NEPENIK

Oopatok 3

Ao Haka3y MiHictepcTBa OXOpOHHM
300poB’a YKpaiHm
13.09.2019 Ne 1942

NIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIONOMNYHUX MPEMAPATIB), LLIOAO AKUX BYINU BHECEHI 3MIHU 10
PEECTPALINMHUX MATEPIAJIB, AKI BHOCATBCA OO AEP>XKABHOIO PEECTPY JIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hazea ®Popma eunycky 3asigeHUK KpaiHa BupobHuk KpaiHa Peecmpauiuna npouyedypa Ymoeu Homep
n/ | nikapcbKo20 eionycky peecmpauitiHo20
n 3acoby noceid4yeHHs
1 ASUMEL® kancynun no 250 Mr no MAT Ykpai Ha MAT YkpaiHa BHECEHHS 3MIH A0 peecTpauivHnx MarepianiB:3amiHv | Tuny - 3a UA/7234/01/01
6 abono 10 kancyn B "KviiBMennpen "KviBmennpenapar” 3MiHay MeTogax BUNpobyBaHHA FOTOBOro IiKapcbKoro 3acoby peuerinmom
6nictepi; no 1 apar - BHECEHHSI 3MiH Yy METOAVKY BUNPOOYBaHHS 3a MOKa3HWKOM
6nicTepy B nayui "MikpobGionoriyHa yucToTa", 30KkpeMa: BBEAEHHSI HOBOro Tury
HEeWTpari3ylouoro KOMMOHEHTY (NeLuTuHY) 40 PO3UMHHUKIB Ta
NMOXVBHMX CEpefoBULL; HE3HAYHI 3MiHM B MpobonigroToBy
3paskiB
2. AUNIA® PO34MH A5 iH EKLIN, banep Al HimeuvumH banep Al', Hime44mHa, HimeuyumHa BHECEHHS 3MiH [0 PeecTpaLinHMX Martepianis: 3a UA/12600/01/01
40 mr/mn, no 0,165 mn a BepniH, HimeuunHa 3MiHm Il Tvny - 3MiHM BHECEHO A0 IHCTPYKUiT AN MeandHoro peuerimom

Yy MorepeHso
3arMoBHEHOMY  LLIMPULL;
no 1 wnpuyy
(3anasHomy y GriicTep)
Y KapTOHHIN ynaKoBLi;
no 0,278 mny
CKNsIHOMY chbnakoHi; no
1 donakoHy 3
GinbTpyBanbHOK
ronkot 18 G y
KapTOHHIM ynakoBLi

(BUPOBHUL TBO(BKHOYat0
YN CTEPUIBHY
dinbTpauito,

HaroBHEHHs- MepBYHHA

ynakoBka), BTOpWHHa
YNaKoBKa, KOHTpPOMb
cepii, BignosiganbHW
3a BUMYCK cepii Ans
¢ NaKkoHiB, KOHTPOIb
cepii 4nsi nonepenHL0
3arMoBHEHVX LUNPULIB);
Banep Al, HimevunHa,

Bynnepranb, HimeuwunHa

(koHTponb cepii); Barep
Al', HimewunHa,

JleBepky3eH, HimevumHa

(KOHTpONb AKOCTi Ans
dnakoHiB); BetTep

Papma-PepriryHr M6 Xi

Ko. KI', HimewunHa
(nepBrHHa Ta BTOPWHHA
YNaKoBKa, KOHTPOMb
cepii); M MpeHsax
MpogykTioHc TM6X,
HimevunHa
(BignoBsiganbHWiA 3a
BUMNYCK Cepii, BTOPUHHA
ynakoBka: Ans
nonepeaHL0
3aMoBHEHVX LUNPULiB);

3aCcTOCyBaHHs fikapcbkoro 3acoby Ao po3dinis
"®apmakonoriyHi BnacTusocTi", "Cnocib 3acTocyBaHHA Ta
aosun’.
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
PenxeHepoH
®apmacbtoTikanc, IHk.,
CWA (B1pobHML TBO
Hepo3dacoBaHoi
MPOZYKLIT)
3. AKKY3NO® Tabnerku, BKpUTI NMOANIEP CLWA INpansep CLLA BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianiB: 3MiHW | Tvny - 3a UA/3031/01/01
10 NniBKOBOKO IHK. MeHtodp exyyprHr 3MiHa Ha3Bu BUpoGHWKa AD| kBiHanpuny rigpoxnopuay, 6e3 peyennom
obonoHkoto, no 10 Honuneng mo6X, 3MiHU MicLst BAPODHULTBA; 3MiHM | TUMY - BUIMYHMEHHSs
mr/12,5 mr, no 10 HimevunHa BUpoGHuKka ADI kBiHanpuny rigpoxnopugy Pfizer Inc., CLUA
Tabnetok y 6nicTepi;
no 3 6nictepu B
KapTOHHI KOpoOLii
4. AKKY3Na® TabneTku, BKpUTI NOANSEP CLIA Mpansep HimevunHa BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: 3a UA/3031/01/02
20 NniBKOBOK IHK. MeHtod exyypuHr 3MiHM | TUNy - 3MiHa Ha3BM BMPODOHVKA Ait040i PEYOBUHM peu.ennom
obornoHkoto, no 20 Donuneng MmeX KBiHanpuny rigpoxrnopuay 3 Pfizer Ireland Pharmaceuticals,
Mr/12,5 mr, no 10 IpnaHgis Ha Hovione Limited, lpnangis; aminm | Tuny -
Tabnetok y 6nicrepi; BUITYMEHHA OAHOrO i3 BUPOOHVKIB Ail040I PEYOBMHM KBiHaNpuny
no 3 6nictepu B rinpoxnopugy Pfizer Inc., CLUA.
KapTOHI KOpobLi
5. AIbIEPIKA Kancynun TBepai no TOB «TeBa YkpaiHa MIJIIBA Xpeatcka A.0.0 Xopsartis 3MiHM | TUny - 36inblUeHHs nepiogy NOBTOPHUX BUMPODYBaHb 3a UA/13629/01/02
150 wmr, no 14 kancyn YkpaiHa» ansa A®l nperabaniHy: 3anponoHoBaHo: 60 MicsuiB peuerinmom
y 6nicTepi;no 1, 2,
abo 4 6nictepn y
Kopobui
6. AIbIEPIKA Kancynun Teepgai no 75 TOB «TeBa YKpaiHa MJ1IBA Xpsatcka 4.0.0 Xopsaria 3MiHM | Tuny - 30iNbLUEHHS Nepiogy NOBTOPHUX BUMPODYBaHb 3a UA/13629/01/01
mr, no 14 kancyn y Ykpai Ha» ans A®I nperabanivy. 3anponioHoBaHo: 60 MicsiuiB peuernnom
6nictepi; no 1, 2, abo
4 6nictepn y Kopobui
7. AMI3OH® nopowlok (cyoctaHuis) | MAT "dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpauiviHux Marepianis: 3aMiHM | Tvny - - UA/14042/01/01
(EHICAMIYM y NakeTax nofBiHMX 3MiHu 3 sakocTi. APl. BupobHULTBO (iHLWi 3MiHK) - 3MiHa
VIOJ:I,VID,) nonieTuneHosnx Ans BHocuUTbCA A0 MKA Amison® (EHicamiym riogua), NOpoLLoK
hapmaLeBTU4HOrO (cybcTaHuis), y 3B'13KYy 3 KOPUryBaHHAM BU3HAYEeHHS LLLOOO0
3acTOCYBaHHS 3acTocyBaHHs cybcTaHuii. 3arBepaxeHo: BupobHMLTBO
HEeCTepUribHMX nikapcbkux popM 3anponoHoBaHo: [Ons
hapmaLeBTMYHOTO 3acTocyBaHHA BupobHuya ginbHMLS,
CXeMa CvHTe3y Ta BCi BUPOOHMYi onepaLii 3anuiaoTbes
HE3MiHHUM U
8. AMIKALINHY PO34MH A5 iH EKLIN, [puBaTHe YKpaiHa [pmBaTHe aKLioHepHe YKpaiHa BHECEHHS 3MIH [0 peecTpauivHux marepianis: 3MiHu | Tuny - 3a UA/12356/01/02
CYNb®AT 250 mr/mn;no2 mn B aKLjioHepHe ToBapucTBo "Jlekxim - 3MmiHn 3 skocTi. [oToBMIn nikapcbkui 3aci6. Cuctema peuerimom
amnyni; no 1 amnyni B TOBapUCTBO Xapkis" KOHTelHep/3aKynoptoBanbHuiA  3aci6. 3MiHa po3mipy ynakoBku
ofHobiyHoMy 6nicTepi; "Nekxim - rOTOBOrO TikapCcbkoro 3acoby (3MiHa KinbKOCTi oguHULLb
no 1 ogHobiyHoMY XapkiB" (Hanpuvknapn Tabnetok, avnyn ToLLo) B ynakosLi:) - 3miHa nosa

6nictepy B nauui 3
kapToHy abo no 4 mn B
amnyni; no 1 amnyni B
onHoGiYHOMY BnicTepi;
no 1 ogHobiyHOMY
6nictepy B mauui 3
KapToHy, no 5 amnyn y

