy MmoHorigpaty Ne R1-
6nictepn y nayui 3 CEP 2011-127-Rev 02 Big 3aTBEpOXEHOrO BUPOGHMKaA
KapTOHY
215 NPEAHITON kpem, 0,25 % no 10, Hepmadcapm HimeuwunHa | mibe M'M6X ApuHanmittens | HimeuyuunH BHECEHHS 3MiH 40 peecTpaLinHmMx maTepianis: TexHiYHa 3a UA/10283/03/01
abo 30r,a6050ry Al a nomurKa y MeTofax KOHTPOMIO SKOCTi, siki 6ynu peuenmom
Ty6i; no 1 Ty6i B JonyLieHi npu nepepeectpalii nikapcbkoro 3acoby npu
KapTOHHIW nayui nepeHeceHHi iHdopMadii 3 maTepianis peecTpauiiHoro
nocbe (po3ain 3.2.P.5.1 ): KpuTepii NPUAHATHOCTI Y
cneumdikauii Ha TepMiH NPUAATHOCTI 3@ NOKA3HNUKOM
«KinbkicHe BU3Ha4YeHHs1 6eH3MNoBOro CNMpTy»
NOMWKOBO Bynu 3a3HayeHi KpUTepii NPUAHATHOCTI ANS
cneumdikauii Ha BUNycK
216.] MPO3EPUH PO34NH ANs iH'eKUiN, ToBapucTso 3 YkpaiHa KOHTPOIb AKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3miHu | 3a UA/6253/01/01
0,5 mr/mn; no 1 mn B oBMexeHo cepii: ToBapucTBO 3 TMny - 3MiHa napameTpiB cneuudikauin Ta/abo peuenmom
amnyni, no 10 amnyny | BignosiganbHi obmexeHoto OOMNyCTUMMX MEX AN AONOMIXKHOT pe4OBUHU; CYNyTHS
navui 3 kapoHy; no 1 CTI0 BiANoBiAanbHiCcTIO 3MiHa: 3MiHa y MeTodax BMNpoGyBaHHSA AOMOMIXKHOI
mn B amnyni, no 10 "AocnigHnin "NocnigHun 3asof PEYOBUHM (HE3HAYHI 3MiHM Y 3aTBEpPOXKEHNX MeToAaxX
amnyn y 6nictepi, no 1 3aBof "MHLJIC", YkpaiHa; BCi BUNpobyBaHb); 3MiHK | TUNY - 3MiHa NnapameTpiB
6nictepy B mayui 3 "rHync" cTagii BMpobHMLTBa, cneuudikauin Ta/abo AONyCTUMKX MEX rOTOBOrO

KapTOHY

KOHTPOIb SKOCTi, BUMYCK
cepii: ToBapucTBo 3
obmMexeHo
Bi4NoOBiAanbHICTIO
"®apmaueBTnYHa
KoMmnaHis "3gopos'a”,
YkpaiHa

nikapcbKkoro 3acoby; CcynyTHs 3MiHa: 3MiHa y MeTogax
BMNPoOYyBaHHSA roTOBOrO NikapCbKoro 3acoby
(oHOBREHHS Npoueaypu BUNpobyBaHHS Ans
NPVBEAEHHS Y BiANOBIAHICTb 3i 3MIHEHOIO 3ararnbHO
ctatTeto [1®Y abo Esponelicbkoi hapmakonei); 3mMiHu |
TUMY - BUNYYEHHS nokasHuka «MikpobionoriyHa
yncToTa» 3 cneundikauii BXigHOro KOHTPOSO NEPBUHHOI
yNaKkoBKW (amnynun CKAsHi); 3MiHW | TURy - 3MiHK,
noB's3aHi 3 HeOOXIAHICTIO MPVBEAEHHS Y BiANOBIAHICTL
[0 MoHorpagii Y abo €Bponericbkoi hapmakonei,
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

abo iHWoi HauioHanbHOI chapmakonei aepxasu €C
(3miHa y cneumndpikauisx, nos'a3aHa 3i amiHamun B J®Y,
abo €Bponencbkin dhapmakonei, abo iHLWin
HauioHanbHin dapmakonei gepxasu €C); cynyTHa
3MiHa: 3MiHa y MeTodax BMNpoGyBaHHSA AOMOMIXKHOI
PEYOBUHM (HE3HAYHI 3MiHU Y 3aTBEpAXEHUX MeToaax
BUNpoGYyBaHb)

217,

NPONIOTEKC

PO34MH ONs iH eKuin,
25 mr/mMnno 1 mny
dnakoHi; no 7
(hbnakKoHiB B KAPTOHHIN
Kopobui

IBCA IHcTUTYT
Bioximik C.A.

LLiBenuapis

IBCA IHcTuTyT Bioximik
C.A.

(Bunyck cepii;
BMPOGHMLITBO rOTOBOIO
nikapcbKkoro 3acoby,
nepBUHHE Ta BTOPUHHE
nakyBaHHs)

LLisenuapi
A

BHECEHHS 3MiH A0 peecTpalinHmx maTepianis: 3miHu |1
Tuny - 3miHn 3 sikocTi. [oToBMI Nikapcbkui 3aci6. Onuc
Ta cknag. 3miHa y cknagi (AoNnoMiXKHUX peyoBMHaX)
roTOBOrO fMikapcbKoro 3acoby (iHLLi 4OMOMiXKHi
peyoBuHM) - AkicHi abo KinbkKicHI 3MiHK Woao ogHiei abo
OEKiNbKOX AOMNOMDKHUX PEYOBUH, SIKi MOXYTb 3HA4YHO
BMNMHYTK Ha 6e3neky, sKicTb abo edpeKTUBHICTb
roTOBOrO NiKapChbKOro 3acoby - 3MiHW y CKnafi roToBoro
nikapcbKkoro 3acoby - BBEAEHHS! HaAMULLKY JOMOMiKHOT
peyvoBuHn HPBCD fnsa oTpyMaHHs MOMSIpPHOTro
CriBBiAHOLLEHHS rigpokcunponinbeTagekc/nporectepoH
2.2 3amicTb 2.0, Wo 3abe3nevye OTPUMaHHSI PO34UHY
6e3 yTBOpeHHs ocafy; 3MiHW BHECEHI B IHCTPYKLIilO ANns
MeAMYHOro 3actocyBaHHs y p. "Cknag" (gitoui
pPeYoBUHM), SIK HACMIAOK — BigNOBIAHI 3MiHW Y TEKCT
MapKyBaHHS! yMakoBKM nikapcbKoro 3acoby (BeeaeHHs
3MiH NPOTSArom 6-Ty MicsiLiB Micns 3aTBEPAXKEHHS)

3a
peyerimom

UA/14719/01/01

218,

NPOMNEC®

pPO34MH ANg iH'ekuin no
2 mn B amnynax Ne 10

TOB "HIP"

YkpaiHa

TOB "HIP"

YkpaiHa

BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis: 3miHu ||
TUMY - BUINyYEHHS 3i cneundikauii roToBoro nikapcbKoro
3acoby MokasHMKa IKOCTi «AHOMasIbHa TOKCUYHICTbY;
3MiHu | TUNy - 3MiHa NnapameTpiB cneumndikauin Ta/abo
[ONyCTUMMUX MEX rOTOBOTO JiKapCbKOro 3acoy; CynyTHS
3MiHa: 3MiHa y MeTogax BMNpobyBaHHA rOTOBOrO
nikapcbKkoro 3acoby (He3Ha4yHa 3MmiHa y 3aTBEPIKEHUX
MeToAax BUNpobyBaHHS); 3miHu Il Tuny - 3MiHa
napameTpiB cneundikauin Ta/abo 4ONYCTUMUX MEX
roToBOro fikapcbkoro 3acoby (3miHa 3HaxoguTbCs nosa
3aTBEPKEHUMM JONYCTUMUMU Mexamu cneuudikauin);
3MiHu | TUNYy - 3amiHa nokasHuka «[iporeHn» Ha
nokasHuk «bakTepianbHi eHOOTOKCUHMY cneundikauii
roToBOro fikapcbkoro 3acoby; 3aMiHu | Tuny - 3amiHa ymoB
36epiraHHs roTOBOro fikapcbKoro 3acoby; amiHu | Tuny -
3MiHu Wwoao 6esnekn/edeKTUBHOCTI Ta
dapmakoHarnsgy — po3gin «I'padivyHe odopmneHHs
YNakoBKW» 3aMiHEHO po3ainoM «MapKyBaHHs»

3a
peyernmom

UA/3647/01/01

219,

NPOCMAH®
PO34M1H BIA
KALLNO

pO34nH opanbHuii, 35
mr/5 mn no 5 mn
PO34MHY OpanbLHOro y
cTuky; no 21 a6o 30
CTUKIB Y KApTOHHIl
Kopobui

EHrenbrapg
ApuHanmiTTen
b 'M6X & Ko.
KIr

HimeuunHa

EHrenbrapg
ApuHavimitTens M'v6X &
Ko. KI

HimeuunH
a

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMMy - 3MiHW B npoueci BupobHuytea A®I - amiHa B
npoLeci BUPOBHMLITBA CyXOro eKCTpaKTy NUCTS NItoLwa,
y 3B’513Ky 3 ONTVMIi3aLi€l0 TEXHOMOrYHOro npoLecy
CKOPWUroBaHO HEKPUTUYHI TEXHIYHI MOKa3HMKM npouecy
CYLUIHHS €KCTPaKTy, OCHOBHMWI NPOLEC eKCTpaKLii
3anvaeTbCcs HE3MIHHMM; 3MiHW | TUny - 3miHa y
MeTofax BunpobyBaHHs A®| abo BuxigHoro matepiany/

6e3
peyenma

UA/0672/03/01




77 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
NPOMIKHOIO NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BupobHuutea A®| - He3HayHi 3MiHK B
mMeToauLi BUNpobyBaHHsi 3a nokasHnkoM «KinbkicHe
BM3HaYeHHsi» AD| Cyxuin ekCcTpakT NMCTS nnowa, Wwo
BVKOHY€ETbCS MeToaom BEPX, y 38’a3ky 3 npuabaHHam
HoBOro obnagHaHHs. Kputepii npunHATHOCTI He
3MiHUNNCS; 3MiHK | TUNY - 3MiHa y meToaax
BUMNPOOYBaHHS rOTOBOrO Mikapcbkoro 3acoby (He3HauHi
3MiHW Y 3aTBEepAXEHUX MeToAax BUNpobyBaHHS).
Kputepii NpURHATHOCTI He 3MiHuNucs
220, NPOTAPIron® MOPOLLOK AJ1A PO3YUHY TOB "WcTok- YkpaiHa BMPOBHULITBO, MEPBUHHE Ykpaina BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu | bes UA/15042/01/01
Ans iHTpaHasanbHoro Mnoc” Ta BTOPUHHE NakyBaHHS, TNy - 3miHn Wwopo 6e3nekn/eeKkTUBHOCTI Ta peuyenma
3acTtocyBaHHsA o 0,2 T, KOHTPOIb SIKOCTI, apmakoHarnagy (iHwi 3miHn) - BHeceHi 3MiHu B
1 donakoH 3 nopoLLKom BiANOBiAanbHMI 3a BUMYCK iHCTPYKLi0 ANS MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
Yy KOMMMeKTi 3 cepit: 3acoby y po3ain "Cnocib 3acTtocyBaHHs Ta 4o3n"
pO34MHHMKOM no 10 TOB "UcTtok-TMnoc", (BONOBHEHO ONMCAHHSIM NPOLECY BBEAEHHS
MmN (BoAa Ans iH'ekuin) YkpaiHa NPUroTOBIIEHOrO PO34MHY 3a JONOMOroK Ha3arnbHOro
B O4HOL030BOMY posnuntoBaya); 3MiHu Il Tuny - 3miHu 3 skocti. MegnyHi
KOHTEnHepi 3 Bupo6HKK po3umHHUKa: NpUCTPOI (iHLWi 3MiHW) - BBEAEHHSA AO4ATKOBO| YyNaKOBKU
KPULLIKOIO- BMPOBHULITBO, NEPBUHHE Y KOMMNMEKTi 3 Has3anbHUM PO3NuIoBaYeM, KU
KpanenbHuLeto y nakyBaHHS, MapKyBaHHS, BKMafaeTbCs B KOPOOKY 3 KapTOHy, 6e3 3MiHW fKicHoro
kopobuUi 3 kKapToHy; 1 KOHTPOIb SIKOCTi: Ta KinbKicHOro cknagy nakyBarbHOro marepiany
hbnaKkoH 3 MOPOLLKOM Y TOB "lOpig-®apm", MepPBUHHOI YMaKoBKU Ta 3aKyrnoproBarnbHOro 3acoby 3
KOMMEKTi 3 YkpaiHa BiANOBIAHMMU 3MiHaMK y p. «YNakoBka»; 3MiHW BHECEHI
pO34MHHMKOM no 10 B po34in "YnakoBka" B iHCTPYKLit0 ANs MEAUYHOTO
M (Bogda ans iH'ekuin) 3acTOCyBaHHS NikapcbKkoro 3acoby, y 3B'A3Ky 3
B OHO030BOMY BBEJEHHSIM [0AaTKOBOI YMaKOBKM Y KOMMNEKTi 3
KOHTENHepi 3 HasanbHUM PO3NUIoBaYeM Ta K HacnigoK
HasanbHUM 3aTBEPXKEHHSI TEKCTY MapKyBaHHSA [0AaTKOBOI
posnunioBayem y yNakoBKu
Kopo6Li 3 KapTOHY
221 PEBALMO TabneTku, BKpUTI Mdpansep IHk. CLUA PapeBa Ambyas PpaHuis BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3miHu | 3a UA/6839/01/01
NniBKOBOIO TMny - 3MiHa y MeTodax BUNpobyBaHHSA roToBOro peuenmom

obonoHkoto, no 20 wr,
no 15 tabnetok y
6nictepi, no 6
6nicTepiB y KapTOHHIN
Kopobui