[ianasoHoM 3aTBepapKeHMX PO3MipiB ynakoBkW. BeBeneHHs
[00aTKOBMX YNakoBOK MO 2 My Tano4 mn Bamnynax, no 5
amnyn y 6nictepi 3 nniBkn
nonietTuneHTeped TanarHoi /MoniBiHINX10pPUAHOI, N0 OQHOMY
abo no aBa 6nicTepu y nayui, 63 3mMiHn NepBMHHOrO
nakyBanbHOro marepiany, 3 BiAMOBIAHAMW 3MiHaMM B po3Aini
YnakoBka. BHeceHHs iHpopMauii fo p. YnakoBka Lon0o
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
6nicTepi; no 1abo no BKN1aAaHHA cKapudikaTopy aMnynbHOro abo HoXa aMmyrbHOro
2 6nictepny mayui 3 KepamivyHoro, abo AUCKY PiXKYMOro KepamidyHOro B YMakoBKY Npu
KapTOHY Bi,CYTHROCTi Ha amnynax KinbLs 3namyabo kpanku 3namy.
3MiHun | Tuny - 3Minn Wwono 6e3nekn/ed ekTUBHOCTI Ta
hapmakoHarnsay (iHwi 3MiHm) - 3amiHa rpadpiyHoro
0hOPMIIEHHA MEPBUHHOI Ta BTOPVHHOI YMAKOBKWN Ha
OHOBIIEHW TEKCT MapKyBaHHA YNakoBKW (3 A0AaTKOBMM
3a3Ha4YeHHsSM OAMHULb BVMIiPIOBaHHSA IiTepamMmu NnaTuHCLKOro
andasiTy).
BBeneHHst 3MiH NpoTarom 3-X MicsLLiB MiCNS 3aTBEPAXKEHHS.
9. AMIOOAPOH MOPOLLIOK [MpuBaTHe Ykpai Ha IMEHMAPK JTAN® IHaia BHECEHHS 3MIH A0 peecTpauivHux Marepianis: 3MiHW | Tvny - - UA/17347/01/01
y KpUCTanivyHui aKLjioHepHe CAVEHCI3 NIMITER 3Mminm 3 skocTi. Cepruddikar BignosigHocTi/lE-cepTudikar
rQPOXITOPU | (cybcTaHuis) y TOBapMCTBO Bi4NOBIAHOCTI €BponenchbKin dapmakonei/MoHorpadii.
i noga BiNHMX “Nekxim — MopaHHs HoBoro abo OHOBREHOro cepTudyikara BiAMnoBigHOCTI
nonieTneHoBmxX Xapkig” abo BunydeHHs cepTudpikara BiANOBIQHOCTI €BpONenchKin
MilLKax gns dapmakonei: ana A®l; onsa BuxigHoro
dapmaLeBTM4HOrO Martepiany/peareHTy/MPOMIXKHOr 0 MPOQYKTY, LLO
3acToCyBaHHS BUKOPUCTOBYIOTLCS Yy BUPOOHWULTBI API; Ans gonomixHol
peyoBUHM (cepTudikar BigMnoBiAHOCTI €BpoNnenchKin
hapmakonei) - OHoBReHW cepTuddikar Big yxe
3aTBEpAXEHOro BUPOOHMKA - y 3B’A3KY 3 MOAaHHAM
oHoBrieHoro CEP Ha A®I Big 3aTBepa)XeHoro BUMPOBHMKa, i sk
HacnifoK 3MiHa Ha3BM BMPOOHYMKA
10. | AMMICYJIbBI | nopowok Ans po3yuHy AT Ykpai Ha MAT YkpaiHa BHECEHHSI 3MIH [0 peecTpaLivHux marepianis: 3a UA/3858/01/01
H® aongidekyinno15ry "KviiBmegnpen "KviiBmennpenapar" 3MiHM | TUNy - 3a3Ha4YeHH MOBHOMO TEKCTY METOAUK 3a peuernnom
dnakoHi;mo 1,5 ry apart” nokasHukamu «bakTepianbHi eHOOTOKCHMHUY Ta
nakoHi, no 10 «CTepunbHICTbY; 3MiHW | TUNy - NPUBEAEHHS KpUTEpIi B
hNaKOoHIB 3 MOPOLLKOM NPUAHATHOCTI 3@ NOKa3HUKOM «BbakTepianbHi eHOOTOKCUHUY Y
Y KOHTYPHIl BiANoBiAHICTb A0 BuMor JOY/EPD/CLUA.
YapyHKOBIM YNaKoBLii,
no 1 KOHTYPHIN
YapyHKOBI YNaKoBLli B
naJui
11. | APTITEK pO34uH Ans iHDY3in, 8 MpAT YKkpaiHa MpAT "®apmaveBTnyHa YkpaiHa BHECEHHA 3MiH 4O peecTpauiiHuX Marepiarnis: 3a UA/16986/01/01
mr/mMn no 250 mny "®apmauestu dipma "HdapHuus 3MiHM | Tuny - 3miHay metogax BunpobysaHHs APl abo peuernmom
dnakoHi; no 1 YHa dipma BMXIHOTO Marepiany/npoMixXHOro MpOAYKTY/peareHTy, Lo
nakoHy B nadui "OapHuu s BMKOPUCTOBYETLCS Yy mpoueci BupobHuuTBa APl (HE3HAYHI

3MiHN Y 3aTBEpAXEHNX MeTodax BunpobyBaHHs). BeeneHHs
3MiH NpOTAroM 6-Tu MicsAUiB NiCNs 3aTBEPAXEHHST; 3MiHM | Tuny
- 3MiHa y mapameTpax cneuudikauiv Ta/abo AonycTUMmUX Mex,
BM3HaYeHux Y creymdikauisx Ha ADI, abo
BUX/QHWA/MPOMiXKHWA  MPOAYKT/peareHT, LU0 BYUKOPUCTOBYIOTLCS
y npoueci BrpobHuuTBa AP (iHWi 3MiHM). BBEAeHHs 3MiH
npoTsrom 6-Tu MicsLiB nicnsi 3aTBepakeHHs. CymyTHs 3MiHa -
3miHa y meTogax BunpobyBaHHA AP| abo BuxigHoOro
marepiany/npomiXHoro npoayKTy/peareHTy, Lo
BMKOPUCTOBYETBLCA Yy mpoueci BupobHuuTBa APl (He3HauHi
3MiHW Y 3aTBepOXeHNX MeTodax BUNpobyBaHHS),
3MiHM 10 crneumndikalii Ta meTonis BUnpodyBaHHA AdPI L -
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Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

ApriHiHy: BBegeHHs1 3MiH NpoTsrom 6-Tu micsauis nicns
3aTBEPAKEHHSI.
3MiHM | Tuny - 3miHay metogax BunpobyBaHHs APl abo
BMXQHOTO Marepiany/npoMiXHOro MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETBCS Yy mpoueci BUpobHuuTBa APl (He3HauHI
3MiHV Y 3aTBEepAXeHUX MeTofdax BUNpobyBaHHs), 3MiHa B
metoaax BunpobyBaHHs B ADI L — rmyramiHoBy KMUCMOTY:
BBeneHHs 3MiH NpoTArom 6-Tu MicsUiB MiCNS 3aTBEPOAXKEHHS.
3MiHn | Tuny - 3miHa y napameTpax cneumdikauiv Ta/abo
OOMyCTUMKX MeX, BU3HaJYeHnX Y cneundikauisx Ha AP, abo
BUXOHWA/NPOMDKHUA  MPOQYKT/peareHT, Lo BUKOPUCTOBWOTbCS
y npoueci BrpobHuuTBa AP (iHWi 3MiHM). BBEAeHHs 3MiH
NpOTAroM 6-TW MicsiLiB Nicns 3aTBepaXeHHs:; CynyTHA 3MiHa
- 3miHn 3 gkocTi. API. KoHTponb A®l. 3miHa y meTogax
BunpobyBaHHa A®Il abo BMXiAHOrO Matepiany/npoMixHoro
NPOAYKTY/PeareHTy, LU0 BUKOPUCTOBYETLCS Y MPOLLECI
BUpobHMUTBA ADI (HE3HaYHI 3MiHWM Y 3aTBEpOXEHUX MeTodax
BUNpoGYBaHHA) — 3MiHM Ao cneuudikalii Ta meTonis
BunpobyBaHHss A®PI L — rmyramiHoBa kucnota: BBegeHHs 3MiH
NPOTAroM 6-TK MiCALIB NiCNSA 3aTBepaXeHHS.
3MiHm | TUny - 3amiHay napametpax cneuwndikaudiv Ta/abo
OOMYCTUMUX MEX, BU3HAYeHUX Y crneumdikauisx Ha Adl, abo
BUXAHWA/MPOMDKHWIA  MPOAYKT/PEareHT, LU0 BYKOPVCTOBYIOTECH
y npoueci BupobHUUTBa APl (BUNYHEHHS HE3HaYHOro
noka3HuKa SKOCTi (Hanpyknag BUMYMEHHA 3acTapinoro
nokasHuka)). BeegeHHs 3MiH npoTarom 6-Tu micsuis nicns
3arBepaXeHHd. CynyrHa 3miHa
- 3MiHa y meTogax BunpobyBaHHa A®l abo BuxigHoro
Marepiany/npoMixXHOro MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETLCS Yy mpoueci BupobHuuTBa APl (HE3HAYHI
3MiHVN Y 3aTBEPAXEHVX MeToAax BUNPOOYBaAHHSA), BWUMYHEHHS 3i
cneuudikauii Ta metoadis koHTponto A®I L —rnyramiHoBa
Kucnorta nokasHuka «Bakki meTanu». BBeaeHHs 3MiH
npoTsAroMm 6-Tv MicsUiB NiCns 3aTBepAXKEHHSI.

12.

ACKOPBIHO
BA
KUCNOTA-
300POB'A

po3YMH Ans iH ekuin,
50 mr/Mn;no2 mn B
amnyni; no 10 amnyn y
KapTOHHI KopobLi; no
2 mMn B amnyni; no 5
amnyn y 6nicTepi; no 2
6GnicTepny KapTOHHIN
Kopobui; no 2 mn B
amnyni; no 10 amnyn y
6nictepi; no 1
OnicTepy y KapTOHHIN
Kopobui

ToBapucTeo 3
00 M exeHo
BignosiganbHi
CTio
"®apmauestu
YHa KOMMaHis
"3n0poB's"

YkpaiHa

Tosapucteo 3
00 M exeHo
BiANOBigaNbHICTHO
"®apmaL eBTyHa
KoMmnaHia "3gopos's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiviHux Marepianis: 3MiHu | Tuny -
ApminicTpaTusHi 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
3asiBHMKA (BracHWKa peecTpaliiHoro MocBigYeHHs!) - 3MiHa
anpecu 3asiBHVKa (BBegeHHa 3MiH mpoTsaroM 6-Tum micsauis
rnicnsa 3aTBepaXeHHs); 3MiHu | Tuny - AOMIHICTpaTVBHI 3MiHW.
3MiHa HalMeHyBaHHs1 Ta/abo agpecu MicLs MPOBaMKEHHSI
AisinbHOCTi BUpOBHWKa/imnopTepa roTOBOrO MikapCbKoro
3acoby, BKITHOYaloum AinbHNLLI BUMYCKY cepii abo micue
npoBeOEeHHsT KOHTPOIO SKOCTI. (AisnbHICTb, 3a Ky BiANoBigae
BMPOG HUK/IMMOPTEP, BKIIOYaYM BUMYCK CEPili) - YTOYHEHHS
anpecy BupobHuka [T13 ToBapucTBo 3 0OMEXeHO
BignosiganbHicTio "®apmalesTuiHa koMnaHis "3p0pos's”,
YkpaiHa, 6e3 3miHn micus BupobHuyTBa (BBeaeHHs 3miH
NpoTSAromM 6-T MicsiLiB NiCNsi 3aTBEPAXKEHHS); 3MiHm | Tuny -
3MmiHn 3 skocTi. [oToBMIN nikapcbkui 3aci6. Cuctema
KOHTenHep/3akynoptoBanbHuiA - 3aci6. 3MiHa po3mipy ynakoBku

3a
peuernmom

UA/4017/01/01
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
rOTOBOrO MiKapCbKOro 3acoby (BUIY4EHHs1 YMakoBKW MEBHOrO
po3Mipy) - BunydeHHss yrmakosku Ne5 (5x1) y 6nictepi B
kopobLi, 3 BigNoBiAHUMY 3MiHAaMW 'y po3Aini YnakoBka
(BBegeHHsi 3MiH NpPOTAroM 6-TW MiCALLIB Nicns 3aTBepOXeHHs)
13. | ACKOPBIHO po3YMH Ans iH ekuin, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 3MiHuW | Tuny - 3a UA/4017/01/02
BA 100 mr/mn;no2 mn B 00 M exeHo 00 M exeHo AamiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo agpecu peuernmom
KUCNOTA- amnyni; no 10 amnyn y BignosiganbHi BiANOBigaNbHICTHO 3asiBHMKA (BracHWKa peecTpaliiHoro MocBigYeHHs!) - 3MiHa
300POB'A KapTOHHI KopobLi; no CTHO "dapmau eBTn4Ha anpecu 3asiBHVKa (BBegeHHa 3MiH mpoTsaroM 6-Tum micsauis
2 mMn B amnyni; no 5 "®PapmaueBtu KoMmnaHisa "3gopos's" rnicnsa 3aTBepaXeHHs); 3MiHu | Tuny - AOMIHICTpaTVBHI 3MiHW.
amnyn y 6nicTepi; no 2 YHa KOMMaHis 3MiHa HaMeHyBaHHA Ta/abo agpecy MicusA NPOBamXeHHs
6GnicTepuy KapTOHHIN "3n0poB's" AisinbHOCTi BUpOBHWKa/imnopTepa roTOBOrO MikapCbKoro
kopobLi; no 2 Mn B 3acoby, BKITHOYaloum AinbHNLLI BUMYCKY cepii abo micue
amnyni; no 10 amnyn y npoBeOEeHHs1 KOHTPOIO SKOCTI. (AisnbHICTb, 3a Ky BiANoBigae
6nictepi; no 1 BMPOG HUK/IMMOPTEP, BKIIOYAYM BUMYCK CEPili) - YTOYHEHHS
OnicTepy y KapTOHHIN anpecy BupobHuka [T13 ToBapucTBo 3 0OMEXeHO
Kopobui BignosiganbHicTio "®apmalesTuiHa koMnaHis "3p0pos's”,
YkpaiHa, 6e3 3miHn micus BupobHuyTBa (BBeaeHHs 3miH
NpoTSAromM 6-T MicsiLiB NiCNsi 3aTBEPAXKEHHST); 3MiHm | Tuny -
3MmiHn 3 sikocTi. [oToBMIN nikapcbkui 3aci6. Cuctema
KOHTelHep/3akynoptoBanbHuiA  3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby (BUIMYYEHHS! YMakOBKW MEBHOMO
po3mipy) - BunydeHHs ynakosku Ne5 (5x1) y 6nicTepi B
Kopobui, 3 BiANOBIAHMMM 3MiHaMUKy po3aini Ynakoska
(BBegeHHsi 3MiH NpoTAroM 6-TW MiCsLLIB Nicns 3aTBepaXeHHs)
14. | ATAPAKC® TabneTku, BKpUTI IOCb ®apma benbris BvpobHuuTBO 3a benbris BHECEHHA 3MiH [0 peecTpauinHux Marepianis: 3MiHu | Tuny - 3a UA/1872/01/01
NniBKOBOO C.A MOBHUM LIVKIIOM: 3MiHu wopno 6e3nekn/echekTMBHOCTI Ta dpapmakoHarnsay. peuennmom

06 0ornoHKoto, Mo 25 Mr;
no 25 tabnerok y
6nictepi; no 1
OnicTepy y KapTOHHIN
Kopobui

HOCB ®apma C.A,,
Benbris;
[onarkoBa BUpOOHW4A
OiNbHULSA, Ha SKin
30iNCHIOETCA KOHTPOIb
cepii:
AHabiotvk HB, benbris;
CI'C Na6 CimoH CA,
Benbris

3MiHN Y TEpaneBTUYHNX MOKa3aHHAX (BUMYMEHHS
TepaneBTUYHOro MoKasaHHsA) 3MiHM BHECEHO [0 iHCTpyKUii Ans
MeOWYHOrO 3acTOCyBaHHS TikapCbKoro 3acoby A0 po3diny
"TMokasaHHs" (BUNYMEHHsI MOKa3aHHs: Sk cenaTtuBHUA 3acib y
nepiog npemeaukadii) Ta, sk Hacnigok, B po3ainu "Cnocié
3actocyBaHHs Ta go3u”, "Oitu". 3minm Il Tuny - 3minm wono
6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsay. 3MiHWy KOpoTKil
XapaKkTepuCTULi MiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
iIHCTPYKLiT AN MEAUYHOTO 3aCTOCYBaHHS Yy 3B’sI3KY i3 HOBUM M
OaHUMK 3 SKOCTi, AOKMNiIHIYHUM W, KNiHIYHUMMW aHMK Ta
AaHMMu 3 papmakoHarnsagy - 3MiHM BHECEHO [0 iHCTPyKLiT
ANA MEQWYHOro 3acToCyBaHHA IikapcbKoro 3acoby A0 po3finis
"®apmakonoriyHi BnactmeocTi", "lMokasaHHs" (YTOYHEeHHs
iHbopmauii), "OcobnueocTi 3acTocyBaHHs". BBeneHHs 3MiH
npoTsiroMm 6-Tu MicsiuiB nicns 3arBepaXeHHs. 3minm Il Tuny -
3MiHv Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay.
3MiHU y KOPOTKIiN XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT ANS MeQUYHOro 3acToCyBaHHsS Y
3B'A13KY i3 HOBYMUW OaHMMM 3 SKOCTi, AOKNIHIYHUM W, KMiHIYHUMW
AaHuMK Ta JaHumuy 3 papmakoHarnsay - 3MiHM BHECEHO A0
IHCTPYKLIT ANA MeQUYHOrO 3acTOCYBaHHSI MiKapcbKoro 3acoby
00 po3ainie "Bsaemogis 3 iHWMMKM nikapcbkuMu 3acobamm Ta
iHWi Buan B3aemopin”, "MepenosyBarHsa”, "lMobivHi peakuii”.
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n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
BBefeHHs 3MiH NpoTarom 6-Tn MicauiB Nicnsa 3aTBEPAXKEHHs
15. | BENAHTEH® | kpem;no 100 r, 30 r bavep LLsenuapi I'TT T'peHsax HimevumHa BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: 6e3 UA/7805/01/01
nnkoc abo 3,5 ry Ty6i; no 1 KoHcblomep A MpogykTioHc MMGX 3MiHM | TUNy - BBEOEHHA anbTepHaTMBHOTO BUPODHUKa Ansi peuenma
TYOi B KapPTOHHiIN Kep AI' Aitovoi peyouHn Dexpanthenol BASF SE, HimewunHa B sikoro
Kopobui HasBHWUIA cepTudikaTt BifgnoBiAHOCTI €BponenchbKin
dapmakonei Ne R1-CEP 2006-233-Rev 01 B JOMOBHEHHS 80
BXe 3aTBepa)eHoro BupobHuka AdI
16. | BETAKCOJIO | kpucTtaniyHum MAT "®apmak” YKpaiHa OJIOH Ec.[i.En ITanis BHECEHHA 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - - UA/14024/01/01
ny MOpOLLIOK (CYBCTaHLis) 3minu 3 sikocTi. CepTudpikar signosigHocTi/lE-cepTudikar
FIAPOXITOPU | y miwkax BiANOBIAHOCTI €Bponericbkin dapmakonei/moHorpadii.
il nonieTuneHoBux Ans MogaHHs HoBOro abo OHOBMEHOro cepTudikara BiANoBigHOCTI
BMPOBHML TBa abo BunydeHHs cepTudikara BianoBigHOCTI €BponenichKiln
CTEepUIbHNX dapmakonei: ana A®l; onsa BuxigHoro
nikapcbkux hopm martepiany/peareHTy/NpOMiXKHOr 0 MPOAYKTY, LLLO
BMKOPUCTOBYIOTBLCSA Yy BUPOOHMUTBI ADI; Ans AOMNOMiXHOI
pevoBUHM (cepTudikat BiAnoBigHOCTI €Bponenchbkii
dapmakonei) - OHoBreHW cepTudikar Bif yxe
3aTBepaXeHoro BupobHWKa - MNofaHHs OHOBMEHOro
cepTudikary BianoBiAHOCTI €Bponelicbkoi hapmakonei: - CEP
Ne R1-CEP 2004-154-Rev 03 (nonepegHsi Bepcis R1-CEP
2004-154-Rev 02) y 3B’A3KYy 3i 3MiHOIO Ha3Bn BupobOHMKa ADI
6erakconony rigpoxnopuay 3 Sifavitor S.r.l., Italy Ha OLON
S.P.A, ltaly
17. | BETNIBEH® kpem 0,05% no 25 ry Appan- Xopsaris Appan-TaneHcbkun Xopsaris BHECEHHA 3MiH 40 peecTpauinHux Marepianis: 3MiHu | Tuny - 3a UA/14119/01/01
TY0i; no 1 Ty0i B [aneHcbKuiA JlaGopatopin a.4. AnmiHicTpatvBHi 3miHW. 3MiHa HaiMeHyBaHHA Ta/abo appecun peuennom
KapTOHHI Kopobui JlabopaTtopin 3asiBHUKA (BnacHWKa peecTpauiiHoro nocsigyeHHsl) - 3miHa
n.o. Ha3BW 3asiBHWKA. 3aTBepa)eHo: “AppaH’ ManeHcbka