nikapcbkoro 3acoby (Buny4yeHHs metody BUNpobyBaHHS,
AKLLO BXe 3aTBEPAKEHWUI anbTepHaTVBHUIA MeToA) -
BUIyYeHHs1 OCHOBHOIT MeToaukn TM-1459A aHanisy
nikapcbKoro npenapary nig Yyac BMMNycKy 3a 4ONOMOro
cnekTpockonii B 6rnvxkHin iHdpayepsoHi obnacTi (bIY-
cnekTpocKonii) ANst KiNbKICHOTrO BU3HAYEHHS.
3aTBepaXeHU Ha AaHui Yac anbTepHaTUBHUIA MeToq
(BEPX), S 189.1, 6yae npusHayeHa, ik OCHOBHa
aHaniTMyHa metoavka. 3aTBepAKEeHHUIA Ha faHui Yac
anbTepHaTMBHMIN MeTog IY-cnekTpockonii (1 3.973) byae
Npu3HayYeHni, K OCHOBHAa aHarniTuyHa MeToAuKa Ans
cungeHaginy. NMoToyHa ocHOBHa aHaniTM4Ha MeToauka
BM3HAYEHHS 3a AONOMOrOK CNEeKTPOCKoNii y 6AvxHbOMY
iHdbpavepBoHoMy gianasoHi (bIY-cnekTpockonii) | 2.055
6yae npusHaveHa, ik anbTepHaTUBHUI METOL;
BUIyYEHHs1 OCHOBHOIT MeToaukn TM-1475A aHanisy
nikapcbKoro npenapary nig Yyac BUMNycKy 3a 4ONOMOrow
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BIY-cnekTpockonii ANs BU3Ha4YEeHHsi BMICTY BOAW.
3aTBepaXeHU Ha AaHui Yac anbTePHATMBHUIA METOA
Kapna ®iwepa (KP), W 1.51, 6yae npusHayeHun, sk
OCHOBHa aHaniTu4yHa metogunka. BeegeHHs 3MiH
npotarom 3-x MicsliB NicnsA 3aTBEpAXEHHS
222.| PEHHI® 3 TabneTku xxyBasnbHi No Bariep LLiseniLapis Henbdapm Maiapg PdpaHuia BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | be3 UA/7798/01/01
MEHTONOBUM 12 Tabnetok y KoHcblomep MMy - 3MiHa y MeTogax BUnNpobyBaHHS rOTOBOro peuenma
CMAKOM 6nicTepi 3 Kep AI' nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHNX
nepdgopadieto, no 1 mMeTofax BUNpobyBaHHS) - BHECEHHS peAakUiiHNX
abo no 2 6nictepu B YTOYHEHb 10 METOAUKUN «HelTpanisytoya eMHICTbY.
KapTOHHi kopobuji; no AHaniTuyHa MeToaukKa Ta KpuTepii NPUAHATHOCTI He
6 Tabnetok y 6nictepi, 3MiHUInCS
no 2 a6o no 4
GnicTepy B KapTOHHIN
Kopobui
223.| PUKOHPEQ TabneTtkn, BKpUTI O-p Peppi'c IHAisA O-p Peppai'c Nabopatopic IHAis BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/16733/01/01
NniBKOBOK JlabopaTtopic JIta, BupobHuua ginbHuus TMny - 3MiHn Wwono 6e3nekn/edekTUBHOCTI Ta peuenmom
obornoHkoto, no 50 wmr, 1o - dapmakoHarnsigy. BeegeHHs abo 3miHv oo
no 10 TabneTok y y3aranbHeHNX AaHux Npo cuctemy dapmakoHarnsgy
6nictepi, no 1 abo 3 (BBEOEHHSA y3aranbHEHUX AaHWX NpPo CMCTeEMY
6nictepu y kopobui dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBIAANbHOI 3a 3AiNCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHvKa Anis
3icHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
BigMiHHa Bif ynoBHOBaXeHOi 0cobu, BignosiganeHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYAKYM KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MilleHHi MacTep-caiina
cuctemn papMakoHarnsagy) - 3miHa ynoBHOBaXeHOoi
ocobu 3asBHMKA, BiANOBiAANbHOI 3a 34iNCHEHHS
dapmakoHarnsigy: MNponoHoBaHa pepakuis — Dr. Chetan
Karoo. 3miHa KOHTaKTHUX AaHNX YyNOBHOBaXeEHOI ocobu
224, PUKOHPEQ TabneTtkn, BKpUTI O-p Peppi'c IHAia O-p Peppi'c Nabopatopic IHAis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | 3a UA/16733/01/02
NniBKOBOK TlabopaTopic JIta, Bupo6Huya ginbHuus TMny - 3MiHn Wwopo 6e3nekun/epekTUBHOCTI Ta peuyenmom
obornoHkoto, no 200 Ita - dapmakoHarnsgy. BeegeHHs abo 3miHv oo
mr, no 10 TabneTok y y3aranbHeHNX AaHuX Npo cuctemy apmakoHarnsgy
6nicTepi, no 1 abo 3 (BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
6nictepu y kopobui dapmakoHarnsgy, 3MiHa YroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[iNcHeHHs hapmMakoHarnsay B YkpaiHi, SKLO BOHa
BigMiHHa Bi ynoBHOBa)eHOi 0cobu, BignosigansHoi 3a
3pificHeHHs1 hapmakoHarnsay (BKMHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3millieHHi macTep-carina
cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOi
ocobu 3asBHUKA, BiANoBiaanbHOI 3a 30iNCHEHHS
dapmakoHarnagy: MNponoHoBaHa peaakuis — Dr. Chetan
Karoo. 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOI 0cobu
225, PUTMOHOPM® TabneTku, BKPUTI AGBGOTT HimeyunHa A66Bi Jonunang MeX i HimeyunH BHECEHHS 3MiH 0 peecTpaLinHmMx maTepianis: 3MiHu || 3a UA/8928/01/01
NMiBKOBOO JlTabopaTopi3 Ko. KI', HimewunHa; ®amap | a/ PpaHuis TMMY - 3MiHW A0 IHCTPYKLIi ANS Mean4yHoro peuernmom
o6onoHkow, no 150 mr m6X JlioH, ®paHuis 3acTocyBaHHs Ao po3ainis "OcobnmBocCTi
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
10 TabneTtok y 3acTocyBaHHs", "lNepeno3yBaHHA".
6nicrepi; no 5 BBeaeHHA 3MiH npoTArom 6-t1 micsauiB nicna
GnicTepiB y KApTOHHIl 3aTBepAXEHHS
Kopobui
226. PO3APT TabneTtkn, BKpUTI TOB "TeBa YkpaiHa AkTasic NT ManbTta BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | 3a UA/11647/01/01
NniBKOBOK YkpaiHa" TUNY - 3MiHW A0 IHCTPYKUIT AN MeanyHoro peuenmom
obornoHkoto, no 5 mr, 3acTocyBaHHA y po3gin "B3aemogis 3 iHwumun
no 10 TabneTtok y nikapcbknmu 3acobamu Ta iHWi BUan B3aemoain"
6nictepi; no 3 abo 9 BiQMNOBIAHO 4O OHOBMEHOT iHpopmaLii 3 6e3nekn aitoyoi
GnicTtepiB y kopobui peyoBuHu. BBeAeHHA 3MiH npoTArom 3-x micauis
nicns 3aTBepAXeHHs
227.| PO3APT TabneTkn, BKpUTI TOB "TeBa YkpaiHa AkTasic NT[, ManbTta BHECEeHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/11647/01/02
NniBKOBOKO YkpaiHa" TMNYy - 3MiHW 40 IHCTPYKUIT AN MeanyHoro peuenmom
obornonkoto, no 10 wr, 3acTocyBaHHS y po3Ain "B3aemogis 3 iHwmmun
no 10 TabneTok y nikapcbknMmu 3acobamu Ta iHWi BUAn B3aemogin"
6nictepi; no 3 abo 9 BiQMNOBIAHO 4O OHOBMEHO! iHpopmaLii 3 6esnekn aitoyoi
6nictepiB y kopobui peyoBuHW. BBeAeHHSA 3MiH NpoTArom 3-x micsuis
nicns 3aTBepAXeHHA
228. PO3APT TabneTtkn, BKpUTI TOB "TeBa YkpaiHa AxTasic NTA ManbTta BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/11647/01/03
NiBKOBOKO YkpaiHa" TMNY - 3MiHW 0 IHCTPYKUiT AN MeanyHoro peuenmom
06ornoHkoto, no 20 mr, 3acTocyBaHHs y po3din "B3aemogis 3 iHwumun
no 10 TabneTok y nikapcbknmu 3acobamu Ta iHWi BUAn B3aemoain"
6nicTepi; no 3 abo 9 BiAMOBIQHO A0 OHOBNEHOI iHbopMaLii 3 6esneku gjtoyor
GnicTepi y kopobui peyoBuHW. BBeaeHHs 3MiH npoTarom 3-x micauis
nicns 3aTBepAXeHHs
229.| PO3APT TabneTtkn, BKpUTI TOB "TeBa YkpaiHa AkTasic NT[, ManbTta BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis: 3MiHu | 3a UA/11647/01/04
NniBKOBOK YkpaiHa" TUNY - 3MiHW 40 IHCTPYKUIT AN MeanyHoro peuenmom
obornoHkoto, no 40 wr, 3acTocyBaHHs y po3Ain "B3aemogis 3 iHwmmun
no 10 TabneTok y nikapcbkvMu 3acobamu Ta iHWi Buan B3aemogin"
6nicTepi; no 3 abo 9 BiANOBIQHO 40 OHOBREHOI iHbopMaLii 3 6e3neku ajtoyol
onictepiB y kopobui peyoBuHM. BBeAeHHA 3MiH npoTArom 3-x micauis
nicns 3aTBepAXeHHSA
230 PO3YBACTATUH | Tabnetku, BKpUTI TeBa I13painb TeBa ®apmaueBTikan I3painb BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/14036/01/01
-TEBA NniBKOBOKO dapmaueBTika IHpacTpis JlTa. TMNY - 3MiHW O iHCTPYKUIT ANst MeanyHoro peuenmom
06050HKO, M0 5 Mr n IHgacTpi3 3acTocyBaHHs y posginu: "lMpoTunokasaHHA",
no 10 TabneTok y nTo. "B3aemopis 3 iHWKMU nikapcbkuMu 3acobamu Ta iHLi
6nicrepi; no 3 BMAM B3aeEMOZiN" BiaNoOBigHO 4O OHOBIEHOT iHpopmaLii
6nictepu y kopobui 3 6esneku gitoyoi pevyoBuHN. BBeAEHHA 3MiH
npoTArom 3-x mMicsiliB nicnsa 3aTBepAXKEeHHsA
231 PO3YBACTATUH | Tabnetkwu, BKpUTI TeBa I3painb Tesa ®apmaueBTikan I3painb BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3miHu | 3a UA/14036/01/02
-TEBA nniBKOBOK dapmaueBTika IngacTpis J11a. TUNY - 3MiHW 40 IHCTPYKUIT AN MeanyHoro peuyenmom
o6onoHkoto, no 10 mr n lHgacTpis 3acTocyBaHHs y po3ginu: "lMpoTunokasaHHa",
no 10 TabneTtok y nTo. "B3aemogisi 3 iHWMMM nikapcbkumm 3acobamm Ta iHLwi
6nictepi; no 3 BUAM B3aEMOAIN" BiANoBigHO 4O OHOBNEHOI iHdopmaLii
6nictepu y kopobui 3 6esneku gito4oi pevoBuHU. BBeAeHHA 3MiH
npoTArom 3-x mMicsiliB nicnsa 3saTBepAKeHHs
232.| PO3YBACTATUH | TabneTtku, BKpUTI TeBa I3painb TeBa dapmaueBTikan I3painb BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/14036/01/03
-TEBA NniBKOBOO dapmavesTika IHpacTpis N1A. TMNY - 3MiHW A0 IHCTPYKLIT ANS MeanyHoro peuernmom
obornoHkoto, no 20 mr n lHgacTpis 3acTocyBaHHs y po3ainu: "MNpoTunoka3aHHs",
no 10 TabneTtok y NTo. "B3aemogisi 3 iHWMMKM nikapcbkMMK 3acobamm Ta iHLWi
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
6nicTepi; no 3 BMAM B3aeMogin" BignoBigHO 4O OHOBrEeHO! iHdpopmaLii
6nictepun y kopobui 3 6esneku gitoyoi pevyoBuHY. BBeAeHHA 3MiH
npoTsArom 3-x MicsiliB nicnsa 3aTBepAKeHHs
233 PO3YBACTATUH | Tabnetku, BKpUTI TeBa I13painb TeBa ®apmaueBTikan I3painb BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/14036/01/04
-TEBA NniBKOBOKO dapmaueBTika IHpacTpis JlTa. TMNY - 3MiHW O iHCTPYKUIT ANst MeanyHoro peuenmom
060onoHkoto, no 40 mr n IHgacTpi3 3acTocyBaHHA y posginu: "lMpoTunokasaHHA",
no 10 TabneTok y nTo. "B3aemopis 3 iHWKMU nikapcbkuMu 3acobamu Ta iHLi
6nicrepi; no 3 BMAM B3aeEMOZiN" BiaNoBigHO 4O OHOBIEHOT iHpopmaLii
6nictepu y kopobui 3 6esneku gitoyoi pevyoBuHN. BBeAEHHA 3MiH
npoTArom 3-x mMicsiliB nicns 3aTBepAXKEeHHsA
234 PO3Y®DACT TabneTku, BKpUTI CKAH IHAisa BadpHa PapmacsloTikanc IHAisa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | 3a UA/15659/01/01
nniBKOBOK BIOTEK NTO 1o, TMny - 3MiHM BUNpobyBaHb abo AONyCTUMMX MEX, peuyenmom
obonoHkoto, no 10 mr BCTaHOBMNEHMX Y cneuundikadisx, nig yac BMpobHuUTBa
no 10 TabneTtok y roTOBOroO fikapcbkoro 3acoby; CynyTHs 3miHa: 3MiHa
6nictepi; no 3 napameTpiB cneundikauii Ta/abo 4ONYCTUMUX MeEX
onictepu y KapTOHHIN roTOBOrO MikapCbKOro 3acoby - AONOBHEHHS
ynakoBLi BMNpobyBaHHA Mig Yyac BupobHuuTBa TectoM «KinbkicHe
BM3HAYeHHs aHTUokcuaaHTy. bytunrigpokeutonyon” i
BUMYYEHHS1 3a3HA4YeHOro TecTy 3i cneundikaLii rotoBoro
nikapcbKkoro 3acoby 3 BignoBigHNM OHOBIIEHHSAM
3aTBEPAXXEHUX METO/AIB KOHTPOIH SIKOCTi NikapCbKoro
3acoby
235 PO3Y®DACT TabneTku, BKPUTI CKAH IHAisa BadpHa PapmacsloTikanc IHAisa BHECEHHS 3MiH IO peecTpaLiiHMX maTtepianis: 3miHu | 3a UA/15659/01/02
NniBKOBOK BIOTEK NTO 1o, TMny - 3MiHM BUNpobyBaHb abo AoNyCTUMUX MEX, peuyenmom
obornoHkoto, no 20 mr BCTaHOBMEHMX Y cneumdikauisx, nig yac BMpobHMuTBa
no 10 Tabnetok y roTOBOrO fikapCcbkoro 3acoby; CynyTHs 3miHa: 3MiHa
6nictepi; no 3 napameTpiB cneuudikauiii Ta/abo AONYyCTUMUX MEX
onictepu y KapTOHHIN roTOBOrO MikapCbKOro 3acoby - AONOBHEHHS
ynakoBLi BMNpobyBaHHs nig Yyac BupobHuUTBa TectoM «KinbkicHe
BM3HAYeHHs aHTUokcuaaHTy. bytunrigpokcutonyon" i
BUITyYEHHS 3a3Ha4YeHoro TecTy 3i cneumdikauii rotoBoro
nikapcbKkoro 3acoby 3 BignoBigHNM OHOBIIEHHSAM
3aTBEPAXXEHUX METOAIB KOHTPOIHO SIKOCTi NikapcbKoro
3acoby
236.] CANTIODAIIBbK TabneTtkn, BKpUTI Op. ®anbk HimeyunHa BiANoBiAanbHWI 3a BUMYCK HimeyunH BHECEHHS 3MiH [0 peecTpaLiiHuX maTtepianis: 3miHu | 3a UA/3745/04/02
060roHKot0, dapma 'm6X Cepin KiHLeBOro NpogykTy a TUny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. 3miHM | peyenmom
KMLLKOBOPO34UHHI, NO Ta anbTepHaTuBHe y BUpOGHMLUTBI. 3amiHa abo BBeAEHHS [OAATKOBOI
500 mr; no 10 BTOPUHHE NaKyBaHHs: AinbHUUI BUpOGHMLTBA AN YacTMHM abo BCbOro
Tabnetok y 6nictepi; Op. ®anbk ®apma M6X, BMPOGHWYOro NpoLecy roToBoro fikapcbkoro 3acoby
no 5 abo no 10 HimeyuunHa; (iHLWIi 3MiHW) - 3a3HaYeHHST BUPOBHMYOI AinbHULL
6nicTepis y kopobui 3 BUPOBHMKM [,030BaHOI PotteHgopd ®apma M'vbX, o posTawioBaHa 3a
KapToHy dopMu, NepBuHHE, agpecoto Am dnairengan 3, 59320 EHHirepnox,
BTOPVHHE NakyBaHHA Ta HimeyumHa (Bnpo6HuK BignoBiganbHWii 3a NnepBrHHeE,
KOHTPOIb SKOCTI: BTOPUHHE NaKyBaHHS Ta KOHTPOb SIKOCTi). YTOYHEHHS
Jlo3zaH ®apma 'm6X, YHKLUI BXe 3aTBEPOAKEHUX BUPOOHNYMX AiNbHULD
HimeuuunHa; PotreHgopd ®apma Mv6X, HimewunHa (BupobHumk
KataneHTt HimeuunHa [030BaHoi hopmu, KOHTpOrb skocTi), llosaH ®apma
LopHaopd MvbX, MM6X, HimeuunHa Ta KataneHT HimewunHa LopHaopd
HimeyuunHa; 'M6X, HimeudmHa (KOHTpOnb AKOCTI)
BUPOGHMK J4030BaHOI
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
OpMM, KOHTPOSb AKOCTI:
PotTtengopd Papma
MmM6X, HimevuunHa;
BMPOGHMK BigNoOBiAanbHUIA
3a NepBUHHE, BTOPUHHE
nakyBaHHS Ta KOHTPOIb
SKOCTI:
PotreHgopd ®apma
'vm6X, HimeudnHa
237.| CAHOPUH Kpanni Ha3anbHi, "KcaHTic Kinp Tea Yex IHgacTpi3 c.p.o. Yecbka BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | be3 UA/2455/01/01
emynbcis, 1 mr/mn, no dapma Pecny6bnik Tuny - 3mMiHn Wwono 6e3nekn/edeKkTUBHOCTI Ta peuenma
10 Mn y dprakoHi; no 1 NimiTen" a dapmakoHarnsigy. BeegeHHs abo 3miHu oo
dnakoHy pasom i3 y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
KPULLIKOHO- (BBEAEHHSA y3aranbHEHNX AaHUX NPO CUCTEMY
KpanesnbHuLUelo B dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
kopobui BiANOBiAANbHOI 3a 34iNCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHMKa A5is
34iicHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
BiAMiHHa BiA ynoBHOBaXxeHOi ocobu, BignosiganbHoi 3a
3pifcHeHHst hapmakoHarnsaay (BKMHOYaKYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi macTep-caiina
cuctemn hapMakoHarnsgy) - 3miHa ynoBHOBaXeHOoi
ocobu BignoBiganeHoi 3a dhapMakoHarnag:
MponoHoBaHa pepakuis: IBaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOI 0cobu,
BignoBiganbHoOI 3a hapmakoHarnsag. 3miHa micus
3[iNCHEHHS1 OCHOBHOI AisANbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu macTep-davina
238 CAHOPUH cnpew HasanbHWUK, "KcaHTic Kinp TeBa Yex IHgacTpis c.p.o. Yecbka BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3MiHu | bes UA/2455/04/01
po34uH, 1 mr/mn no 10 dapma Pecny6bnik T1ny - 3MiHn Wwopo 6e3nekn/eeKkTUBHOCTI Ta peuenma
My prnakoHi 3 Tlimiteq" a dapmakoHarnagy. BeegeHHst abo amiHn go
MeXaHiYHUM y3aranbHeHNX AaHUX Npo cUcTemy apmakoHarnsgy
posnuntoBayem; no 1 (BBEOEHHS y3aranbHEHUX AaHWX NPO CUCTEMY
dnakoHy pasom 3 capmakoHarnagy, 3MiHa ynoBHOBaXeHOi ocobu,
annikaTopom ans BiANOBIAaNbHOI 3a 3AiNCHEHHS hapMakoHarnsgy;
NMOPOXHWHM HOCa B KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
Kopobui 34iicHeHHs dhapMakoHarnsagy B YkpaiHi, AKLWO BOHa
BigMiHHa Bi ynoBHOBa)eHOi 0cobu, BignosiganeHoi 3a
3pificHeHHst hapmakoHarnsaay (BKMHYaKUM KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MileHHi macTep-darina
cuctemn chapmakoHarnsgy) - 3MiHa yroBHOBaXXEHOI
ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
MponoHoBaHa pepakuis: I1BaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXeHOI ocobu,
BignoBiaanbHoi 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHS OCHOBHOI OisiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danna
239.] CAHOPUH Kpanni HasanbHi, "KcaHTic Kinp Tesa Yex IHgacTpis c.p.o. Yecbka BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 6e3 UA/2455/02/01
po3unH 0,5 mr/mn no dapma Pecny6bnik TNy - 3miHn Wwopao 6e3neku/edekTnBHOCTI Ta peuenma
10 mMn y dprakoHi 3i Jlimiten" a dapmakoHarnsgy. BeegeHHs abo 3miHv oo
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
ckna; no 1 cdonakoHy, y3aranbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
OCHaLLeHOMY (BBEAEHHSA y3aranbHEHUX AaHWX NPO CMCTEMY
KpanenbHULUelo Ta dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
KPULLIKOKO Y KapTOHHIW BiANOBIAanNbHOI 3a 3AiNCHEHHA hapmakoHarnsagy;
kopobui KOHTaKTHOI 0cobu 3 chapmakoHarnsaay 3asiBHVKa Ans
3[jicHeHHst hapMakoHarnsaay B YkpaiHi, KO0 BoHa
BiAMiHHa BiA ynoBHOBaXxeHoi ocobu, BianosiganbHoi 3a
3[incHeHHst hapmakoHarnsaay (BKMHOYAKYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemu dhapmMakoHarnsgy) - 3miHa ynoBHOBaXKeHOoi
ocobwu BignoBiganbHoOi 3a hapmakoHarnsa:
MponoHoBaHa pepakuis: IBaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BignosiganbHoi 3a hapmakoHarnag. 3miHa micus
30iICHEHHSI OCHOBHOI AisSNbHOCTI 3 hapMakoHarnsgy.
3miHa agpecun macTtep-danna
240 CAHOPUH Kpanni HasanbHi, "KcaHTic Kinp Tesa Yex IHgacTpis c.p.o. Yecbka BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3miHu | bes UA/2455/03/01
po34uH, 1 mr/mn no 10 dapma Pecny6bnik TNy - 3miHn Wwopo 6e3nekn/eekTUBHOCTI Ta peuenma
My dpnakoHi, no 1 Timiteq" a apmakoHarnsigy. BeegeHHs abo 3miHM oo
nakoHy pasom i3 y3aranbHeHNX AaHnx Npo cuctemy bapmakoHarnsay
KpULLIKOO- (BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
KpanenbHuLeto B dapmakoHarnsigy, 3MiHa yroBHOBaXeEHOi ocobu,
Kopobui BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs dhapMakoHarnsagy B YkpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsaay (BKMHYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
MponoHoBaHa pegakuis: I1BaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXeHOI 0cobu,
BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHS OCHOBHOI QisiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danna
241 CAHOPUH cnpen HasanbHWN, "KcaHTic Kinp Tesa Yex IHgacTpis c.p.o. Yecbka BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | be3 UA/2455/04/02
po3uuH 0,5 mr/mn no dapma Pecnybnik Tuny - 3miHn woao 6e3nekn/edekTUBHOCTI Ta peuenma
10 mn y dpnakoni, no 1 Nimiten" a dapmakoHarnsgy. BeegeHHs abo 3miHv oo