Jlabopatopis a.4., Xopearia "Jadran” Galenski Laboratorij d.d.,
Croatia. 3anponoHoBaHo: Appan-laneHcbkuin Jlabopatopiit
4.4., Xopsaris Jadran-Galenski Laboratorij d.d., Croatia.
BBeneHHst 3MiH NpOTArom 6-Tu MicauiB Nicns 3aTBepaKEHHS.
3MiHn | Tuny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa HalM eHyBaHHS!
Ta/abo agpecu MicLsi MPOBaAXKEHHSI OisNbHOCTI
BMpOGHWKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
BKITHOYaK0uM AinbHULI BUNYCKY cepii abo micue npoBeaeHHs
KOHTPOIO SIKOCTI. (BiNbHICTb, 3a SKY BiAnosiaae
BMPOGHMK/iIMMOPTEP, BKITKOYaUM BUMYCK cepilt) - SMiHa Ha3Bu
BUPOOHMKA, 6€3 3MiHM MicLsi BUPODHML TBA. 3aTBepaKeHo:
"ApnpaH’ ManeHcbka Jlabopatopis 4.4., Xopsaria "Jadran”
Galenski Laboratorij d.d., Croatia. 3anponoHoBaHo: AgpaH-
[aneHcbkui Jlabopatopin a.a., Xopsartia Jadran-Galenski
Laboratorij d.d., Croatia. BeegeHnHs 3miH npoTsrom 6-Tu
MicsaUiB nicns 3aTBepaxeHHs. 3Minu | Tuny - 3miHn Wwono
6e3nekn/edpekTuBHOCTI Ta papmakoHarnsay. BeegeHHs abo
3MiHM 0O y3aranbHEHVX [aHUX Mpo CUCTEMY dhapMmakoHarnsay
(BBEOEHHS Yy3ararnbHEHUX AaHWX NpO cUCTeMY
dapmakoHarnaay, 3miHa yoBHOBaXEHOI 0cobw,
BignoBiAanbHOI 3a 34iMCHEHHS hapMakoHarnsay, KOHTaKTHOI
0ocobu 3 hapMakoHarnsay 3asiBHUKA A5 30iNCHEHHS
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n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
hapmakoHarnsgy B YKpaiHi, SKLLL0 BOHA BigMiHHa Bif
JIOBHOBaXXEHOI  0COOM, BignoOBiAanbHOI 3a 34iACHEHHS
dapmakoHarnsaay (BKMOYaluy KOHTaKTHI AaHi) Ta/abo 3MiHuy
po3MiLLeHHi MacTep-cbanna cuctemu bapmakoHarnsgy).
3MiHa KOHTaKTHOI 0cobu BignoBiganbHOI 3a hapMakoHarnsg:
Hitoya pepakuis: Canira KOnis AHatoniBHa.
MponoHoBaHa pepakuis: Kyxap TetsHa puropiBHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI ocobu, BiANOBiganbHoOi 3a
capmakoHarnsaga.
18. | BIO®JIOPAK cupon 670 mr/mn; Mo ToBapucTBO 3 YkpaiHa ToBapncTBO 3 YkpaiHa, BHECEHHS1 3MiH [0 peecTpaliiHux Martepianis: 6e3 UA/12878/01/01
(o3 100 mn a60200 mny 00 M exeHo 00 M exeHo ABcCTpis 3MiHu | Tuny - 3miHa napameTpiB cneuudikauin Ta/abo peuernma
dnakoHi; no 1 BignosiganbHi BiANOBigaNbHICTHO AOMYCTUMUX MEX rOTOBOrO NiKapcbkoro 3acoby; CynyTHs
hnakoHy pa3om i3 CTI0 "XapkiBcbke 3MiHa - 3MiHa y MeTofdax BUMpobyBaHHA TOTOBOrO NiKapCbKOro
NiNeTKOK [03yt040I0 Y "Xapkiscbke dapmaLeBTniHe 3acoby (iHWi 3MiHM y MeTogax BUNpobyBaHb  (BKIHOYauu
KopobUi 3 KapTOHy dapmaueBTy nignpvemcTeo "340poB's 3amiHy ab0 [OMNOBHEHHS)) -
He Hapogy', YkpaiHa 3MiHu o crneuumdpikauii Ta metogis koHTponto 13, y 3B’A3Ky 3
nianNpUeEMCTBO (dpacysaHHs i3 hopmm NPUBEAEHHAM [0 BUMOr JOKYMeHTauii BUpobHMKa «in bulk»
"380poB's "in bulk' cpipmu- Frensenius Kabi Austria GmbH: - pegakuiiHe yTOuHEHHs1 'y
Hapogy BMpobHMKa "Fresenius MEeTOZi KOHTPOIMto 3a nokasHukom «ycTuHay, Kputepii
Kabi Austria GmbH", NPUAHATHOCTI HE 3MIHWMWCS; - 3MiHa KPUTEepii B MPUAHSTHOCTI
ABCTpis) TaMeToaMKM 3a nokasHukom «CynpoBigHI AOMILLKUY; -
He3HauHi pegakuiviHi NpaBKM B METOAMKaX TECTYBaHHA 3a
NoKasHNKoM «KinbKicHe BU3HAYEHHs».
19. | BON-PAH® Tabnetku; no 10 CKAH BIOTEK IHpis bagHa IHais BHECEHHSI 3MIiH 40 PEECTPALiHUX MaTepianiB: 3MiHW | Tvny - 3a UA/13388/01/01
Tabnetok y 6nicTepi; nta ®dapmacktoTikanc Jita., AnmiHicTpatvBHi 3miHW. 3MiHa HaimeHyBaHHA Ta/abo appecu pey.ennom
no 1 6nicrepyBs IHAis; MiCLISl MPOBaKEHHA AisnNbHOCTI BUPOBHMKa/imnopTepa
KapTOHHIN yrakoBL; Bisimen INaGc Ita, IHais rOTOBOrO fiKapCbKoro 3acoby, BKITHOYatouM OinbHUL BUNYCKY
no 10 Tabnerok y cepii abo MicLe NPoBeAEHHs1 KOHTPOIIO SIKOCTI. (AiAnbHICTb, 3a
6nicTepi; no 10 SIKY BiANOBiAae BUPOOHMK/IMNOPTEP, BKITHOYAUM BUMYCK Cepilt)
OnicTepiB y KapTOHHI - 3MiHa agpecu BUMPODHMYOI AiNbHULI rOTOBOrO Mikapcbkoro
YraKoBLi 3acoby - npuBeaeHHs Y BiAMOBIAHICTb A0 BMCHOBKY oo
nigTBepOKeHHs! BiANOBIAHOCTI BUPOOHMLTBA NiKapCbKWX
3acobis Bumoram HBI1, BugaHoro [Hepxnikcnyxboro YkpaiHu.
BupoGHuya ginbHUUS Ta BCi BUpOGHWMYI onepauii
3anuMwalnTbCs HE3MIHHUM MW
20. | BOJI-PAH® Tabnetkuinbulk no CKAH BIOTEK IHOis bacHa IHAOis BHECEHHSI 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - - UA/13389/01/01
1000 tabnetok y nTa dapmacbtoTikanc 4., ApminicTpaTtusHi 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
naketi, BKNnageHoMy y IHais; MicL s NpoBadKeHHs AisnbHOCTI BUpobHWKa/imnopTepa