dnakoHy pasom 3
annikatopom ans
NOPOXHWHU HOCa B
Kopobui

y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsagy
(BBEAEHHS y3aranbHeHVX AaHux Npo cuctemy
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA apmakoHarnsagy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsagy 3asiBHvKa Anis
3[icHeHHs hapMakoHarnsaay B YkpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHOBaxeHoi ocobu, BignosiganbHoi 3a
30iCHEHHS (hbapMakoHarnsay (BKMOYayy KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu BignosiganbHoi 3a hapMakoHarnsAa:
lMponoHoBaHa pepakuis: IBaH Kimnpiy / lvan Cimprich.
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IIpogoBxeHHs no1aTka 3

n/n

JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

peecmpayitiHo20

Homep

rnoceid4yeHHs1

242| CAHOPUH-

3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0cobu,
BignosiganbHoi 3a hapmakoHarnsad. 3miHa micus
30iICHEHHSI OCHOBHOI AisSNbHOCTI 3 hapMakoHarnsgy.
3miHa agpecun macTtep-danna

243,

AHAJEPIIH

CAHOPUH-

Kpanni Ha3anbHi o 10
My dprnakoHi; no 1
nakoHy B KApTOHHIN
kopobui

Tabnetku wunydi 600

"KcaHTic
dapma
NimiTen"

"KcaHTic

Kinp

TeBa Yex IHgacTpis c.p.o.

Yecbka
Pecny6bnik
a

BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3miHu |
TNy - 3miHn Wwopo 6e3nekn/eekTUBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo 3miHM oo
y3aranbHeHNX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeEHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs dhapMakoHarnsagy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsagy (BKMHOYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
MponoHoBaHa pegakuis: I1BaH Kimnpidy / lvan Cimprich.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXeHOI 0cobu,
BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHS OCHOBHOI QisiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danna

6e3
peuyenma

UA/6611/01/01

244,

BPOHXO

CAHOPWH-

Mmr no 6, abo no 10,
abo no 20 TabneTok y
Ty6i, no 1 Ty6i B
KapTOHHy nauky; no 10
Tabnetok y Ty6i, no 3
TyOM B KAPTOHHY NaykKy

dapma
Nimiten"

Kinp

CaHeka ®apmacbloTikana
AT

CrnoBalbk
a
Pecny6bnik
a

BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3MiHn |
Tuny - 3MiHn woao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHu go
y3aranbHeHUX AaHunx Npo cuctemy apmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanbHOI 3a 3AiNCHEHHA apmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsagy 3asiBHUKa Anis
3[icHeHHs hapMakoHarnaay B YkpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHOBaxeHoi ocobu, BignosiganbHoi 3a
30iCHEHHS (hapMakoHarnsay (BKMOYayy KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu BignosiganbHoi 3a dhapMakoHarnsaga:
MponoHoBaHa pepakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a apmakoHarnsag. 3miHa micus
30iCHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsagy.
3miHa agpecu macTep-darina

6e3
peuenma

UA/16834/01/02

BPOHXO

Tabnetku wunyyi 200
mr no 6, abo no 10,
abo no 20 TabneTok y
Ty6i, no 1 Ty6i B
KapTOHHY nayky; no 10
Tabnetok y Ty6i, no 3
TyOM B KAPTOHHY Nayky

"KcaHTic
Papma
NimiTen"

Kinp

CaHeka ®apmacbloTikana

AT

CnoBaubk
a
Pecny6bnik
a

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMny - 3MiHK Wwono 6e3nekn/eHekTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHu oo
y3aranbHeHWX AaHux Npo cuctemy dapmakoHarnsgy
(BBELEHHSA y3araribHEHNX AaHUX NMPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHMKa 45s

6e3
peyenma

UA/16834/01/01
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
34icHeHHs dhapMakoHarnsgy B YkpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsaay (BKMHOYaKyM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn chapmakoHarnsgy) - 3MiHa YroBHOBaXEHOI
ocobu BignoBiganbHoi 3a dhapMakoHarnag:
MponoHoBaHa pepakuis: I1BaH Kimnpidy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHSI OCHOBHOI 4isiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danina
245.| CEQABIT® Tabnetkn, no 10 MNAT YkpaiHa MAT "Kuismegnpenapat” YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3MiHu | be3 UA/7821/01/01
TabneTtok y 6nictepi; "KuiBmegnpen TUMy - 3MiHW Woao 6e3neku/edekTMBHOCTI Ta peuyenma
no 2 6nictepu B navui apat" dapmakoHarnsgy - 3MiHM BHECEHi B TEKCT MapKyBaHHS
3 KapTOHY yNaKoBKW MikapcbKkoro 3acoby o0 3a3HauYeHHs
MiKHapOOHMX NO3HaYeHb OAMHWLb BUMIPIOBAHHS.
BBeaeHHA 3MiH npoTArom 6-t1 micauiB nicna
3aTBEPAXEHHSA
246.| CEOQANTIH Tabnetkun no 10 BankaHdapma Bonrapis BankaHdapma-OynHuusa Bonrapis BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 6e3 UA/3271/01/01
nnoc TabneTtok y 6nicrepi; -OynHnua AT AT TUMY - NOAAHHSA OHOBIEHOTO cepTudikaTa BignoBigHOCTI peuenma
no 1 abo 2 abo 5 €Bponevickkii hapmakonei R1-CEP 2001-356-Rev 04
onictepiB y nauyui Ons Ailo4oi peyYoBMHU Bif BXe 3aTBEPOKEHOTO
KapToHHiI; no 20 BMPOBOHUKa
TabneTtok y 6nictepi;
no 1 6nictepy B nauyuji
KapTOHHIW
247, CUNOEHA®INY KpucTaniyHun [eTepo [par3 IHaisa leTepo [Opars Jlimiteq IHAis BHECEHHSA 3MiH 0O peecTpauinHnx matepianis: 3MiHu |l - UA/14018/01/01
UUTPAT MOPOLLIOK (CyBCTaHUis) Tlimiten Tmny - 3MiHK 3 akocTi. A®l. BUpoBGHMLTBO (iHLLI 3MiHK) -

y NOABIAHNX
nonieTuneHoBmx
nakeTtax ans
hapMaLeBTUYHOTO
3acTocyBaHHs

MopaHHA oHoBreHoro mactep-danna Ha APl Big
3aTBEPAXXEHOro BUPOOHMKa 3 ypaxyBaHHsi MOTOYHUX
BMMOr MoHorpadii EP 3 BignosigHnmmn amiHamun o
crneundikaLii Ta MeToAiB KOHTPOSIO 3a NOKa3HMKaMK:
«Onucy», «Po34nHHICTbY NpUBEAEHO Y BiANOBIAHICTb A0
BuUMOr moHorpadii EP; «lgeHTudikauis» gonoBHeHo
MoKasHNMKOM «PeHTreHiBcbka AndpakLis NopoLLKy»
meTogom EP 2.9.33; «Bwmict Bogn», «CynbdaTHa
3ona», peAakLiHi npaeku 6e3 3amiHM KpuTepiiB
NPUAHSATHOCTI Ta MeTodiB BUNpobysaHHs; «CynpoBigHi
OoMmiwkn metogom BEPX» 3MmiHeHi kpuTepii
NpUNHATHOCTI BignosiaHo o Bumor EP ta ICH Q3A;
«KinbkicHe BU3Ha4YeHHs» OOMOBHEHO Y NepepaxyHKy Ha
6e3BOAHY i BiNbHY Bif 3anMULLKOBUX PO34YUHHUKIB
pevYoBUHY Ta NOCUNaHHaM Ha metog EP 2.2.29
meTogom BEPX, BHyTpilLHi MmeToa, 6e3 3MiHW KpuTepiis
NPUAHATHOCTI; BBEOEHO NOKa3HukM «[omiwka E
meTtogom TLUX» 3rigHo BuMor moHorpadii EP;
BWUIYYeEHO 3i cneundikaLii nokasHukn «TemnepaTypa
nnaeneHHs», «Baxki metanun», «Bmict MNC t1a MPC
meTtogom YEPX-MC», «BMicT rigpasuHy metogom
BEPX», «BwmicT Hikento metogom ICIM-MCy», «BmicT
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

JIMIMOHHOI KNCNOTU»

248.

CIMMOHI®

PO34MH ANs iH'eKUi
100 mr/mn, no 0,5 mn
abo 1,0 Mn po3unHy y
nonepenHLo
HamnoBHEeHOMYy LnpuLi
i3 ckna Tvny 1 3
ryMOBUM
HaKOHEYHVKOM Ta
OO0, BKPUTOIO
KOBMaykoMm 3
NPUCTPOEM AnA
BBedeHHs UltraSafe;
no 1 wnpuuy B
KapTOHHI kopobLi;
no 0,5 mn a6o 1,0 mn
PO3YMHY Y
nonepeaHLo
HanoBHEHOMY LUNpULi
i3 ckna Tvny 1 3
ryMOBUM
HaKOHEYHWKOM Ta
rOrKOI0, BKPUTOIO
KOBMaYKoM, y pyyLi 3
aBTOIH'eEKTOPOM; MO 1
pyuLi B KAPTOHHIN
Kopobui

TOB
"[)KOHCOH i
[>KOHCOH
YkpaiHa"

YkpaiHa

BMPOGHMLTBO NiKapCbKoro
3acoby, nepBuHHa
ynakoBka: bakctep

dapmacboTukan
Contowmns JITC, CLUA,
BTOPWHHA ynakoBka,
Bunyck cepii: Cinar AT,
LLsenyapis

CLWA/
Lsenuapi
a

BHECEHHS 3MiH 0 peecTpaLinHmx maTepianis: 3MiHu ||
TMNY - 3MiHW 40 IHCTPYKUiT ANs MeaMyHoro
3acTocyBaHHs1 o po3diny "Cnocib 3acTocyBaHHs Ta
nosun”, "OcobnmBocTi 3actocyBaHHsA","[obIuHI peakuii”

3a
peyerimom

UA/15841/01/01

249,

CYMAMEN®

TabneTku, LWo
AVCNEepryTbes, Mo
250 mr, no 6 TabneTok
y 6nictepi; no 1
6nictepy B Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

MNIBA XpBaTtcka A.0.0.