KOHT eiiHEP

Bigimen Jlabc Jlta, IHais

rOTOBOr0_J1iKapCbKoro 3acoby, BKITHYaOuM AiNbHULL BUNYCKY
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cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
SIKy BignoBiAae BMPOOHUK/IMNOPTEP, BKITOYaUM BUMYCK Cepiit)
- 3MiHa agpecn BUMPOOHMYOI AiNbHMLI rOTOBOrO MikapcbKoro
3acoby - npuBedeHHs Y BiAMOBIAHICTb A0 BMCHOBKY oo
nigTBepaKeHHs! BigNOBIAHOCTI BUPOOHMLTBA NiKapCbKMX
3acobis Bumoram HBI, BugaHoro [epxnikcnyxkbowo YkpaiHu.
BupoGHuya ginbHUUS Ta BCi BUpOGHWYI onepalii
3aNMLIATLCA HE3MIHHMM U

21.

BAJIEPUKA

kancynun no 350 mr no
10 kancyn y 6nicTepi,
no 2 6nictepyy nayui

My6niyHe
aKLiioHepHe
TOBapUCTBO

"HaykoBo-
BMPOD HUYMIA

LeHTp
"BopLariBcbk
Wi XiMiKo-
dapmaueBTy
HWIA 3aBOf,

Ykpai Ha

My6niyHe akuioHepHe
ToBapucTBO "Haykoso-
BUPOOHUYMIA LIEHTP
"BopLuariBCbkuii Ximiko-
dapmaLeBTM4HAN
3aBon”

YkpaiHa

BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis:

3MiHm | TUNy - 3amiHa 'y napametpax cneuwndikauin Ta/abo
OOMYCTUMUX MEX, BU3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZIHWA/MPOMDKHWIA  MPOAYKT/PEareHT, LU0 BYKOPVCTOBYIOTbCH
y npoueci BupobHnytBa ADI - npuBegeHHs cneuwmdikauii Ta
aHaniTu4HMX metoauk AP| BanepiaHM KOpeHiB MOPOLLOK A0
Bumor OPY/ED 3a nokazHukom "MikpobionoriyHa uucrora”;
3MiHv | Tuny - 3miHa napameTpiB cneuwndikauin Ta/abo
OOMYCTUMMX MEX FOTOBOro Iikapcbkoro 3acoby - NpyBeneHHs!
cneymdikauii Ta aHaniTUIHUX METOAUK rOTOBOrO NiKapCbKoro
3acoby go sumor AdY/EP 3a nokasHukom "MikpobionoriuHa
yuctora"

b6es
peuenma

UA/4404/02/01

22.

23.

BAITOAIN

TabneTku, BKpUTI
MnniBKkoBOO 06 OMOHKO
no 5 mr/160 mrno 7
Tabnetok y 6nicTepi,
no 2, no 4, no 8 abo
no 14 6nicrepiBy
KapTOHHI KopobLi; no
10 Tabnetok y
6nictepi, no 3, no 6,
no 9 abono 10
6nicTepiB y KapTOHHIl
Kopobui

KPKA, o.ao.,
HoBso mecto

CnogeHisi

BignoeiganbHUiA 3a
BUpoGHMLTBO "in bulk',
nepeBvHHE Ta BTOPUHHE
nakyBaHHsl, KOHTpOIb

cepii:

KPKA-®apma g.0.0.,

Xopsaris;

BiANOBiganbHUN 3a
BMPOBHML TBO "in bulk',
NEPBUHHE Ta BTOPUHHE

nakyBaHHsl, KOHTpOInb Ta
BUMYCK Cepii:
KPKA, o.o., HoBo mecTo,
CnoseHis;
BignosBiganbHUM 3a
KOHTpPOMb Cepii:
KPKA, ao.o., HoBo mecTo,
CnoBeHis

Xopsaris/
CnogeHisa

BHECEHHA 3MiH [0 peecTpauiHux Marepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. [oToBUI nikapcbkui 3aci6. 3MiHn y
BMPOOHMLTBI. 3amiHa abo BBeOeHHs1 4,04aTKOBOI AinbHUL
BUPOOHWLTBa AMA YacTuMHU abo BCbOro BUPOOHWMYOro MpoLecy
roTOBOrO NiKapcbkoro 3acoby (4inbHMLSA, Ha sKili NPOBOAATbCS
Oyab-5Ki BUpOOHWYI cTagii, 3a BUHATKOM BUNYCKY CEpil,
KOHTPOIO SIKOCTi, MEPBMHHOrO Ta BTOPUHHOMO MakyBaHHs, ANs
HECTEepUNbHMX nikapcbkux 3acobiB).CynyTHs 3MiHa- 3MiHU 3
sikocTi. MoToBui nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3amiHa abo BBegeHH 404aTKOBOI AinbHULI BUPOOHMLTBA AN
YacTvHM abo BCbOro BUPOOHMYOTO MPOLIECY FOTOBOTO
nikapcbkoro 3acoby (AiNbHULS A5 NEPBUHHONO NaKyBaHHS)-
3MiHu 3 sikocTi. [oToBUI nikapcbkui 3aci6. 3MiHny
BMPOOHMLTBI. 3amiHa abo BBeOeHHs1 404aTKOBOI AinbHUL
BUPODHWLTBa AMA 4acTMHU abo BCbOro BUPOOHWMYOro MpoLecy
rOTOBOrO MiKapCbKOro 3acody (AiNbHULS 415 BTOPUHHOTO
nakyBaHHs1) - gof4aBaHHs dOyHKUi BUpobHMUTBO "in bulk',
nepeBvHHE Ta BTOPUHHE NaKyBaHHA ANs BupooHuka KPKA, ao.a.,
HoBo MecTo, CrioBeHis, sikuii ke GYro 3aTBEPAXEHO $K
BMpPOOHMKa MikapcbKoro 3acoby i3 yHKLiSMM KOHTponb Ta
BUNYCK cepii. BBeaeHHa 3miH npotarom 6-Tu micsauis nicnsa
3aTBEPAXKEHHS.

3a
peuerinmom

UA/14358/01/01

BAoAin

TabneTku, BKpUTI
MniBKOBOO 0BOMOHKOI
no 5 mr/80 mr no 10
Tabnetok y 6nicTepi,
no 3, no 6, no 9abo

KPKA, o.a.,
HoBso mecto

CnogeHisi

BignoBiganbHUin 3a
BMPOGHML TBO "in bulk',
NEPBUHHE Ta BTOPUHHE
nakyBaHHsl, KOHTpOIb

cepii:

Xopsartis/
CnoBeHis

BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. [oToBUI nikapcbkui 3aci6. 3mMiHn y
BMPOOHMLTBI. 3amiHa abo BBeOeHHs1 404aTKOBOI AinbHUL
BUPOOHWLTBa AMA Y4acTMHU abo BCbOro BUPOOHWMYOro MpoLecy
roTOBOrO NiKapCbKoro 3acoby

3a
peuerimom

UA/14357/01/01
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no 10 6nictepiBy
KapTOHHI KopobLi; no
14 Tabnetok y
6nictepi, no 1, no 2,
no 4 abono 7
6nicTepiB y KapTOHHIN
Kopobui

KPKA-®apma g.0.0.,
Xopsaris;
BignoBiganbHUN 3a
BMpPOOHUL TBO "in bulK',
nepeBvHHE Ta BTOPUHHE
NaKyBaHHsl, KOHTPOIb Ta
BWMYCK cepii:
KPKA, o.o., HoBo mecTo,
CnoseHisi;
BignoBiganbHUin 3a
KOHTPOIb Cepii:
KPKA, o.o., HoBo mecTo,
CnogeHisa

(AiNbHMLSA, HA SKi NPOBOAATLCA Oyab-sKi BUPOOHWYI cTapii, 3a
BMHSITKOM BWMYCKY CEpilA, KOHTPOSMIO SIKOCTi, MEPBMHHOTO Ta
BTOPUHHOIO NaKyBaHHS, 7151 HECTEPUNBHUX TiKapCbKMUX
3acobiB) - 3MiHN 3 sIKOCTi. FOTOBMI NiKapCbkwii 3aci6. 3MiHny
BMPOOHMLTBI. 3amiHa abo BBeOEeHHs1 [4,04aTKOBOI AinbHUL
BMPODHMLITBA ANS YaCTMHN abo BCbOro BUPOOHUYOro MpoLecy
roTOBOrO ikapcbkoro 3acoby (AinbHWLS ANS NEPBUMHHOMO
nakyBaHHs1) - 3MiHM 3 AKocTi. [oToBUM nikapcbKkuii 3aci6. 3MiHm
y BUpoOHML TBI. 3amiHa abo BBeAEHHs1 [00aTKOBOI AiNbHML
BMPOBHMLITBA ANS YaCTMHN abo BCbOro BUPOOHUYOro MpoLecy
rOTOBOrO NikapCcbkoro 3acoby (AinbHWLS ANt BTOPUHHOIMO
nakyBaHHs) - AofaBaHHA (PYHKUIA BUpoOHMUTBO "in bulk',
NEPBUHHE Ta BTOPUHHE NaKyBaHHA Ans BupobHuka KPKA, o.a.,
HoBo mecTo, CrnoBeHis, skuii ke GYro 3aTBEpPAXEHO K
BMPOOHMKa Mikapcbkoro 3acoby i3 yHKLiSIMM KOHTponb Ta
BUNYyCK cepii.BBeaeHHs 3MiH npotarom 6-Tu micsauis nicns
3aTBEPAKEHHS.