XopBaris

BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu |
TMMYy - 3MiHa y Cknaai (AOMOMKHUX peyoBMHaX)
roToBOro fikapcbkoro 3acoby (cmakoBi fob6aBku abo
6apBHWKN) - fOAABaHHS, BUYyYeHHs1 abo 3amiHa

3a
peyernmom

UA/15994/01/02

250.

CYMAMEO®

TabneTku, Wo
AMCNepryoTbes, Mo
500 mr; no 3 TabneTkn
y bnictepi; no 1 abo
no 2 6nictepu B
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

MJIBA Xpeatcka 4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3miHn |
TMMY - 3MiHa y Cknaai (AONOMIXKHUX peyoBUHAX)
roToOBOro fnikapcbkoro 3acoby (cMakoBi obGaBku abo
6apBHUKN) - AoaaBaHHs, BUNyYeHHst abo 3amiHa

3a
peyenmom

UA/15994/01/03

251,

CYMAMEO®

TabneTku, Wo
AVCNepryTbes, Mo
1000 wr; no 1
Tabnetui y 6nictepi;
no 1 abo no 3
6nictepu B kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

MNIBA XpsaTtcka A.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu |
TMMYy - 3MiHa y Cknaai (AOMOMIKHUX peyoBMHAX)
roTOBOro fikapcbkoro 3acoby (cmakoBi fob6aBku abo
6apBHUKN) - 4OAABAHHS, BUNyYeHHst abo 3amiHa

3a
peyenmom

UA/15994/01/04

252,

CYMNPUIEKC®

Tabnetku no 10 mr, no
10 TabneTok y
6nictepi, no 1 abo no
3 bnictepu B
KapTOHHI ynakosLi

KYCYM
XENTXKEP
MBT NTA

IHAiNA

KYCYM XENTXKEP BT
nTa

IHAis

BHECEHHS 3MiH 0O peecTpaLlinHnX maTepianis: 3Minm I
MMy - 3MiHa BUPOBHMKa BUXiAHOro/MpoMiXKHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y
BUpOGHMYOMY npoueci A®I, abo 3miHa BUpoGHUKa
(Bknovaroum, ae HeobXiaHO, MicLe NPOBEAEHHS!
KOHTponto sikocTi) ADI (3a BigcyTHOCTI cepTudpikata

3a
peuernmom

UA/9162/01/01




86 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BigNoBIQHOCTI €Bponencbkii dpapmakonei y
3aTBEpAXEHOMY A0Cbe)(BBEAEHHS HOBOrO BUPOGHMKa
A®I 3 HagaHHAM MacTep-caina Ha APIl) — BeaeHHs
[04aTKOBOro BUPOGHUKa Aito40i peYOBMHY i30KCYNPUHY
rigpoxnopuay
253, TAMINYN® kancynu, no 10 kancyn MPOPAPMA ManbTta AT «[piHaekc» JNatBis BHECEHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3miHu | bes UA/8943/01/01
y 6nicTepi, no 1 IHTepHeLwWwHnN TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKu peuenma
6nicTepy B KapTOHHIN TpenanHr nikapcbKoro 3acoby LWoA0 KinbKOCTi Ailo40i pevoBUHN Ta
navui NimiTeq iHdbopMaLito WO LWTPUX-KOAY Ta IOroTuny KoMnaHii.
BBeaeHHs 3MiH NpoTsirom 6-Tu Micauis nicns
3aTBEpAXKEHHS!
254, TBIHPUKC™ cycneHsis ans iH'ekuin nakcoCmiTKn Benwuka nakcoCmiTKnsaH Benbria BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/13056/01/01
BAKUWHA OnA no 1 gosi (1 mn/go3y)y | smnH Ekcnopt BpuTaHis Bionogxikans C.A. TMNy - 3MiHM B npoueci BupobHuutea AdI - BUny4eHHs peuenmom
NMPODINAKTUKHU nonepeaHe0 NimiTen, eTany foaaBaHHS CUIiKoHY A0 niHoracHuka Antifoam
FENATUTIB A HanoBHEHOMY LLNPpULi SAG471 onsi cTepunisauii Koro aBToknaByBaHHSIM
(IHAKTUBOBAHA | Ne 1y komnnexTi 3 nepen BUKOPUCTaHHAM Mif Yac npouecy depmeHTauii
)IB rOrKo npy BUPOOHWLTBI aHTUreHy renatuty B, 6e3 amiHn y
(AOCOPBOBAHA npoueci BUpobHMLUTBa
)
255.| TENNPEC Tabnetkn, no 20 mr; no "KCAHTIC Kinp NMOBHWI LMKI Icnanis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | 3a UA/15893/01/01
14 Tabnetok y OAPMA BMPOGHULTBA, BUMYCK TIny - 3MiHK Wwopo 6e3nekun/epekTUBHOCTI Ta peuenmom
6nictepi; no 2 abo no JIMITEQ" cepii: JIABOPATOPIOC dapmakoHarnagy. BeegeHHst abo amiHn go
7 6nictepiB y JNIIKOHCA, C.A., IcnaHis; y3aranbHeHNX AaHuX Npo cuctemy dapmakoHarnsgy
KapTOHHI nayui KOHTPOIb SIKOCTI: (BBEOEHHS y3ararnbHEHUX AaHWX NPO CUCTEMY
JTABOPATOPIO [IP. . dapmakoHarnsgy, 3MiHa yroBHOBaXeHOi ocobu,
EYEBAPHE, AHANICIC, BiANOBiAaNbHOI 3a 3AiNCHEHHS hapmakoHarnsgy;
C.A,, IcnaHia KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3fincHeHHs hapmakoHarnaay B YkpaiHi, SKLO BOHa
BigMiHHa Bi ynoBHOBa)eHOi 0cobu, BignosigansHoi 3a
3pificHeHHs1 hapmakoHarnsay (BKMHOYaKyM KOHTaKTHI
AaHi) Ta/abo 3MiHW y po3millieHHi macTep-carina
cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeEHOI
ocobu BignoBiganbHoi 3a dhapMakoHarnsag:
lMponoHoBaHa pepakuis: I1BaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXeHOI ocobu,
BignoBiaanbHoi 3a hapmakoHarnsg. 3miHa micus
30iICHEHHs1 OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsagy.
3miHa agpecu macTep-darina
256. TENMPEC Tabnetku, no 40 mr, no "KCAHTIC Kinp MOBHWI LWKN IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/15893/01/02
14 TabneTtok y PAPMA BMPOOHMLITBA, BUMYCK TNy - 3MiHn Wwopao 6e3neku/edeKkTMBHOCTI Ta peuernmom
6nictepi; no 2 abo no JIIMITEQ" cepii: IABOPATOPIOC dapmakoHarnsgy. BeegeHHs abo 3miHv oo

7 6nictepiB y
KapTOHHIW nayui

JNNIIKOHCA, C.A., IcnaHis;
KOHTPOIb AKOCTI:
JIABOPATOPIO [P. ®.
EYEBAPHE, AHAJICIC,
C.A., IcnaHis

y3aranbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAanbHOI 3a 34iNCHEHHA apmakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHMKa Anis
3[jicHeHHst hapMakoHarnsaay B YkpaiHi, KO BoHa
BiAMiHHa BiA ynoBHOBaxeHOi ocobu, BianosiganbHoi 3a
3[incHeHHst hbapmakoHarnsaay (BKMHOYAKYM KOHTaKTHI
aHi) Ta/abo 3MiHM y po3MileHHi MacTep-darna
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IIpogoBxeHHs no1aTka 3
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cuctemu dhapMakoHarnsgy) - 3MiHa ynoBHOBaXeHoi
ocobu BignoBiganbHoOi 3a hapmakoHarnsa:
MponoHoBaHa pepakuis: IBaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0cobu,
BignosiganbHoi 3a hapmakoHarnsad. 3miHa micus
30iICHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsgy.
3miHa agpecun macTtep-danna

257,

TENNPEC

Tabnetku, no 80 mr, no
14 TabneTtok y
6nicTepi; no 2 abo no
7 6nictepiB y
KapTOHHIN nayui

"KCAHTIC
SAPMA
JIMITER"

Kinp

NOBHUIN LMKN
BMPOGHMLTBA, BUMYCK
cepii: TIABOPATOPIOC
NIKOHCA, C.A., IcnaHis;
KOHTPOIb SIKOCTI:
JIABOPATOPIO [P. ¢.
EYEBAPHE, AHAJICIC,
C.A., IcnaHis

IcnaHis

BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3miHu |
TIny - 3miHn Wwopo 6e3nekn/eeKkTUBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo 3miHM oo
y3aranbHeHNX AaHuX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3aranbHEHUX AaHKX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs dhapMakoHarnsgy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsagy (BKMHOYaUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu BignoBiganbHoi 3a dhapMakoHarnsg:
MponoHoBaHa pegakuis: I1BaH Kimnpid / lvan Cimprich.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXeHOI 0cobu,
BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHS OCHOBHOI QisiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danna

3a
peyerimom

UA/15893/01/03

258.

TENNPEC NNntoC

Tabnetku no 40
mr/12,5 mr no 14
TabneTtok y 6nicrepi;
no 2 abono7
6nicTepiB y KapTOHHIN
nayui

"KCAHTIC
SAPMA
IMITER"

Kinp

JTABOPATOPIO P. ®.
EYEBAPHE, AHANICIC,
C.A., IcnaHisi (koHTporb
sikocTi); JIABOPATOPIOC
JNIKOHCA, C.A., Icnanist
(MoBHMIA LWKN
BMPOOHMLITBA, BUMYCK
cepir)

IcnaHis

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn |
Tuny - 3miHn woao 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHu go
y3aranbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA apmakoHarnsagy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsagy 3asiBHUKa Anis
3[icHeHHs hapMakoHarnsaay B YKpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHOBaxeHoi ocobu, BignosiganbHoi 3a
30iCHEHHS (hbapMakoHarnsay (BKMOYayy KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemn chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
ocobu BignosiganeHoi 3a dhapMakoHarnsaga:
MponoHoBaHa pepakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a apmakoHarnsag. 3miHa micus
30iICHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsagy.
3miHa agpecu macTep-darina

3a
peuenmom

UA/15949/01/01

259,

TENNPEC MOC

Tabnetkn no 80 mr/25
mr no 14 TabneTok y
6nictepi; no 2 abo no
7 6nictepiB y
KapTOHHIM nayui

"KCAHTIC
®APMA
JIMITER"

Kinp

JIABOPATOPIO OP. ¢.
EYEBAPHE, AHANICIC,
C.A., IcnaHisi (koHTponb
akocTi); IABOPATOPIOC
JNIKOHCA, C.A., IcnaHis

IcnaHis

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMny - 3MiHK Wwono 6e3nekn/eekTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHM oo
y3aranbHeHNX AaHux Npo cuctemy dapmakoHarnsgy
(BBeAEHHS y3araribHEHNX AaHUX MPO CUCTEMY

3a
peuenmom

UA/15949/01/02
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260.

TENNPEC NNiOC

(noBHUW LUMKN
BMPOOHMLITBA, BUMYCK
cepii)

dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnsaay 3asiBHUKa Ans
34iicHeHHs dhapMakoHarnsgy B YKpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYaKUM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cuctemn chapmakoHarnagy) - 3MiHa YroBHOBaXEHOI
ocobu BignoBiganbHoi 3a hapMakoHarnsg:
MponoHoBaHa pepakuis: I1BaH Kimnpidy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BignoBiaanbHoi 3a hapmakoHarnsg. 3miHa micus
3[iNCHEHHSI OCHOBHOI 4isiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danina

261.

TEHOXOMN

Tabnetkn, no 80
Mr/12,5 mr, no 14
TabneTtok y 6nicrepi;
no 2 abono7
GnicTepiB y KAPTOHHIl
nayui

TabneTtkn, BKpUTI

"KCAHTIC
SAPMA
JIMITER"

Makneopc

Kinp

IHAisA

JTABOPATOPIO [P. ®.
EYEBAPHE, AHANICIC,
C.A., IcnaHis (koHTporb
sikoci); IABOPATOPIOC
JIIKOHCA, C.A., Icnanis
(MOBHMIA LWKN
BMPOOHMLITBA, BUMYCK
cepi)

IcnaHis

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn |
TUny - 3MiHK Wwopo 6e3nekun/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo 3miHu go
y3aranbHeHNX AaHunX Npo cuctemy dhapmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA dapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[icHeHHs hapmMakoHarnaay B YkpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHoi ocobu, BignosiganbsHoi 3a
30iMCHEHHS (hapMakoHarnsay (BKNOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu BignosiganbHoOi 3a hapmakoHarnsa:
MponoHoBaHa pepakuis: I1BaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0ocobu,
BignoBiganbHoOI 3a hapmakoHarnsaa. 3miHa micus
3[iCHEHHSI OCHOBHOI AISNbHOCTI 3 hapMakoHarnsagy.
3miHa agpecu macTep-darina

3a
peuenmom

UA/15949/01/03

NNiBKOBOIO
o6ornoHkoto, no 300
mr, no 30 TabneTok y
nakoHi; no 1
nakoHy B KAPTOHHIN
ynakoBLi

PapmacbloThK
anc Jlimiten

Makneoac
dapmacbroTukanc Jlimiteq

IHAis

BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu |
TMny - 3MiHn Wwono 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3ararnbHeHUX AaHuX Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3ararnbHEHNX AaHUX NPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHA hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asBHuKa Anis
3iCHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
BigMiHHa Bif ynoBHOBaXKeHOi 0cobu, BignosiganeHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYAKYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn papMakoHarnsagy) - 3miHa ynoBHOBaXeHOi
ocobw, BignoBiganbHoi 3a dapmakoHarnaa:
nponoHoBaHa pegakuis - Dr Sukhada Wadkar (LWykxaga

Bagkap). 3miHa KOHTaKTHUX AaHMX YNOBHOBAXEHOI

ocobu, BignoBiganbHoi 3a dpapmakoHarnsg. 3MiHa

3a
peuyernmom

UA/13279/01/01




89 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
KOHTaKTHOI ocobu, BiANoBiAanbHoI 3a hapMakoHarnsg B
YkpaiHi: nponoHoBaHa peaakuis - Miteubka Jltobos
BanepiiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTAKTHOT ocobu,
Bi4NoBiganbHoi 3a dhapmakoHarnsag B YKpaiHi
262.] TETPAMOIN Kancynu no 6 kancyny MPO®PAPMA ManbTta AT "TPIHOEKC" JaTBisi BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | 6e3 UA/13734/01/01
6nictepax; no 6 IHTEpHeLHN TUNY - 3MiHW A0 IHCTPYKUIT AN MeanyHoro peuyenma
kancyn y 6nictepi, no TpenguHr 3acTocyBaHHS y po3ginu: "Baaemopis 3 iHwmuMmmn
5 6nictepiB y Nimiteq nikapcbknummn 3acobamu Ta iHLWi BUaM B3aemogin”,
KapTOHHIN nadui; no 6 "OcobnueocTi 3acTocyBaHHsA", "MobiuHi peakuii” 3rigHo 3
kancyn y 6nictepi, no AaHuMu wopao 6esneku firoyoi pevoBuHU. BBeaeHHs
5 6nictepiB y 3MiH NpoTsrom 6-Tn micAuUiB nicnsa 3aTBepAXEHHS
KapTOHHIN nayui, no 10
KapTOHHMX NavoK y
KapTOHOMY Kopobui
263.| TIHFOCAH® Kpanni opanbHi no 20 Pixapa ABCTpist Pixapg BittHep Al ABCTpis BHECEeHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | be3 UA/13949/01/01
mn abo 50 mn, abo BitTHep Al TMny - 3MiHK 3 skocTi. FoToBMIA Nikapcbkuin 3aci6. Onuc peuenma
100 mn y donakoHi- Ta cknap. 3miHa y cknagi (AOMOMiKHUX peyoBMHAX)
KpanensHuui; no 1 roTOBOrO fikapcbkoro 3acoby (iHLi 3MiHW) - NpuBeAeHHs
dnakoHy-KpanenbHuLi cknagy AonomMikHux pedosuH 13 y BignosigHicTe 4o
B KAPTOHHII ynakoBLj [OKyMeHTaUii BUpOoOHUKa, 30Kpema: 3a3HayeHHs1 Boau
oumLeHoi; 3miHm | Tuny - 3miHu Wwopo
6e3nekn/edekTBHOCTI Ta hapmakoHarnagy (iHLi
3MiHW) - 3aMiHa rpadiyHOro 306paXkeHHs yNakoBOK Ha
TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKoBOK 3
BiANOBIAHMMM 3MiHamMu po3giny "lMpadivHe 306paKeHHst
ynakoBKu» Ha po3gin "MapkyBaHHsa"
264.| TIOOAPOH® Tabnetkn, no 10 MNAT YkpaiHa MAT "Tanuucapm”, YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/6326/01/01
TabneTtok y 6nictepi; "Tanuydapm” Ykpaina; MAT TMAY - 3MiHW A0 IHCTPYKLIT ANs MeanyHoro peuenmom
no 3 abo no 6 "KviBmegnpenapat", 3acTocyBaHHs 40 po3dinis "dapMakonoriyHi
GnicTepiB y navui YkpaiHa BnactusocTi", "MpoTunokasaHHs", "MobivHi peakuii”
(peparoBaHo Ha3By Ailo40i pevyoBuHN). BBeaeHHS 3MiH
NpOTSrom 6-TM MicsILiB Micnsa 3aTBepAKEHHS!
265., TOMNOTEKAH niodinizat Ana TOB "TeBa YkpaiHa CingaH ®apma CPJ1 PyMyHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/8234/01/01
pO34nHy Ans iHdys3in YkpaiHa" TUMy - 3MiHa Byab-aKOi YaCTUHU MaTepiany NepBUHHOI peuernmom

no 1 wmr, 1 cprnakoH 3
niodinizatom y
KapTOHHI Kopoobui

YNaKoBKMU, L0 HE KOHTaKTY€E 3 FOTOBUM NiKapCbKUM
3acoboM (3MiHa, sika He BNMNBaE Ha KOPOTKY
XapaKTepPUCTUKY MiKapCbKOro 3acoby) - BHECEHHS 3MiH
po p. 3.2.P.7. Cuctema KoHTelHep/ 3aKynoptoBanbHuin
3acib: 3aMiHa YiTKUX BUMOT [0 KPULLKM hrakoHy,
BKITHO4A0YM KOMIP KPULLIKK, BinbLu 3aranbHUMK, WO He
3a3HavatoTb KOMip KPULLKK 3 BiANOBIAHMMU 3MiHAMU Y p.
«YnakoBka» MK nikapcbkoro 3acoby; aminu Il Tuny -
3MiHa napameTpiB cneuundikauin Ta/abo gonyctuMmx
Me>X roTOBOrO fikapCbKoro 3acoby - 3aMiHu B
cneuudikauii roToBoro nikapcbkoro 3acoby:
Cneuudikauia A. (JTiodpinizaTt) n. «Bmict Bogn» -
PO3LUMPEHHS MEXi BMICTY BOAW MPOTArOM TEPMiHY
npuaatHocTi 3 3,5% A0 4,5% (npueeaeHHs y
BiANOBIAHICTb 4O MaTepianiB peecTpaLiiHoro 4OCkE).
Cneumdpikauisi B. (BigHoBneHun po3ynH)/metoam
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpayitiHo20
rnoceid4yeHHs1

KOHTPOMS SKOCTi N. «MexaHiyHi BKYEeHHS: HEBUANMI
YacTKU» - NPUBEAEHHS JOMYCTUMUX MEX BMICTY
HEBUANMUX MeXaHiYHMX YacTok Ao Bumor EP.
BunpasneHHs ApykapCbKoi MOMUIIKU B TEOPETUYHIN
maci BMiCTy dnakoHy 3atsepaxeHo 20,84 mr/dn.;
3anponoHoBaHo: 30,90 mr/con. BBeaeHHs 3MiH
NPoTArom 6-Tn MicsAUiIB Nicna 3aTBepAKEHHsA

266.

TOMNOTEKAH

niodinizat Ang
pPO34MHy ANns iHdys3in
no 4 wmr, 1 pnakoH 3
niodinizatom y
KapTOHHI kopobLyi

TOB "TeBa
YkpaiHa"

YkpaiHa

CingaH ®apma CPJ1

PymyHis

BHECEHHS 3MiH IO peecTpaLiinHMX maTtepianis: 3miHu |
TUMy - 3MiHa Byab-sIKOi YacTUHU MaTepiany NepBUHHOT
YNaKoBKMU, L0 HE KOHTaKTY€E 3 FOTOBUM NiKapCbKUM
3acobom (3miHa, sika He BNIMBae Ha KOPOTKY
XapaKTepUCTUKY MikapCbKoro 3acoby) - BHECEHHS 3MiH
o p. 3.2.P.7. Cuctema KoHTelnHep/ 3akynoptoBanbHU
3acib: 3amiHa YiTKMX BUMOT 40 KPULLKM chriakoHy,
BKITHOYAI0UMN KONIp KPULLIKK, BinbLu 3aranbHUMK, L0 He
3a3HavatoTb KOMip KPULLKK 3 BiAMOBIAHMMM 3MiHAMU Yy p.
«YnakoBka» MKA nikapcbkoro 3acoby; 3minu Il Tuny -
3MiHa napameTpiB cneuudikaui Ta/abo gonycTuMmx
MeX roTOBOro Nikapcbkoro 3acoby - 3aMiHu B
cneuudikaLii roToBOro nikapcbKoro 3acoby:
Cneuudikauia A. (JliodpinizaT) n. «Bmict Bogn» -
PO3LUMPEHHS MEXi BMICTY BOAWN NPOTArOM TepMiHy
npugatHocTi 3 3,5% 0o 4,5% (npuBegeHHs y
BiANOBIAHICTb 4O MaTepianiB peecTpaLiiHoro 4OCkE).
Cneuundikauis B. (BigHoBneHun posunH)/metoam
KOHTPOIS AKOCTi N. «MexaHiyHi BKMOYEHHS: HEBUAMMI
YacTKW» - NpUBEAEHHS AOMYCTUMUX MEX BMICTY
HEBUAMMUX MEXaHIYHUX YacToK Ao Bumor EP.
BunpaBneHHst opykapCcbKOi MOMUITKM B TEOPETUYHIN
maci BMICTy conakoHy 3atBepaxeHo 75,75 mr/dn.;
3anponoHoBaHo: 75,60 mr/dn. BBegeHHs 3miH
npoTArom 6-TM micsuiB nicnsa 3aTBepAXKeHHsA

3a
peyerimom

UA/8234/01/02

267.

TPUOEPM®

ma3b no 15rabo 30 r
y Ty6i; no 1 1y6i B
KapTOHHi KopoobLi

LWepinr-Mnay
CenTtpan lct
Al

LLisenuapia

LWepinr-Mnay Na6o H.B.

Benbria

BHECEHHS 3MiH 40 peecTpauinHnX maTepianis: 3MiHu |
TMny - AOMiHICTpaTBHI 3MiHW. 3MiHa HaNMeHyBaHHs Ta/
abo agpecu micusi npoBagXeHHs AisnbHOCTi BUPOOHMKa/

iMnopTepa roToBoro nikapcbkoro 3acoby, BKIoYa4u

inbHULI BUNYCKy cepii abo micLe npoBedeHHs
KOHTPOIIO SIKOCTI. (AiANbHICTb, 3a AKy BiANoBigae
BMPOGHUK/IMNOpPTEp, BKIOYaUM BUMYCK Cepili)
YTOuYHeHHs1 Ha3By BUpobHuka 13, 6e3 3miHu micus
BMPOGHMLUTBA. TEepMiH BBEAEHHS 3MiH NPOTArom 6-Tu
MicAUiB NiCNsa 3aTBEPAXEHHS.

3a
peuenmom

UA/2022/02/01

268.

TPUMETA3NOWH

-NAPHULISA

TabneTkun, BKpUTI
060onoHkoto, no 20 wmr,
no 10 TabneTok y
KOHTYPHIn YapyHKOBIN
ynakoBLi; no 6
KOHTYPHUX YapyHKOBUX
yMakoBOK y nayui

MpAT
"®apmaveBTu
YHa cbipma
"NapHuug”

Ykpaina

MpAT "®apmaueBTnyHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TUMY - BUNyYEHHS1 BUPOOHUYOI AinbHULI (BKIOYaoym
AinbHuui ana A®l, npomixkHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, QinbHULi AN NpoBeaeHHS
nakyBaHHs1, BUpOOHVKa, BiAnoBiganbHOro 3a BUMycK
cepiii, MicLe NpoBeAEHHsI KOHTPOIto cepii) abo
rnocTavanbHuKa BUXiQHOrO maTepiany, peareHTy abo
[OMOMIKHOI PeYOBMHM (SIKLLIO 3a3HaY€HO Y AOCHE) -

3a
peuenmom

UA/2256/01/01
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
BUINyYEHHS BUpoOHMKa ADI| TpumeTasngmHy
aurigpoxnopuvg
269. TPUXONON® Tabnetku no 250 mrno | dapmaueBTnd Monblua dapmaLeBTUYHNIA 3aBOS Monblwa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/1306/01/01
10 TabneTtok y HWUI 3aBog "TIONb®APMA" C.A. TMNy - AOMiHICTpaTuBHI 3MiHW. BunyyeHHs BupobHuyoi | peyenmom
6nicrepi; no 2 "MONTbOAPM OinbHULI (BKTtoYatoun AinbHuui Ansa AP®I, npomibkHOro
6nictepy B KApTOHHIN A" C.A. npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuLi
nauui NS NpoBefeHHs NakyBaHHS, BUPOOHUKa,
BiANOBIAANbLHOro 3a BUMYCK Cepiii, MicLle NPpOBeaEHHS
KOHTpOnto cepii) abo noctayanbHWKa BUXigHOTO
matepiany, peareHTy abo 4OMOMIXKHOT PEYOBUHM (SIKLLO
3a3HayeHo y A0CkbE) BuaaneHHs BupobHuka M3
MepaHa ®apma AkuioHepHe ToBapucTBo, MNMonbLua.
BBeaeHHs 3MiH NpoTsirom 6-Tu Micauis nicns
3aTBEPAXKEHHS.
270.| YHOETAB TabneTkn, BKpUTI AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEeHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | be3 UA/4834/01/01
ob6onoHkoto, no 10 "KUIBCBKN BITAMIHHAW 3ABO" TMNy - BUIyYeHHst BupobHuka A®I (Kucnotn peuenma
TabneTtok y 6nictepi; BITAMIHHAA ackopbiHOBOI); CynyTHS 3MiHa: 3MiHa y napameTpax
no 3 Gnictepu B nayui; 3ABOO" cneumdikauin Ta/abo JonNyCTUMKUX MEX, BU3HAYEHUX Y
no 50 Tabnetok y cneundikauisx Ha A®Il, abo BUXIgHNIA/NPOMDKHWIA
KOHTelHepi (6aHouLi); NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
no 1 KoOHTenHepy BMPOGHMUTBA ADI (iHLWi 3MiHK) - ¥ 3B’A3KY 3 BUIYYEHHSIM
(6aHouui) B mayui BnpobHuka A®I (Kucnotu ackopbiHoBOT) BigkopuroBaHo
po3ain “3anuLKoBi KiNbKOCTi OpraHiYHNX PO34YNHHMKIB"
Ta p. “ TepmiH npugaTHocCTi*
271.| YPOJIECAH® cupon no 90 mny MAT Ykpaina MAT "Tanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | bes UA/2727/01/01
6aHkax Ne 1; no 90 mn "Tanuugapm" TUNY - OHOBNEHHS BXe 3aTBEP)KEHOro TEKCTY peuenma
abo 180 mn y MapKyBaHHS1 BTOPMHHOI Ta NEpPBUHHOI ynakoBku J13
dnakoHax Ne 1 (BHECEHHS NO3HaYeHb OAUHULb BUMIPIOBAHHS, 3
BVIKOPVCTaHHAM MiTep naTuHCbKoro andasiTy).
BBeaeHHA 3MiH npoTArom 6-tu micauiB nicnsa
3aTBepAXKEHHs
272.| YPONECAH® cupon in bulk: no 90 MNAT YkpaiHa NAT "Tanuudgapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHuX maTtepianis: 3MiHu | - UA/9518/01/01
mn y 6aHkax Ne 48; no "Tanuudapm" TUMY - OHOBIIEHHA BXXe 3aTBEP)XeHOro TeKCTy
180 mn y conakoHax Ne MapKyBaHHsi BTOPMHHOI Ta NepBMHHOI ynakoBku J13
(BHECEHHSA NO3HaYeHb OAMHULIL BUMIPIOBaHHS, 3
BUKOPUCTAHHAM MiTep NaTUHCbKOro andasiTy).
BBeaeHHA 3MiH npoTArom 6-t1 micauiB nicna
3aTBEPAXEHHSA
273.| ®APMAKCOH pO34MH Aong iH'ekuin, TOB YkpaiHa KoHTponb, BUNyckK cepii: Ykpaina/ BHECEHHS 3MiH 0O peecTpaLiiH1X MaTepianis: 3MiHa 3a UA/13932/01/01
250 mr/mn no 2 mn abo | "®APMACEN" TOB "HIKO", peuis 3asBHMKa (BNacHVKa peecTpauiiHoro NocBigYeHHs) peuenmom
4 mn B amnyni, no 5 YkpaiHa (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BBeaeHHs
amnyn B nayui 3 3MiH NPOTArom 3-X MiCAUB NIiCns 3aTBEPAXEHHS); 3MiHN
KapToHy Hepoadacosanuii | Tny - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta
NPOAYKT, NepBUHHA hapmakoHarnsgy. BeegeHHa abo 3amiHn go
ynakoBka, BTOPVUHHA y3aranbHeHUX AaHux npo cuctemy cpapmakoHarnsgy
ynakoBKka, KOHTPOrb: (BBEOEHHSA y3aranbHEHUX AaHWX NPO CMCTeMy
OEMO CA dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
DOAPMACDBLIOTIKAT BiANOBiAaNbHOI 3a 34iNCHEHHA hapmakoHarnsagy;
IHOACTPI, peuis KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asBHMKa A5is
34iNCHeHHA dhapMakoHarnsgy B YKpaiHi, AKWo BOHa
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Homep

peecmpayitiHo20

rnoceid4yeHHs1

BiAMiHHa BiA ynoBHOBaxeHOi ocobu, BianosiganbHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYAYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cucTeMu chapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YOB®. 3miHa Micus 3AiiCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy. 3miHa Homepy Ta agpecu
3HaXOMKEHHS MacTep-anna

274,

®EHICTUN TENb

renb 0,1 %, no30ry
Ty6i; no 1 Ty6i y
KapTOHHI KopobLui

CK
KoHcblomep
Xenckep C.A.