24.

BAnoain

TabneTku, BKpUTi
MniBKOBOO 0D OMOHKOK
no 10 mr/160 mr no 7
Tabnertok y 6nictepi,
no 2, no 4, no 8 abo
no 14 6nicrepisy
KapTOHHIA kopobLii; no
10 Tabnetok y
6nicTepi, no 3, no 6,
no 9 abono 10
6nicTepiB y KapTOHHI
Kopobui

KPKA, 8.4.,
Hoeo mecto

CnoBeHis

BiANOBiganbHUN 3a
BMpPOOHML TBO "in bulk',
nepevHHE Ta BTOPUHHE
NaKyBaHHs, KOHTPOIb

cepii:

KPKA-®apma g.0.0.,

Xopsaris;

BignoeiganbHUin 3a
BUpoGHMLTBO "in bulk',
nepeBvHHE Ta BTOPUHHE

naKkyBaHHsi, KOHTPOIb Ta
BUMYCK Cepii:
KPKA, o.o., HoBo mecTo,
CnoseHisi;
BiANOBiganbHUN 3a
KOHTpPOIb cepii:
KPKA, o.o., HoBo mecTo,
CnoBeHis

Xopearisi/
CnoBeHis

BHECEHHS 3MiH [0 peecTpauiviHux Marepianis: 3MiHu | Tuny -
3MiHuM 3 skocTi. [oToBUM Mikapcbkum 3aci6. 3mMiHny
BMPOOHMLTBI. 3amiHa abo BBeOeHHs1 L4,04aTKOBOI AiNbHUL
BMPOBHMLITBA ANS YaCTMHN abo BCbOro BUPOOHUYOro MpoLecy
roTOBOrO fikapcbkoro 3acoby
(BinbHLSA, Ha sKiA NpoBoaATbLCA Oyab-siKi BUPOOHWUI CTagii, 3a
BUHSTKOM BMWMYCKY CEpiA, KOHTPOIIO SIKOCTi, NEPBUHHOTO Ta
BTOPUHHOTO MaKyBaHHS, [J151 HECTEPUIBHUX TTiIKapCbKUX
3acobiB) - 3MiHu 3 sikocTi. FoToBWIA Nikapcbkuii 3aci6. 3mMiHny
BMPOOHMLTBI. 3amiHa abo BBeOeHHs1 4,04aTKOBOI AinbHUL
BMPODHMLTBA ANS YaCTMHN abo BCbOro BUPOOHMYOro MpoLuecy
rOTOBOrO MiKapCbKoro 3acoby (AinbHULS A5 NEPBUHHOTO
nakyBaHHs1) - 3MiHM 3 sKocTi. foToBUM nikapcbKkuii 3aci6. 3MiHm
y BUpoGHMLTBI. 3amiHa abo BBeaeHH [,04aTKOBOI AinbHULL
BMPOOHMLTBA ANS YaCcTMHN abo BCbOro BUPOOHMYOro Mpouecy
roTOBOrO Nikapcbkoro 3acoby (AinbHWLS ANS BTOPUHHOIO
NakyBaHHS) - AofaBaHHA (PYHKUIA BUpoOHMUTBO "in bulk',
NepBUHHE Ta BTOPUHHE NaKyBaHHA Ans BupobHuka KPKA, o.a.,
HoBo mecTo, CroBeis, skuii ke Gyro 3aTBEpAXEHO 5K
BMpOOHMKa Mikapcbkoro 3acoby i3 hyHKLiSIMM KOHTpOnb Ta
BUMYCK cepii.BBeaeHHs 3MiH npotarom 6-Tu micsauis nicns
3aTBEPAKEHHS.

3a
peuernmom

UA/14357/01/02

25.

BAJTOKOPMI
a

Kpanni oparnbHi; no 30
My donakoHax
cknsaHmx, no 30 MmNy
NaKoHi CKNsiHOMY; no
1 donakoHy B nayui 3
KapToHy; no 25 mny
dnakoHax-
KpanenbHUL X
CKMsHMX aboy
dhr1akoHax MortimMmepHUX

TOB
"TepHodapm”

YKpaiHa

TOB "TepHocapm™”

YkpaiHa

BHECEHHA 3MiH O peecTpaliHUX Marepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. MoToBwi nikapcebkun 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npuaatHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCcbkoro 3acoby (36inbLUeHH TepMiHy
npuaaTHOCTI rOTOBOro fikapcbkoro 3acoby) - [ns Toprosoi
YNaKoBKKN (NigTBEpOXYETbCA AaHUMW pearibHOro 4acy) -
36inbLUEHHA TEPMiHy NPUOATHOCTI rOTOBOrO MiKapCbKoro
3acoby Ha OCHOBI MO3WTMBHMX PE3YIbTaTiB [0BroCTPOKOBUX
AocniaxeHb cTabinbHOCTI y peanbHOMY 4aci: 3aTBepaXeHo:
TepmiH NpygaTHoCTI. 2 poky 3anponoHoBaHo:  TepmiH

6e3
peuernma

UA/8622/01/01
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I1p onoBskeHns noaarka 3

Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauitiHo2o

noceio4yeHHs1

3 npobkoto-
KpanenbHuueto; no 25
My doNaKkoHi-
KpanenbHu1Li
cknsiHomy abo y
nakoHi noniMmepHomy
3 npobkoto-
KpanenbHuueto; no 1
aKoHy-KpanenbHuLi
cknsiHomy abo

o raKoHy
nornimepHomy 3
npo6koto-
KpanenbHuL e B
nayui 3 KapToHy

npuaaTHoCTI. 3 pokKn

26.

BAJIbIMPOKO
M 300
XPOHO

TabneTku, BKpUTI
NniBKOBOHO
060rnoHKOo0,
MPOMOHroBaHoI  Aii; no
10 Tabnetok y
6nicrepi, no 1, 3abo
10 6nicTepiB y nayui 3
KapTOHy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHSI 3MiH [0 peecTpauiviHux MarepianiB: 3MiHa 3asBHMKa
(BMacHuka peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): 3miHa 3asiBHVKA roTOBOrO NiKapCbKOro
3acoby y 3B'A3Ky 3 nepefadvelo npaea BracHOCTI Ta
MapKETMHIOBUM PILLEHHSIM KOMTMaHin [ilo4oro Ta HOBOro
3asBHUKIB. TepMiH BBEOEHHS1 3MiH - MPOTAroM 6 micsuiB nicns
3arBepaXeHHs. 3minu | Tuny - AgmiHicTpatvBHi 3miHW. SMmiHa
HaliMeHyBaHH Ta/abo agpecn Micus NPOBaAXKEHHS LisnbHOCTI
BUpOGHWKa/iMnopTepa roTOBOro Nikapcbkoro 3acoby,
BKITHOYaI0uM AiNbHULI BUNYCKY cepii abo micLie npoBedeHHs
KOHTPOIIO SKOCTI. (AisnbHICTb, 3a SKY BignoBigae
BUPOO HUK/iIMMOPTEpP, BKIKOYaoum BUNyCK cepi) 3MiHa
HanvcaHHa afpecy MiCLs NPOBagXEHHS AisiNbHOCTI
BUPOGHMKA roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB
«Papma CTtapT», 6€3 3MiHM (haKTUYHOrO MiCLLSt NPOBaOKEHHS!
[isiNbHOCTI BHOCUTBCS Y 3B'513KY 3 PieHHam KuiBcbkoi MicbKoi
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
neperMeHyBaHHs  GynbBapiB, ByNWLb, HANMEHYBaHHS Mol Ta
MPUCBOEHHA iMeH ckBepaMm B MicTi Kuesi. TepmiH BBeOeHHS
3MiH - NpoTAroM 6 MicsLiB Nicnsa 3aTBEPAXKEHHS.
3Minn | Tuny - 3Minn wopo 6e3nekn/ed eKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHv) 3miHa BHOCUTLCS Y 3B'A3KY 3
[OMOBHEHHAM B TEKCTi MapKyBaHHS MEPBUHHOI Ta BTOPWHHOI
YNaKoBKW, BiAMOBIQHO [0 BHYTPILLHIX BMMOr KOMMaHil Woa0
0dbOpMIIEHHA MaKkyBanbHOro marepiany. 3miH/ He cynepeyarb
Bumoram [oaatky 23 Hakazy MO3 Ykpainn Ne 426 Big 26
cepriHa 2005p. (y pepakuii HakasyMOS Ykpainm Ne460 Big 23
nunHs 2015p.) 3minm | Tuny - 3miHm wono
6e3nekn/edpekTuBHOCTI Ta papmakoHarnsay. BeegeHHs abo
3MiHM 00 y3aranbHEHVX [aHUX Mpo cUCTeEMY dhapmakoHarnsay
(BBEOEHHSA Yy3ararnbHEHNX AaHMX NpPO cUCTEMY
dapmakoHarnaay, 3miHa yoBHOBaXXEHOI 0cobw,
BiAnNOBiAanNbHOI 3a 34iMCHEHHA hapMakoHarnsay, KOHTaKTHOI
ocobu 3 hapmakoHarnsagy 3asiBHUKA AN 30iNCHEHHS
dhapmakoHarnagy B YKpaiHi, KL 0 BOHa BigMiHHa Bif