LLiBenuapis

BI/IpOGHVILlTBO 3a NOBHUM

LIVIKIOM:
HosapTic KoHcblomep
Xenc CA

LLisenuapi
A

BHECEHHS 3MiH A0 peecTpalinHux matepianis: 3MiHu |
TUny - AOMiHicTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/
abo agpecu 3asiBHUKa (BracHUKa peecTpauiniHoro
noceigyeHHs1) BBeaeHHs 3miH npoTtsarom 6 micsauiB nicns
3aTBepAXeHHs. 3MiHu | Tuny - AOMIHICTPaTUBHI 3MiHN.
BunyyeHHsi BUpOGHMYOIT AinbHUL (BKNHOYAOUU AinbHULI
ans A®l, npomixkHoro npodykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI AN NpoBeAeHHS
nakyBaHHs1, BUpOOHWKa, BiAnoBigansHOro 3a BuMnycKk
cepin, Micue NpPOBEeAEHHST KOHTPOIO cepii) abo
nocTavarnbH1Ka BUXiQHOro maTepiany, peareHTy abo
OOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAY€HO Y JOChE)
BunyueHHs BUpoGHMYOI ainbHuui ansa M3 derictun
rens ®PAMAP A.B.E., 3ABO[] ABJIOH -48-i1 km,
JEPXABHOI OPOIN A®IHU-NAMIA, Mpeuis
BigNoBiganbHOI 3a KOHTPONb AKOCTI cepii - foaaTkoBa
AinbHUUS MikpobionoriyHoro TecTyBaHHs. BBegeHHs
3MiH NpoTSirom 6 MicauiB nicnsi 3aTBepaXeHHS. 3MiHu |
TMny - AQMiHICTPaTVBHI 3MiHW. BunyyeHHs BMpobHuyoi
OinbHUUI (BKNoYatouun ginbHudi ans A®l, npomixkHoro
npoaykTy abo roToBoro nikapcbkoro 3acoby, AinbHuLi
ONs NPOBELEHHSA NaKyBaHHS, BUPOOHMKa,
BiANOBIAanNbLHOro 3a BUMYCK cepit, MicLie NpoBeAeHHS
KOHTpOnto cepii) abo noctayanbHWka BUXigHOTO
marepiany, peareHTy abo JONOMIKHOT PE4YOBUHU (SIKLLIO
3a3HayeHo y Aocbe) BunyyeHHs BUpoOHMYOT AinbHUL
ana M3 deHictun rens PAMAP A.B.E., 3ABOJ
ABJTOH -49-n KM, OEP>XABHOI JOPOIMN A®IHU-
JIAMIA, Mpeuis BignoBiganbHOro 3a NOBHUN LKKN
BMPOGHMUTBA. BBEaeHHst 3mMiH npoTsirom 6 micsuis nicnsi
3aTBEPAXEHHS.

6e3
peuyenma

UA/0894/01/01

275.

OINAMIOE3®

TabneTkn, BKpUTI
NniBKOBOKO
o6onoHkot, no 10
TabneTtok y 6nictepi;
no 1, abo no 3 abo no
10 GnicTepiB y
KapPTOHHIN nayui

OpraHocuH
Naiidp

CaeHcus MBT.

nro.

IHAifA

EBepTomxeH Jand
CaeHcus Jimiten

IHAisa

BHECEHHSA 3MiH 0O peecTpauinHnX maTepianiB: TEXHIYHA
nomunka B 3amiHax go MKA

3a
peuenmom

UA/7061/01/01

276.

DJIAMIAE3®

TabneTkun, BKpUTI
NMiBKOBOIO
obonoHkoto, in bulk:
2500 TabneTok y
naketax i3 goneru

OpraHocuH
Nand

CaeHcus MBT.

nTa.

IHAisA

EBepTomxeH Nand
CaeHcums Jlimiteq,

IHAis

BHECEHHS 3MiH 40 peecTpalinHMX maTepianis: TeXHIYHa
nomunka B amiHax go MKA

UA/7062/01/01
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Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
antoMiHieBoi
277 ®JNNOPUCEN- cupon, no 50 mn, no ToBapucTBo 3 YkpaiHa BCi cTagii BUpobHMLTBA, Ykpaina BHECEHHS 3MiH 0 peecTpalinHmx matepianis: 3MiHu | bes UA/8853/02/01
300POB'A 100 mn a6o no 200 mn oBGMexeHo KOHTPOIb SKOCTi, BUMYCK Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. peuenma
y chnakoHi; no 1 BignosiganbHi cepit: Cuctema KoHTeWHep/3akynoptoBanbHui 3aci6. 3miHa y
(hbnaKkoHy B KapTOHHI CTI0 ToBapuCTBO 3 0OBMEXEHOI0 NMepBUHHI YNaKoBLii rOTOBOrO fikapCcbKoro 3acoby (Tun
kopo6ui; no 10 mn'y "®apmaueBTu BiANOBiAANbHICTIO KOHTeWHepa abo JofaBaHHsi HOBOrO KOHTENHepa) -
cale, no 20 cawe y YHa KOMNaHis "®apmaueBTnyHa TBepgai, M’sIki Ta HecTepunbHi pigki nikapcbki dopmu.
KapTOHHI KopoobLi "3popos's" KomnaHis "3gopos'a”, CynyTHA 3miHa - 3MiHM 3 AKOCTi. FOTOBUIA NiKapCbKuMii
YkpaiHa 3acib. CucTema KoHTelHep/3aKynoptoBanbHUiA 3aci6.
3MiHa nocTayanbHKKa nakyBanbHUX Matepianis abo
BCi cTaAii BUpobHMuTBa, KOMIMIIEKTYIOUMX (SIKLLO 3a3HA4YeHO B JOCLE) (3amiHa abo
KOHTPOIb SIKOCTI: [o[aBaHHs noctavanbHuka)- 3MiHu 3 sikocTi. foToBMI
ToBapuCTBO 3 OOMEXEHOD nikapcbkuit 3aci6. KoHTpornb roToBOro nikapcbkoro
BiANOBiOanbHICTIO 3acoby. 3miHa napameTpiB cneundikadiv Ta/abo
"XapkiBCcbke [ONyCTMMUX MEX rOTOBOTO flikapcbkoro 3acoby
dapmaueBTUyHE (BonoBHeHHs cneumdikauii HOBUM NOKa3HUKOM 3
nignpuemMcTso "300poB's BiANOBIOHMM MeTOAOM BUNPODYBaHHS) BBEAEHHS HOBOT
Hapoay", ynakoBk# (calue 3 kombiHoBaHoro maTepiany
YkpaiHa (PET/AL/PE)): no 10 mn y calle 3 koMGiHOBaHoro
matepiany, no 20 calle B KOpPOOLi 3 KAPTOHY Bif HOBMX
BMPOGHWKIB NakyBanbHoro matepiany MNAT
«Ykpnnactuk», YkpaiHa, AT «TexHonorisi», YkpaiHa,
Constantia Patz Ges.m.b.H, Austria (3aTBepmxeHi
ynakosku no 50 mr, no 100 mn, no 200 mn y cnakoHi,
no 1 conakoHy B KOpoO6Li 3 KapToHy). Sk Hacnigok,
[ofaBaHHsa cneuundikadii Ta MeToaiB KOHTPOMO SAKOCTI
'N3 nokasHnkom «OpHOpIAHICTE Macy (Ans cawe)» 3
BiANOBIAHWUM METOAOM BUNPOBYBaHHS; YTOYHEHHS
Ha3Bu nokasHuka «O6’em BMICTY ynakoBku (Ans
nakoHiB)». BBegeHHs 3MiH npoTsirom 3-x micsuis nicnsi
3aTBepMKeHHs. 3MiHu | Tuny - 3MiHmn 3 sikocTi. FoToBUIA
nikapcbkui 3acib. Cuctema
KOHTeWHep/3akynoptoBanbHui 3aci6. 3MiHa po3mipy
yMaKoBKM FOTOBOro Nikapcbkoro 3acoby (3MiHa
Macu/o6'emy BMICTy KOHTelHepa 6aratoqo3oBoro
nikapcbkoro 3acoby Ans HenapeHTepanbHOro
3acTocyBaHHs (abo 0AHOA030BOroO, YaCTKOBOrO
BMKOPWCTaHHS)) BBEAEHHS HOBOrO PO3Mipy YMakoBKM Mo
10 mn y cawe, no 20 calule B KOpoOGLi 3 KApTOHY, 3
BigMnoBigHMMKM 3MiHamMu y p. «YnakoBka» MKA J13.
278. ®JNYUAP®- kpem, 1 mr/rno 15ry MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | 3a UA/6215/01/01
OAPHUUA Ty6i; no 1 Ty6i B nayui "®apmaueBTun cipma "OapHuus” Tuny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib. peuyenmom
YHa chipma CT1abinbHicTb. 3miHa y TepMmiHax npugaTtHocTi abo
"OapHuus"

ymoBax 36epiraHHs FoTOBOro NikapCbKoro 3acoby
(36inblueHHst TepMiHY NpUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - [Ins ToproBoi ynakoBku
(niaTBEPOXYETLCA AaHMMM peanbHOro Yacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO fiKapCbKOro
3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
[OBroCTPOKOBMX AOCHipKEHb CTabinbHOCTI y peanbHoOMy
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Ymoeu
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Homep

peecmpayitiHo20

rnoceid4yeHHs1

vaci:

BBeaeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBepaxeHHs. 3miHu | Tuny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuit 3aci6. CtabinbHicTb. 3miHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKkoro 3acoby (3MiHa y 3aTBepAXKEeHOMY NPOTOKONi
cTabinNbHOCTI) 3MEHLLEHHS1 YaCTOTU AOCHIOXKEHHS
crabinbHocTi M3 PNYUAP®-OJAPHULA, Ha ocHoBI
aHanisy ctaTucTMiHmuX aaHux 3aTeepaxeHo: KoHTpornb
06pa3LoB ocyLLecTBNsEeTCs ¢ nepuognyHocTbo: 0 Mec.,
3 mec., 6 mec., 9 mec., 12 mec., 18 mec., 24 mec.
3anponoHoBaHo: KoHTposb 06pa3sLoB NpoBOAMTCS C
nepuogmnyHocTbto: 0 mec., 12 mec., 24 mec., 36 mec.

279.

DJIYUMHAP®

masb, 0,25 mr/rno 151
y Ty6i; no 1 Ty6i B
KapTOHHI KopobLi

TOB
"BAJNNIEAHT
®APMACBIO
TIKAN3"

YkpaiHa

dapm3sasog €nbca A.T.

Monblwa

BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu |
TUny - AOMiHicTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/
abo agpecy Micus NpoBaKeHHN AisnbHOCTI BUPOGHUKa/

iMnopTepa rotToBoro nikapcbkoro 3acoby, BKIOYa4n

AinbHUL BUNYycKy cepii abo micle NnpoBeAeHHs!
KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEp, BKIOYaUM BUMYCK CEpii) - 3MiHa
appecu BupobHuka M3 dapmsasog €nbca A.T.,
MonbLa, 6e3 3MiHN Micus BUpOOHMLTBA. BBEAEHHS
3MiH NPOTSArom 6-TW MiCSILIB MiCNsA 3aTBEPAXKEHHS.

3a
peyerimom

UA/1720/01/01

280.

OPI-An

Tabnetku no 5 mrin
bulk: no 10 TabneTok y
6nictepi, no 10
GnicTepiB y
KOHTemnHepi; in bulk: no
100 Tabnetok y
KOHTENHepax

"KcaHTic
dapma
Nimiten"

Kinp

CaHeka ®apmacbloTikana

AT

CrnoBalbk
a
Pecny6bnik
a

BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3MiHn |
Tuny - 3MiHn woao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHst abo amiHu go
y3aranbHeHUX AaHunx Npo cuctemy apmakoHarnsgy
(BBEOEHHS y3ararnbHEHUX AaHKX NPO CUCTEMY
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanbHOI 3a 3AiNCHEHHA apmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsagy 3asiBHUKa Anis
3[icHeHHs hapMakoHarnaay B YkpaiHi, SKLLO BOHa
BiAMiHHa BiA ynoBHOBaxeHoi ocobu, BignosiganbHoi 3a
30iCHEHHS (hapMakoHarnsay (BKMOYayy KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu BignosiganbHoi 3a hapMakoHarnsAa:
MponoHoBaHa pepakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi ocobu,
BignoBiganbHoOI 3a apmakoHarnsag. 3miHa micus
30iCHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsagy.
3miHa agpecu macTep-darina

3a
peuenmom

UA/16684/01/01

281,

OPI-An

Tabnetkun no 5 mr no
10 TabneTok y
6nictepi, no 1 abo no
2, abo no 3, abo 9
6nicTepiB y KApTOHHIN
navui

"KcaHTic
Papma
NimiTen"

Kinp

CaHeka ®apmacbloTikana
AT

CnoBaubk
a
Pecny6bnik
a

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMny - 3MiHK Wwono 6e3nekn/eHekTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHu oo
y3aranbHeHWX AaHux Npo cuctemy dapmakoHarnsgy
(BBELEHHSA y3araribHEHNX AaHUX NMPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHMKa 45s

3a
peuenmom

UA/16683/01/01




95 IIpogoBxeHHs no1aTka 3
Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
34icHeHHs dhapMakoHarnsgy B YkpaiHi, AKLWO BOHA
BigMiHHa Bi ynoBHOBaXeHOi 0cobu, BignosigansHoi 3a
3pifcHeHHst hapmakoHarnsaay (BKMHOYaKyM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MilleHHi MacTep-caiina
cuctemn chapmakoHarnsgy) - 3MiHa YroBHOBaXEHOI
ocobu BignosiganeHoi 3a hapMakoHarnsa:
MponoHoBaHa pepakuis: I1BaH Kimnpidy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BignoBiaanbHoI 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHSI OCHOBHOI 4isiNbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu mactep-danina
282 ®Y3IKYTAH mMasb 2% no5r, 15, Hepmadapm HimeuunHa | mibe M'M6X ApuHanmittens | HimeuuunH BHECEHHS 3MiH JO peecTpaLiiH1UX maTtepianis: TeXHIYHa 3a UA/10307/02/01
abo 30 ry Ty6i; no 1 Al a noMurka B MapKyBaHHi BTOPMHHOI YNakoBKu): y po3aini peuenmom
Ty6i B KQpTOHHIM nayui 13
283.| ®YPOCEMIAQ Tabnetku no 40 wmr, no ToBapucTBo 3 YkpaiHa ToBapucTBO 3 06MEXKEHO YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/5153/02/01
10 Tabnetok y obmexeHo BiANOBiAAnNbHICTIO TMNy - NO4AHHSA HOBOrO cepTudikaTta BignoBigHOCTI peuenmom
6nicrepi; no 5 BiAnoBiaanbHi "OocnigHuii 3aBoa €Bponevicbkii papmakonei R1-CEP 1999-137-Rev 07
GnicTepiB y nayui 3 cTio "r'HUJIC", Ykpaina (BCi anst A®| dypocemin Big HoBoro BUpobHMKa JoAaTKOBO
KapTOHy "OocnigHni cTagii BupobHuuTtea, 00 3aTBepAxXeHoro BupobHuka Adl; aminm | Tuny -
3aBof KOHTPOIb SIKOCTi, BUMYCK 3MiHK, NOB'A3aHi 3 HEOOXIOHICTIO NPUBELAEHHS Y
"THUNC" cepii); ToBapucTBo 3 BignoBiaHiCTb A0 MoHorpadii [JdY abo €Bponeincbkoi
obmexeHot dapmakonei, abo iHLWOT HauioHanbHOi hapmakonei
BiANOBiOanbHICTIO nepxasu €C; cynyTHs 3MiHa: 3MiHa y MeToaax
"®apmaueBTuyHa BunpobyBaHHsA APl abo BuxigHoro
KoMnaHis "3gopos'a”, MaTepiany/npoMiKHOro NpoayKTy/peareHTy, Wo
YkpaiHa (Bci cTagii BVIKOPVICTOBYETbLCS y NpoLieci BUpobHuuTea AdI -
BUPOBHULTBA, KOHTPOSb npvBeAeHHs cneundikauii Ta metodis KoHTpornio Ad| y
SKOCTI, BUMYCK cepii); BiANOBIAHICTb A0 BUMOr MoHorpadii Furosemide EP 3a
ToBapucTBO 3 0OMEXEHOK nokasHukamu: "Po3umHHicTh", «lgeHTudikauisay;
BiAnoBiganbHicTio BHECEHO 3MiHW Y METOAM KOHTPOIIO 3a NoKasHUKaMm
"OAPMEKC rPyn", «CynposigHi gomiwkny, «KinbkicHe BU3HAYEHHS»;
YkpaiHa (Bci cTagii BBeEHO A0 cneumdikauii nokasHunku «Mpo3opictb» Ta
BUPOBHULTBA, KOHTPOSb «KonbopoBicTb» 3 BignNoBigHNM METOAOM
SIKOCTi, BUNYCK Cepil) BUNPOOYBaHHSI; BUNYyYEHO MOKa3HMKM cneumndikauii
«Baxki meTanu» Ta «TemnepaTypa nnaBneHHs» 3
BigNoBigHMMM MeTodamMu BUNpobyBaHHs
284 XnopooninTt cnpevi no 15 mny TosapucTso 3 Ykpaina BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | bes UA/1556/03/01
KOHTEMNHepi 3i ckna obmMexeHo KOHTPOIb SIKOCTi, BUMYCK TMNy - 3MiHa NapameTpiB crneumdikauin Ta/abo peuenma
abo nnacTtmacu, no 1 BiAnoBiganbHi cepii: ToBapucTeo 3 [ONyCTUMMUX MEX rOTOBOTO flikapcbkoro 3acoby
KOHTeWHepy y nadui 3 CTIO obmexeHoto
KapTOHY "OocnigHuii BianoBiaanbHicTo
3aBof "[locnigHuin 3aBof
"rTHUIC" "FHLJIC", YkpaiHa; BCi

cTagii BMpobHuuTBa,
KOHTPOIb SIKOCTi, BUMYCK
cepii: ToBapucTteo 3
oBMexeHo
BiANOBiAANbHICTIO
"®apmaueBTnYHa
KoMnaHis "3gopos'a”,




IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
YkpaiHa
285 XnopooninTt po3unH cnvpTtosun, 10 MAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3miHu | 3a UA/4551/02/01
mr/mn, no 100 mn'y "Tannudapm” TUNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS NEpBUHHOI Ta | peyernmom
dnakoHi (cknsHomy BTOPUHHOI YNaKoBKM Nikapcbkoro 3acoby Lwoao
abo nonimepHomy), nNo 3a3Ha4YeHHs MbKHaApOAHMX NO3HAYEeHb OOUHMLb
1 donakoHy B nayui; no BUMiptoBaHHSA. BBeaeHHA 3MiH npoTsirom 6-Tu micauis
100 mn y 6aHuj, no 1 nicns 3aTBepAXeHHs
6aHui B nayuji
286. XJIOPO®ININT poO34unH cnupTtosui, 10 MNAT YkpaiHa MAT "lrannydapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | - UA/9519/01/01
mr/mn, in bulk: no 100 "Tanuucdapm" TMNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta
My cprnakoHi BTOPVHHOI YNaKOBKM MikapCbKoro 3acoby Liogo
cknsiHomy abo 3a3HaYeHHs MDXKHapPOAHUX NO3Ha4YeHb OAUHULL
nonimepHomy, abo BUMiptoBaHHsi. BBeAeHHA 3MiH npoTArom 6-t1 micauis
6aHuj, no 48 6aHok nicns 3aTBepAXeHHA
abo dnakoHiB y Kopobi
287 XYMOOAP® b cycneHsis Ans iH'ekuin, MpAT "lMo Ykpaina MpAT "lMNo BUPOGHMLTBY YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/1155/01/01
100P 100 MO/mn no 3 mny BMPOGHMLTBY iHcyninis "IHOAP" MMy - 3viHa y MeTogax BUnNpobyBaHHSA roTOBOro peuernmom
KapTpuaxi; no 3 abo iHCYyniHIB nikapcbkoro 3acoby (iHwWi 3mMiHKM y MeTopax
no 5 kapTpuaxis y "IHOAP" BMNpobyBaHb (BKMO4aoyM 3amiHy abo AOMNOBHEHHS)) -
nayui 3 kapToHy; no 10 ONTUMI3aLisi METOAUKN KOHTPOMIO 32 MOKa3HWKOM
My dprnakoHi; no 1 "CTepunbHicTb", Ha nigcTasi po3pobneHnx
nakoHy B nayui 3 eKcnepvMeHTanbHNX A4aHnx Ta pesynbTaTis
KapToHy; Mo 5 mny niaTBEPAXEHHS NPUAATHOCTI METOAMKM Y 3MIHEHNX
chnakoHi; no 1 abo no ymMoOBax TecTyBaHHS BignosigHo Ao sumor n.2.6.1 AdY
5 cbnakoHis y navui 3 2.0
KapToHy
288 XYMOLOAP® b cycneHsis Ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "MNo BUPOGHMLUTBY YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | - UA/13721/01/01
100P 100 MO/mn in bulk: Ne BMPOOHMLTBY iHcyninis "IHOAP" MMy - 3MiHa y MeTogax BUnNpobyBaHHSA roTOBOro
100, Ne 200 (no 5 mn y iHCyniHiB nikapcbKoro 3acoby (iHLwi 3MiHW y meToaax
chnakoHi; no 100 abo "IHOAP" BMUNpobyBaHb (BKIOYakoum 3amMiHy abo JOMNOBHEHHST)) -
200 donakoHiB y ONTMMI3aLis METOAMKM KOHTPOIIO 32 NMOKa3HUKOM
kopobi); in bulk: Ne "CTepunbHicTb", Ha nigcTasi po3pobneHnx
100, eKkcrnepyvMeHTanbHUX JaHux Ta pesynbTaTiB
Ne 200 (no 10 mny niATBEPAXEHHS NPUAATHOCTI METOAMKM Y 3MIHEHNX
dnakoHi; no 100 abo yMOBax TeCTyBaHHS BignoBigHo Ao Bumor n.2.6.1 AdY
200 donakoHiB y 2.0
Kopobi)
289. XYMOOAP® b cycneHsis Ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "lMNo BUPOBHMLUTBY YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3MiHn | - UA/13721/01/01
100P 100 MO/mn in bulk: Ne BMPOGHMLTBY iHcyniHis "IHOAP" TMny - 3MiHa y MeTodax BUNpobyBaHHS roToBOro
100, Ne 200 (no 5 mny iHCyniHIiB nikapcbKoro 3acoby (iHwWi 3mMiHM y meTofax
dnakoHi; no 100 abo "IHOAP" BMNpobyBaHb (BKIOYaoyM 3amiHy abo AOMNOBHEHHST)) -
200 donakoHiB y npuBeAeHHs! BUNPoOYyBaHHS 32 NOKa3HWKOM
kopo6i); in bulk: Ne «BakTepianbHi eHQOTOKCUHWY Y BiANOBIAHICTL 4O BUMOT
100, n.2.6.14 (metog A) AdY 2.0
Ne 200 (no 10 mn y
dnakoHi; no 100 abo
200 donakoHiB y
Kopobi)
290, XYMO[OAP® b cycneHsist Ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "lMNo BUPOGHMLTBY YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3MiHu | 3a UA/1155/01/01
100P 100 MO/mMn no 3 mny BUPOBHULTBY iHcynivis "IHOAP" TMNY - 3MiHa Y MeTogax BunpobyBaHHsi rOTOBOIO peyenmom




IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
KapTpuaxi; no 3 abo iHCYyniHIB nikapcbkoro 3acoby (iHwWi 3mMiHKM y MeTofax
no 5 kapTpuaXiB y "IHOAP" BMNpobyBaHb (BKIO4aoYM 3amiHy abo AOMOBHEHHS)) -
nayui 3 kapToHy; no 10 npviBeAeHHs BUNPOOyBaHHA 3@ MOKa3HUKOM
My dpnakoHi; no 1 «bakTepianbHi eH4OTOKCUHMY Y BiANOBIAHICTb 4O BUMOr
dnakoHy B nauyui 3 n.2.6.14 (metog A) dY 2.0
KapToHy; Mo 5 mny
chnakoHi; no 1 abo no
5 cbnakoHiB y nayui 3
KapTOHyY
291 XYMOOAP® K25 cycneHsis Ans iH'ekuin, MpAT "lMo Ykpaina MpAT "Mo BMpoGHMLTBY YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/1533/01/01
100P 100 MO/mn no 3 mny BMPOGHMLTBY iHcyninis "IHOAP" MMy - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOro peuenmom
KapTpuaxi; no 3 abo iHCYyniHIB nikapcbkoro 3acoby (iHwWi 3mMiHWM y meTopax
no 5 kapTpugxis y "IHOAP" BUNpobyBaHb (BKIOYakoun 3amMiHy abo JOMNOBHEHHS)) -
nayui 3 KapToHy; no 5 ONTUMI3aLlisi METOAMKN KOHTPOIO 3a MOKa3HVMKOM
My dprnakoHi; no 1 "CTepunbHicTb", Ha nigcTasi po3pobneHnx
abo no 5 dhnakoHiB y eKkcrnepyvMeHTanbHUX JaHux Ta pesynbTaTiB
nayui 3 kapToHy; no 10 nigTBEpAXXEHHS NPUAATHOCTI METOANKN Y 3MiIHEHMX
My dprnakoHi; no 1 yMOBax TeCTyBaHHS BignosigHo o sumor n.2.6.1 Aoy
dnakoHy B nayui 3 2.0
KapTOHyY
292 XYMOJOAP® K25 cycneHsis Ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "MNo BUPOBHMUTBY YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | - UA/13722/01/01
100P 100 MO/mn in bulk: Ne BUPOOHMLTBY iHcyniHiB "IHOAP" TMNy - 3viHa y meTogax BunpobyBaHHS roTOBOro
100, Ne 200 (no 5 mny iHCyniHiB nikapcbKoro 3acoby (iHwWi 3mMiHM y meTofax
cnakoHi; no 100 abo "IHOAP" BUNpobyBaHb (BKIOYaoum 3amMiHy abo AOMNOBHEHHST)) -
no 200 dnakoHiB y ONTMMI3aLis METOAMKM KOHTPOSIO 33 NMOKa3HUKOM
kopobi); in bulk: Ne "CTepwrnbHicTb", Ha NigcTaBi po3pobneHnx
100, Ne 200 (no 10 mn eKcnepuMeHTanbHNX JaHux Ta pesynbTarTis
y chnakoHi; no 100 abo nigTBEpAXXEHHS NPUAATHOCTI METOANKN Y 3MIHEHMX
no 200 dnakoHiB y yMOBaXx TeCTyBaHHS BigMoBiaHO Ao Bumor n.2.6.1 oY
Kopobi) 2.0
293, XYMOOAP® K25 cycneHsis Ans iH'ekuin, MpAT "lMo Ykpaina MpAT "MNo BUpPOGHMLTBY YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/1533/01/01
100P 100 MO/mn no 3 mny BMPOGHMLTBY iHcyninis "IHOAP" MMy - 3viHa y MeTogax BUNpobyBaHHSA rOTOBOro peuenmom
KapTpuaxi; no 3 abo iHCYyniHIB nikapcbkoro 3acoby (iHwWi 3mMiHKM y MeTopax
no 5 kapTpuaxis y "IHOAP" BMNpobyBaHb (BKMO4aoYM 3amMiHy abo AOMNOBHEHHS)) -
nayui 3 kKapToHy; no 5 npuBefeHHs BUNPoOYyBaHHSA 3a MNOKa3HWKOM
My dprnakoHi; no 1 «BbakTepianbHi eHAOTOKCUHMY Y BiANOBIAHICTb 4O BUMOr
abo no 5 dnakoHiB y n.2.6.14 (metog A) dY 2.0
nayui 3 kapToHy; no 10
My dprnakoHi; no 1
nakoHy B nayui 3
KapTOHyY
294, XYMOOAP® K25 cycneHsis Ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "MNo BUPOGHMLUTBY YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3MiHu | - UA/13722/01/01
100P 100 MO/mn in bulk: Ne BMPOOHMLTBY iHcyninis "IHOAP" MMy - 3MiHa y MeTogax BunNpobyBaHHSA roTOBOrO
100, Ne 200 (no 5 mny iHCyniHiB nikapcbKoro 3acoby (iHLwi 3MiHW y MeToaax
chnakoHi; no 100 abo "IHOAP" BMUNpobyBaHb (BKIOYakoum 3amMiHy abo JOMNOBHEHHST)) -

no 200 cnakoHiB y
kopobi); in bulk: Ne
100, Ne 200 (no 10 mn
y donakoHi; no 100 abo
no 200 donakoHiB y

npuBefAeHHs BUNPoOyBaHHSA 3a MNOKa3HWUKOM
«bakTepianbHi eHOTOKCUHUY Y BiANOBIAHICTE 4O BUMOT
n.2.6.14 (metog A) oY 2.0
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Ne
n/n

Haszea
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

KpaiHa
3asieHUKa

Bupo6Huk

Kpaina
8UPOBHUK
a

PeecmpauitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpayitiHo20

rnoceid4yeHHs1

Kopobi)

295,

LENb T

mMas3b no 50 ry Ty6i; no
1 Ty6i B KOpOGULi 3
KapTOHyY

Bionoriwe
Xannbmitteno
Xeenb M'mbX

HimeyunHa

Bionoriwe XannbmitTenb

Xeenb M'M6X

HimeyunH
a

BHECEHHS 3MiH IO peecTpaLinHMX maTtepianis: 3MiHu |
TMny - 3MiHa y napameTpax cneuudikadiv Ta/abo
OONyCTUMMX MEX, BU3HAYEHUX Y crneumndikauisax Ha AdI,
abo BMXiAHWI/NPOMDKHUI NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuuytea AdI -
BUIYyYeHHs 3i cneuudikauii Ans MaTepUHCLKOT TUHKTYpUY
Symphytum officinale Tecty "niponiauauHosi ankonoign"
BianosigHo o Bumor HAB; oonoBHeHHs cneuundikauii
Ons MaTepuHcbKoi TUHKTYpu Symphytum officinale
HOBUM MOKa3HMKOM SIKOCTi BU3HaveHHs Escherichia coli
(EP 2.6.13); 3minu | Tuny - 3amiHa y meTogax
BMMNpOGYBaHHS rOTOBOIO fikapcbKoro 3acoby - 3MiHu y
crneumdikaLii roToBoro nikapcbkoro 3acoby - foaaBaHHS
anbTepHaTMBHOIO MeToay BunpobyBaHHs "a3oBa
xpomaTtorpadia” (EP .2.2.28) ans T. KinbkicHe
BU3HAYEHHS1 €TaHoMy; peAakLiliHi MpaBky B OMNKUCI
[0MyCTUMMX HOPM Ta B NOCUMaHHI cneumaikaLii 3a T.
onuc, B A3KiCTb, NyCTUHA, MikpobionoriyHa uncroTa;
3MiHu | TNy - 3MiHK, NOB'A3aHi 3 HEOOXIOHICTIO
npuBeaeHHs y BiANoBigHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHWOoi HauioHanbHoI
capmakonei aepxasu €C - npuBeaeHHs cneuudikauii
ans cupoBuHKn Sulfur BignoBigHO 4O BUMOr MOHOrpadii
"Sulfur for homoepathic preparations" EP; npuBegeHHs
cneundikauii Ansa BuxigHoro martepiany Acidum
Thiocticum BignosigHo Ao BMMor MoHorpadii EP;
npuBeAeHHs cneundikauii Ans Qityoi pevyoBUHN
Natrium diethyloxalaceticum trituration D1 3a 7.
KinbkicHe BU3Ha4eHHs BignosigHo oo sumor EP, 2. 2. 20

6e3
peuyenma

UA/0020/03/01

296.

LLEPYKAN®

Tabnetku no 10 mr no
50 TabneTtok y
dnakoHi, no 1
nakoHy B KApTOHHIN
Kopobui

TeBa
dapmavneBTika
n IHgacTpis
NTa.

I13painb

MNIBA XpBaTtcka A.0.0.