3a
peuennom

UA/2169/01/01




11 [IponoBsxeHHs goaarka 3
Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
JMOBHOBa)XeHOI  0cobMW, BiAnoBiAanbHOI 3a 3[iNCHEHHS
dapmakoHarnaay (BKIHYaYM KOHTAKTHI AaHi) Ta/abo 3MiHny
po3MmilLieHHi MacTep-chaina cuctemu capmakoHarnsay) 3miHa
KOHTaKTHMUX AaHuX YNIOBHOBaXeHOI 0cobu, BiANOBiganbHOI 3a
dapmakoHarnag. 3miHa micusi 3[4iACHEHHS OCHOBHOI
OisnbHOCTI 3 hapmakoHarnsgy. 3MiHa MicLe3HaxomKeHHs
macTtep-ganna.
27. | BAIIbIMPOKO | Tabnetku, BKpUTi TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHA 3MiH 4O peecTpauiiHix Marepianie: 3MiHa 3asBHUKa - UA/3988/01/01
M 300 MnniBKOBOO YKPAIHA" (BnacHuka peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MO3
XPOHO 000roHKO, Big 23.07.2015 Ne 460): 3miHa 3asiBHMKA rOTOBOrO NiKapCbKOro

MPOMOHroBaHoi  Aii; in
bulk no 7 kr Tabnerok
y nonieTuneHoBux
nakerax

3acoby y 3B'513Ky 3 Nepefadveto npaea BracHoCTI Ta
MapKETVHIOBUM PILLEHHSIM KOMTMaHii [il04oro Ta HOBOro
3asBHUKIB. TepMiH BBEQEHHSI 3MiH - MPOTAroM 6 micsuis nicns
3arBepaXeHHs. 3Mminu | Tuny - AgmiHicTpaTvBHi 3miHW. 3MmiHa
HaMeHyBaHH Ta/abo agpecu Micus NPOBaAXEHHS AisnbHOCTI
BMpOGHWKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
BKIIOYa0UM AinbHULI BUNYCKY cepii abo Micue npoBeaeHHs
KOHTPOItO SIKOCTI. (QisNbHICTb, 3a SKY BiAnosiaae
BUPOO HUK/iIMMOpPTEpP, BKKOYao4M BUNYCK cepil) 3MiHa
HamUCaHHA agpecu MicL S NPoBag)KeHHA AisnbHOCTI
BMPODHMKA rOTOBOro fikapcbkoro 3acoby, komnawii TOB
«Papma CTtapT», 6€3 3MiHM haKTUYHOrO MiCLiSt NPOBaOKEHHST
AiSNbHOCTI BHOCUTBCS Y 3B'A3KY 3 PileHHam KwuiBcbkoi MicbKoi
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
neperMeHyBaHHs  OyrbBapiB, BYNWLb, HAUMEHYBaHHA Mol Ta
NPUCBOEHHA iIMeH ckBepaM B MicTi Kuesi. TepMiH BBegeHHsS
3MiH - NpoTsirom 6 MicALiB nicnsa 3aTBepaKeHHs.
3MiHun | Tuny - 3Minn wono 6e3nekn/ed ekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHv) 3miHa BHOCUTLCS Y 3B'A3KY 3
[OOMOBHEHHAM B TEKCTi MapKyBaHHsI MEPBUHHOI Ta BTOPWHHOI
YNakoBKW, BiAMOBIAHO A0 BHYTPILLUHIX BUMOr KOMMaHii LWoao
obopMIeHHs MakyBarbHOro Marepiany. 3MiHu He cynepeyatb
Bumoram [lopatky 23 Hakazy MOS Ykpainu Ne 426 Big 26
cepriHa 2005p. (y peadakuii HakasyMOS Ykpainm Ne460 Big 23
nvnHa 2015p.) 3minn | Tuny - 3MiHm wopo
6esnekn/edexkTrBHOCTI Ta papmakoHarnsay. BeegeHHs abo
3MiHM [0 y3aranbHeHX [aHuX Mpo cucTemy cpapmakoHarnsgy
(BBEAEHHA Yy3ararnbHEHVX LaHUX NMPO CUCTEMY
apMakoHarnsigy, 3MiHa yoBHOBaXEHOI 0cobu,
BigNOBiAANbLHOI 3a 34iCHEHHA (bapMakoHarnsay, KOHTaKTHOI
ocobu 3 hbapmakoHarnsay 3asiBHUKa ANs 34iNCHEHHS
apmakoHarnaay B YKpaiHi, SKL0 BOHa BiAMiHHa Big
JIOBHOBaXXEHOI  0COOM, BignoOBiAanbHOI 3a 34iACHEHHS
dapmakoHarnsaay (BKMOYaluy KOHTaKTHI AaHi) Ta/abo 3MiHny
po3miLLeHHi macTep-chbanna cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX [aHUX YOBHOBaXEHOI 0co0w, BiAnosiaanbHOI 3a
dapmakoHarnag. 3miHa Micusi 34iACHEHHS OCHOBHOI
OisinbHOCTI 3 hapMakoHarnsgy. 3MiHa MicL e3Haxo[KeHHs!
macTep-danna.
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Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauitiHo2o

noceio4yeHHs1

28.

BANbMPOKO
M 500
XPOHO

TabneTku, BKpUTi
NniBKOBOHO
060roHKOH,
NPOMOHroBaHoi  Aii; in
bulk no 7 kr Tabnertok
y nonieTuneHoBux
nakerax

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHSI 3MiH [0 peecTpauiiHux MarepianiB: 3MiHa 3asBHMKa
(BnacHuka peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): 3miHa 3asiBHVKA roTOBOrO NiKapCbKoro
3acoby y 3B'A3Ky 3 nepefadvelo mpasa BracHOCTI Ta
MapKETMHIOBUM PILLEHHSIM KOMTMaHii [il04oro Ta HOBOro
3asBHUKIB. TepMiH BBEOEHHS1 3MiH - MPOTAroM 6 micsuis nicns
3arBepaXeHHs. 3minu | Tuny - AgmiHicTpaTvBHi 3miHW. SMmiHa
HalMeHyBaHHA Ta/abo agpecu Micus MPOBadXeHHA AisnbHOCTI
BUpOGHWKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
BKIHOYA0UM AinbHULI BUNYCKY cepii abo MicLe NnpoBeaeHHs
KOHTPOIIO SKOCTI. (AisnbHICTb, 3a SKY BignoBigae
BUPOO HUK/iMMOpPTEpP, BKIOYaoum BUNyCK cepil) 3MiHa
HanvcaHHa afpecy MicLs NPOBaOXXeHHS AisiNbHOCTI
BMPOOHMKa FrOTOBOro fikapcbkoro 3acoby, komnawii TOB
«®apma CTapt», 6€3 3MiHM (hakTUYHOrO MicCLs NPOBAOKEHHS
[isiNbHOCTI BHOCUTBCS Y 3B'513KY 3 PileHHam KuiBcbkoi MicbKoi
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepenMeHyBaHHs  GynbBapiB, ByNWLb, HAMEHYBaHHS Mol Ta
NPUCBOEHHA iIMEeH ckBepaMm B MicTi KueBi. TepMiH BBegeHHs
3MiH - NpoTArom 6 MicsuiB nicnsa 3aTBepaXKeHHs.
3Minm | Tuny - 3minn wopo 6e3nekn/ed eKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHv) 3miHa BHOCUTLCS Y 3B'A3KY 3
[OMOBHEHHAM B TEKCTi MapKyBaHHS MEPBUHHOI Ta BTOPWHHOI
YNaKkoBKW, BIAMOBIAHO [0 BHYTPILLHIX BMMOr KOMMaHii LWo[o
odbOpMIIEHHA MaKkyBanibHOro marepiany. 3miHM He cynepeyarb
Bumoram [oaatky 23 Hakazy MO3 Ykpainn Ne 426 Big 26
cepriHa 2005p. (y pepakuii Hakasy MOS Ykpainm Ne460 Big 23
nunHs 2015p.) 3minm | Tuny - 3miHn Wwogo
6esnekn/edpekTBHOCTI Ta papmakoHarnsay. BeeneHHs abo
3MiHM [0 y3aranbHEHVX [aHuX Mpo cUcTemy dpapmakoHarnsgy
(BBEOEHHSA Yy3ararnbHEHNX AaHMX NpO cUCTeMY
dapmakoHarnaay, 3miHa yoBHOBaXXEHOI 0cobw,
BiANOBiAaNbHOI 3a 3AiViCHEHH bapmakoHarnsay, KOHTakTHOI
ocobu 3 hapmakoHarnsagy 3asiBHUKa ANS 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLLO0 BOHa BigMiHHa Bif
JIOBHOBaXXEHOI  0COOM, BigMOBiAanbHOI 3a 3[iACHEHHS
dapmakoHarnsay (BKMOYauy KOHTaKTHI AaHi) Ta/abo 3MiHny
po3MilLieHHi MacTep-channa cuctemu capmakoHarnsay) 3miHa
KOHTaKTHUX [aHUX YOBHOBaXEHOI 0cobw, BignosiganbHOI 3a
dapmakoHarnag. 3miHa Micusi 3[4iACHEHHS OCHOBHOI
OisnbHOCTI 3 hapmakoHarnsagy. 3MiHa Micue3HaxomKeHHs
MacTep-ganna.