XopBaris

BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu |
TMny - 3MiHn Wwogno 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsigy. BeegeHHs abo 3miHv oo
y3ararnbHeHUX AaHuX Npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3ararnbHEHNX AaHUX NMPO CUCTEMY
dapmakoHarnsigy, 3MiHa yroBHOBaXeHOi ocobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy 3asiBHvKa Anis
34icHeHHs hapMakoHarnagy B YKpaiHi, KO BOHA
BigMiHHa Bif ynoBHOBaXKeHOi 0cobu, BignosiganeHoi 3a
3pincHeHHst hapmakoHarnsaay (BKMHOYaKYM KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3milleHHi MacTep-caiina
cuctemn papMakoHarnsagy) - 3miHa ynoBHOBaXeHOi
ocobu 3asBHMKA, BiANOBiAaNbHOI 3a 34iNCHEHHS
apmakoHarnsgy: MNponoHoBaHa pegakuis — Orit Stern-
Maman. 3MiHa KOHTaKTHUX AaHUX YNMOBHOBaXEHOI
ocobu. 3miHa Micus 30iMCHEHHS OCHOBHOI AisiNbHOCTI 3
hbapmMakoHarnsgy. 3miHa agpecy macTep-darna

3a
peyernmom

UA/2297/01/01

297,

LETPUMAK

TabneTkun, BKpUTI
NniBKOBOO

Makneoac
PapmacbloThK

IHAisA

Makneoac

dapmacboTukanc Jlimiteg

IHAis

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu |
TMMy - 3MiHa B yMOBax 30epiraHHsi nikapcbkoro 3acoby.

6e3

peuenma

UA/16082/01/01
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
obornoHkoto, no 5 mr, anc Jimiteq 3anponoHoBaHo: 36epiraTv Npu Temneparypi He BuLLe
no 30 TabneTok y 30° C B opuriHanbHin ynakosLi
nakoHi, no 1
nakoHy y KapTOHHIN
ynakosui; no 10
TabneTtok y 6nictepi,
no 1 abo 3 Gnictepu y
KapTOHHI Kopoobuli
298. LUMKNOMEQQ Kpanni o4Hi 1 % no 5 CEHTICC IHaia CEHTICC ®APMA MNBT. IHais BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/2911/01/01
My cprnakoHi- DPAPMA TBT. nTa. TUny - 3MiHK Wwopo 6e3nekun/edekTUBHOCTI Ta peuenmom
KpanensHuui; no 1 nTa. dapmakoHarnagy. BeegeHHst abo 3miHu go
bnakoHy-KkpanenbHuLj y3aranbHeHNX AaHnX Npo cuctemy dhapmakoHarnsgy
B KapTOHHIN navui (BBEAEHHSA y3aranbHEHNX AaHUX NPO cUcTemy
capmakoHarnagy, 3miHa ynoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHVKa Ans
3[iNcHEHHs hapMakoHarnaay B YkpaiHi, SKLLO BOHa
BiAMiHHa Bid ynoBHOBaxeHOi ocobu, BignosiganbsHoi 3a
30iMCHEHHS hbapMakoHarnsay (BKNOYayy KOHTaKTHI
AaHi) Ta/abo 3miHM y po3MillieHHi macTep-carina
cuctemn chapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOI
ocobu BignosiganbHoOi 3a hapmakoHarnsa:
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI ocobu BignosiaansbHoi
3a chapmakoHarnag;
MponoHoBaHa pepakuis: TodaH lrop AHaToninosny.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOI 0ocobu,
BignoBiganbHOI 3a papmakoHarnsag. 3MiHa KOHTaKTHUX
OAaHNX KOHTAKTHOI ocobu, BignoBiganbHoI 3a
dapMakoHarnsg. 3miHa Micusi 34iCHEeHHS1 OCHOBHOT
[isinbHOCTI 3 hapmakoHarnsgy. 3miHa agpecu mactep-
danna
299. UMNPO®IIOKCA Kpanmi O4Hi Ta BYLUHi, ToBapucTBo 3 YkpaiHa BCi cTagii BupobHuuTBa, YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX maTepianis: 3MiHu | 3a UA/4759/01/01
LUUH 3mr/Mnno 5mny obmMexeHo KOHTPOIb SIKOCTi, BUMYCK TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HanMmeHyBaHHS Ta/ | peuyenmom
dnakoHi; no 1 BignosiganbHi cepii: abo agpecy Micusa NPoBafpKeHHs AiSnbHOCTI BUpobHUKa/
hrnakoHy B KOMMMEKTi CTHO ToBapuCTBO 3 OOMEXEHOID iMnopTepa roToBoro nikapcbkoro 3acoby, BKIoYa4u
3 KPULLIKOIO- «[ocnigHnin BiANOBiAAnNbHICTIO inbHULI BUNYCKy cepii abo micLe npoBedeHHs
KpanesnbHuLUer B 3aBof «[ocnigHnin 3aBog KOHTPOIIO SIKOCTI. (BisNbHICTb, 3a Ky BianoBiaae
kopo6ui; no 10 mn'y "rTHUNC" "THUIC", BUPOGHMK/IMNOpTEp, BKIOYaouM BUMYCK Cepiii) - 3MiHa
dnakoHi; no 1 YkpaiHa noLITOBOrO iHAeKCy B agpeci BupobHuka TOB

bnakoHy B KOMMMEKTi
3 KPULLKOHO-
KpanesnbHuLeto B
Kopobui

BCi cTagii BupobHuuTBa,
KOHTPOIb SIKOCTi, BUMYCK
cepii:

ToBapuCTBO 3 06MEXEHOHD

BiANOBiAAnNbHICTIO
"®APMEKC IPYIT",
YkpaiHa

«DAPMEKC M'PYT», 6€3 3MiHM hakTU4HOro Micus
NPOBAaMKEHHS AiANbHOCTI
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
300., UATUKONIH MOPOLLIOK (Cy6CcTaHUist) TOB "HIKO" YkpaiHa KanniH OxeH'toiH Kutan BHECEHHS 3MiH 0O peecTpauiiiux matepianis: 3MiHu | - UA/13807/01/01
HATPIO y NOABIAHNX Banokemikan Tuny - AGMiHiCTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/
nonieTnneHoBnx dapmac'totikan Ko., N1a. abo agpecu 3asiBHUKa (BracHUKa peecTpauiniHoro
naketax ans nocBiAYeHHs) 3MiHa agpecu 3asiBHUKa
BMPOOHMLTBA
CTEpPUNbHUX Ta
HeCTepUnbHUX
nikapcbknx gopm
301.| LUUTO3AP® niodpinizat ana Mdparizep IHK CWA AkTagic Itanis C.n.A. ITanis BHECEHHS 3MiH [0 peecTpaLiiHuX maTepianis: 3MiHu | 3a UA/4840/01/02
PO34MHy ANs iH'ekuin TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHS Ta/ | peuyenmom
no 100 mr; 1 conakoH 3 abo agpecu micusa NpoBaKeHHS AiAnbHOCTI BUPOOHUKa/
niogpinizatom Ta 1 iMnopTepa roToBoro nikapcbkoro 3acoby, BKIoYaum
amnyna 3 AinbHULUI BUNYycKy cepii abo micle npoBeaeHHst
PO3YMHHMKOM (CNMPT KOHTPOIIO SIKOCTI. (BisNbHICTb, 3a Ky BianoBigae
©6eH3unosuin, Boga ons BMPOGHMK/iIMNOpTEp, BKIOYaouM BUMYCK Cepiii) - 3MiHa
iH'ekuin) no 5 mny appecu Bupo6Huka M3 Akrtasic ITanis C.n.A., Itanis,
KapTOHHi kopobui 6e3 3MiHM micLa BUpobHuLTBa (BBEAEHHS 3MiH
npoTArom 3-x MicAUIB MiCns 3aTBEPAKEHHS); 3MiHU |
TUny - 3MiHK Wwopo 6e3neku/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3aMiHK) - 3amiHa rpadivyHoro
OPOpMINEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TeKCT MapKyBaHHSs1 YNakoBOK 3 BiANOBIAHUMW 3MiHaMWU
o posainiB MKA N3 (posain «padiyHe odpopmneHHs
ynakoBKU» 3aMiHeHO po3ginoM «MapKyBaHHs»)
BBegeHHs 3MiH npoTsirom 3-x MicsAuiB nicns
3aTBEpAKEHHSA
302.| LUMTO3AP® niodbinizat ans Mdparizep IHK CWA AkTagic Itanis C.n.A. ITanis BHECEHHS1 3MiH 0 peecTpaLiiHux maTtepianis: 3miHu | 3a UA/4840/01/01
PO34MHy ANs iH'eKuin TMny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHS Ta/ | peuyenmom
no 1000 wmr; 1 donakoH abo agpecu Micusi NpoBaKEHHSsI AisiNbHOCTI BUPOGHMKa/
3 niocpinizatom y iMnopTepa roToBoro nikapcbkoro 3acoby, BKIoYa4u
KapTOHHi kopobui inbHULI BUNYCKy cepii abo micue npoBedeHHs
KOHTPOIIO SIKOCTI. (AiANbHICTb, 3a AKy BiAnoBigae
BUPOGHMK/IMNOpTEp, BKIOYaoUM BUMYCK Cepiii) - 3MiHa
anpecw BupobHuka MT13 Aktasic Itania C.n.A., Itanis,
6e3 3MiHM micua BUpobHMLTBa (BBEAEHHS 3MiH
npoTArom 3-x MicAUIB MiCns 3aTBEPAKEHHS); 3MiHU |
Tuny - 3miHn woao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3aMiHn) - 3amiHa rpadivyHoro
0POpMNEHHSA NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TeKCT MapKyBaHHs1 YNakoBOK 3 BiANOBIAHUMW 3MiHaMWK
o posginiB MKA N3 (posain «padiyHe odpopmneHHs
ynakoBKU» 3aMiHEHO po3ginoM «MapKyBaHHs»)
BBegeHHs 3MiH npoTsirom 3-x MicAuiB nicns
3aTBepAKEHHS
303.| YEBPELUIO EKCTPaKT pigKuin MNAT YkpaiHa MAT "lannydapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | - UA/9745/01/01
EKCTPAKT (cybcTaHuis) y 6oykax "Tanuudapm” TMny - 3MiHa y napameTpax cneuudikauiv Ta/abo
PIOKUA noniMepHux ans OONyCTUMMX MEX, BU3HAYEHUX Yy creumndikauiax Ha AdI,

BUPOBHULTBA
HecTepunbHUX
nikapcbknx gopm

abo BMXigHWUIN/NPOMIXXHUIA NpoayKT/peareHT, Lo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuutea AdI;
CynyTHA 3MiHa: 3MiHa y MeTofax BunpobysaHHs AdI
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IIpogoBxeHHs no1aTka 3

Ne Haszea Popma sunycky 3asisHUK KpaiHa Bupo6Huk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1
abo BuxigHoOro matepiany/npomixkHoro
NPOAYKTYy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMpo6HMUTBa AQI (iHWi 3MiHN Y MeTodax BUNPOobyBaHHS
(Bkntoyaroumn 3amiHy abo gonoBHeHHs) AP abo
BWXiAHOrO/MPOMIXXHOIO NPOAYKTY) — BHECEHHS 3MiH A0
crneundikaLii Ta MeToaiB KOHTPOIIO SIKOCTi T.
«MikpobionoriyHa YicToTa» NPUBELEHHSIM Y
BignoBigHicTb Ao Bumor AOY/EP 5.1.8
304, AHYMET TabneTkn, BKpUTI Mepk LWapn i LLisenuapia nepBUHHA Ta BTOPUHHA HigepnaH BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/11003/01/01
NNiBKOBOIO Ooym lgea IHk ynakoBka, A03BiNn Ha aun/ TUMY - BUNYYEHHS1 BUPOBHUYOT OinbHULI (BKIOYaoum peuenmom
obornoHkoto, no 50 mr/ Bunyck cepii: Mepk LLapn i Benuka AinbHuui ana A®|l, npomixkHoro npoaykTy abo rotoBoro
500 wr, no 14 Hoym B.B., Higepnanaw; BpuTaHis/ nikapcbkoro 3acoby, AinbHULI AN NpoBeAeHHS
TabneTtok y 6nictepi; BUPOGHULTBO CLUA/ nakyBaHHs1, BUpOOHWKa, BiAnoBiaansHOro 3a Bunyck
no 4 6nictepu B Hepo3dacoBaHoi Icnanis cepin, mMicue NpPOBeAEHHST KOHTPOIO cepii) abo
KapTOHHI kopobLyi npoayKuir: nocTavarnbH1Ka BUXiQHOro maTepiany, peareHTy abo
Ecika KgiH6opo JlimiTeq, [OOMOMDXHOT PEYOBUHU - BUNYYeHHSI BUpoGHMKa AdI
Benuka bputaHis; MateoH
MyepTo Piko, IHK., MNyepTo
Piko, CLUA; nepBrHHa Ta
BTOPWHHA yrnaKoBKa:
®dpoccT I6epuka, C.A.,
Icnanis
305.| AHYMET TabneTtkn, BKpUTI Mepk LWapn i LLiseriuapis nepBMHHa Ta BTOPMHHA HigepnaH BHECEHHS! 3MiH 0 peecTpaLiiHux maTtepianis: 3MiHu | 3a UA/11003/01/02
NniBKOBOO Hoym lgea IHk yrnakoBka, 03BiN Ha an/ TUMY - BUNyYEHHS1 BUPOOHNYOI AiNbHWLI (BKIOYaoym peuernmom
o6oroHkoto, no 50 mr/ Bunyck cepii: Mepk Lapn i Benuka AinbHuui ana A®l, npomixkHoro npoaykTy abo rotoBoro
850 wr, no 14 Ooym B.B., Higepnanaw; BpuTtanisa/ nikapcbkoro 3acoby, QinbHUL AN NpoBeAeHHS
TabneTtok y 6nicrepi; BUPOBHMLUTBO CLUA/ nakyBaHHsi, BAPOOHWMKa, Bi4NOBIiAANbHOro 3a BUMYCK
no 4 6nictepu B Hepo3dacoBaHoi IcnaHis cepiii, MicLe NpoBeAEHHSI KOHTPOIto cepii) abo
KapTOHHi kopobui npoayKuii: noctavanbHUKa BUXigHOro martepiany, peareHTy abo
Ecika KeiH6opo JlimiTea, [OOMOMDKHOT PEYOBUHM - BUITyYeHHS BUPOoGHMKa AdI
Benuka BputaHis; NateoH
MyepTo Piko, IHk., MNyepTo
Piko, CLUA; nepBnHHa Ta
BTOPWHHA ynakoBKa:
®dpocct I6epuka, C.A.,
Icnanis
306., AHYMET TabneTkn, BKpUTI Mepk LWapn i LLisenuapis nepBUHHA Ta BTOPUHHA HigepnaH BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3MiHn | 3a UA/11003/01/03
NniBKOBOIO Hoym lgea IHk ynakoBka, A03BiN Ha an/ TUMY - BUNYYEHHS BUPOOHNYOI AiNbHULI (BKIOYa0ym peuernmom
obornoHkoto, no 50 mr/ Bunyck cepii: Mepk LLapn i Benuka AinbHuui ana A®l, npomixkHoro npoaykTy abo rotoBoro
1000 wmr, no 14 Hoym B.B., Higepnanaw; BpuTaHis/ nikapcbkoro 3acoby, AinbHULI AN NpoBeAeHHS
TabneTtok y 6nictepi; BMPOBHMLITBO CLUA/ nakyBaHHs, BUpOOHMKa, BiANoBiaanbHOro 3a BUMycK
no 4 6nictepu B Hepo3dacoBaHoi Icnanis cepil, Micue NPOBEeAEHHST KOHTPOSO cepii) abo
KapTOHHI kopobui npoayKuii: nocTavarnbH1Ka BUXiQHOrO MaTepiany, peareHTy abo

Ecika KgiH6opo JlimiTeq,
Benuka bputaHis; MateoH
MyepTo Piko, IHk., MNyepTo
Piko, CLUA; nepBrHHa Ta

BTOPWHHA yMnaKoBKa:

AOMOMDKHOI PEYOBUHM - BUNyYeHHS BUPOOHMKa AdI
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IIpogoBxeHHs no1aTka 3

Ne Hazea Popma sunycky 3asieHuK Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, 3asieHUKa 8UPO6HUK eidnycky | peecmpayiliHo2o
3acoby ynakoeka) a rnoceid4yeHHs1

®poccT I6epuka, C.A.,
Icnanis

HavanbHUK Bigainy 3 nutaHb ¢papmaueBTUYHOI
AianbHoCTi [lenapTamMeHTy BnpoBagXeHHA pedopm

T.M. JlackoBCbKUM