UA/3988/01/02

29.

BAJIbMPOKO
M 500
XPOHO

Tabnerku, BKpUTi
nriBKOBOO

00 0roHKOI0,
MPOSIOHroBaHoI  Aii; no
10 Tabnetok y
6nictepi, no 1a6o 3
6nictepny nauyui 3
KapTOHy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt”

YkpaiHa

BHECEHHSI 3MiH [0 peecTpauivHux Marepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpaLiiHoro nocBifgyeHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460): 3miHa 3asiBHMKA rOTOBOrO NiKapCbKoro
3acoby y 3B A3KYy 3 nepefaveto mpaBa BRacHoOCTI Ta
MapKETMHIOBUM PILLEHHSIM KOMTMaHi/ Ail04oro Ta HOBOro
3aaBHUKIB. TepMiH BBEAEHHA 3MiH - NpoTarom 6 micsauis nicnsa
3arBepaXeHHsa. 3Mminu | Tuny - AgmiHicTpaTvBHI 3MiHW. 3MiHa
HalM eHyBaHHs Ta/abo agpecy Micus NPOBadXEHHS AisnbHOCTI

3a
peyerimom

UA/2169/01/02
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Ne
n/
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3acoby

Popma eunycky
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Homep
peecmpauitiHo2o
noceio4yeHHs1

BUpOGHWKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
BKIIOYa0UM AinbHULI BUNYCKY cepii abo Micue npoBeaeHHs
KOHTPOItO SIKOCTI. (BisNbHICTb, 3a SKY BiAnosiaae
BMPODHUK/iMNOPTEP, BKITOYalouM BUMYCK cepin) 3MiHa
HanucaHHA afpecyu MicLs NPOBaOXKEHHA AisNbHOCTI
BMPOOHMKA rOTOBOro fikapcbkoro 3acoby, komnawii TOB
«Papma CTtapT», 6€3 3MiHM haKTUYHOrO MiCLLSt NPOBadKEHHST
AiSNbHOCTI BHOCUTBCS Y 3B'5A3KY 3 PieHHam KuiBCcbkoi MicbKoi
pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
neperMeHyBaHHs  OynbBapiB, BYMWLib, HAUMEHYBaHHS MIOL, Ta
NPUCBOEHHA iIMeH ckBepaM B MicTi Kuesi. TepMiH BBegeHHsS
3MiH - NpoTsirom 6 MicALiB nicnsa 3aTBepaKeHHs.
3MiHn | Tuny - 3MiHn wopo 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsgy (iHwi 3MiHv) 3miHa BHOCUTLCS Y 3B'A3KY 3
[OOMOBHEHHAM B TEKCTi MapKyBaHHSI MEPBUHHOI Ta BTOPWHHOI
YNakoBKW, BiAMOBIAHO A0 BHYTPILLUHIX BUMOr KOMMaHii LWoao
obopMIeHHs MakyBarbHOro Marepiany. 3MiHu He cynepeyatb
Bumoram [lopatky 23 Hakazy MOS Ykpainu Ne 426 Big 26
cepnHa 2005p. (y pepakuii Hakazy MO3 Ykpainn Ne460 Big 23
nvnHa 2015p.) 3minm | Tuny - 3MiHm Wwopo
6esnekn/edexkTuBHOCTI Ta papmakoHarnsay. BeegeHHs abo
3MiHN 40 y3aranbHEeHX AaHuX Npo cucTemy dhapmMmakoHarnsgy
(BBEAEHHA Yy3ararbHEHNX AaHMX NPO CUCTEMY
dapmakoHarnsgy, 3MiHa YoBHOBaXKEHOI 0Co6U,
BigNOBiAANbHOI 3a 34iMCHEHHS (bapMakoHarnsay, KOHTaKTHOI
ocobu 3 pbapmakoHarnsay 3asiBHUKa ANs 34iNCHEHHS
apmakoHarnaay B YKpaiHi, SKL0 BOHa BiAMiHHa Big
JMOBHOBaXEHOI  0co0OM, BignoBiAanbHOI 3a 34iCHEHHS!
dapmakoHarnagy (BKITHYaYM KOHTaKTHI faHi) Ta/abo 3MiHny
posmiLLeHHi macTep-chbanna cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHUX [aHUX YOBHOBaXEHOI 0co0W, BiAnoBiaanbHOI 3a
dapmakoHarnag. 3miHa Micusi 34iACHEHHS OCHOBHOI
OisinbHOCTI 3 hapmakoHarnsgy. 3MiHa MicLe3Haxo[ KeHHs!
MacTep-danna.

30.

BOAA ANAA
IH'€KLIA

PO3YUHHUK Ans1
NapeHT epanbHOro
3acToCyBaHHs MO 2 MN
B amnyni, no 10 amnyn
y 6nicTepi, no 1
6nictepy B mayyi; no 5
M B aMmmyni, no 5
amnyn y 6nicrepi, no 2
6nictepy B nayui

MAT
"Tanmicapm”

YkpaiHa

MAT "lannidapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHmx martepianis:
TexHiYHa MOMWIKa B TEKCTi MapKyBaHHS YMakOBKMW MiKapCbKoro
3acoby, acame BHECEHI OAMHWLi BUMIpIOBaHHSI NaTuHULLEO
(BignosigHo po cuctemu Cl).

6e3
peuerma

UA/10078/01/01

3L

FTEKCABIT

apaxe no 50 gpaxe y
KOHT efiHepax

MpAT
"TexHonor"

YKpaiHa

[pAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauinHmx martepianis:

3MiHM | Tvny - HOBUI cepTudikaT BiJ HOBOro BMPOOHMKA -
BBEOEHHA BupobHWKka A®I TiamiHy rigpoxnopun (BiTamiH B1)
Jiangx Tianxin Pharmaceutical Co., LTD, China 3 HagaHHsm

CEP Ne R1-CEP 2011-077-Rev 01 o BXe 3aTBephXeHnx

b6e3
peuernma

UA/3285/01/01
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
BMPOGHUMKIB; 3MiHu I Tuny - 3MiHa BUpPOOHUKa
BMXAHOro/MPOMIXKHOro  NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BMpobHMYoMY npoueci ADI, abo 3miHa
BMPOOHMKa (BKNtOYalouK, Ae HeobXgHO, Micue NpoBedeHHs
KOHTporto sikocTi) AD| - BBeaeHH HoBoro BupobHuka AdPI
HikoTuHamiay (BiTamiH PP) Amsal Chem Private Limited, India
3 HagaHHaM MacTep-caiina Ha APl (DMF for Nicotinamade
AP (91-22-ACPL-API-NA-DMO 161203) Dec 2016) go Bxe
3aTBeEpAXEHOro BUMPOOHMKa
32. | FEKCABIT apaxe inbulk no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS! 3MiH 10 peecTpaLiHiX MaTepianis: - UA/3286/01/01
1000 ppaxe y "TexxHonor"
KoHTeMHepax AnA 3MiHM | TVNy - HOBWIA cepTudiKaT Bif HOBOTO BMPOBHMKA -
BUroTOBNEHHA TOTOBNX BBedeHHs BUpobHuka A®I TiamiHy rigpoxnopun (BiTamiH B1)
nikapcLkux 3aco6iB Jiangx Tianxin Pharmaceutical Co., LTD, China 3 HafaHHsIM
CEP Ne R1-CEP 2011-077-Rev 01 o Bxe 3arBepaeHux
BUPOB HUKIB; 3MiHuM Il Tuny - 3miHa BUPOOHUKa
BUXiHOrO/MPOMDKHOrO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCS Yy BUpPOOHM4OMY npoueci A®l, abo 3miHa
BMpoGHMKa (BKMoYvakoum, Ae HeobxXgHo, Micue npoBedeHHs
KOHTporto sikocTi) AD| - BBeaeHH HOBOro BupobHuka AdPI
HikoTuHamigy (BiTamiH PP) Amsal Chem Private Limited, India
3 HapgaHHAM macTep-daina Ha APl (DMF for Nicotinamade
AP (91-22-ACPL-API-NA-DMO 161203) Dec 2016) po Bxe
3aTBepaXeHoro BMpobHWKa
33. | TENO®Y3UH | po3unH Ans iHdY3in b. bpayH HimeyunH b.bpays Megukan CA LLisenu apia BHECEHHSI 3MiH [10 PEECTpaLinH1X MaTepianis: 3a UA/5905/01/01
no 500 mMn po3uunHy y Menb3ayHreH a peuernnom
(b”aKOH?)C no 10 . Al 3MiH | TUny - DOMNOBHEHHSA crieyudikaLii MoKasHMKOM
(haKoHiB y KapTOHHIN «BakTepianbHi eHaoToKCUHUY(2.6.14). BeeneHHa 3MiH
kopobui; no 500 mn NpoTSIroM 3 MicALiB nicns 3aTBEPIXEHHS; 3MiHM | Tuny -
PO3UMHY Y cpnakoHax BUMYHEHHS TeCTy Ha niporeHn(2.6.8). BBeneHHs 3MiH
npoTarom 3 MicsLUiB Nicns 3aTBepaKeHHS
34. | TEHOTPOIIH | nopotuok Mdansep IHk. CLWA MOBHUA LWKN Benbris/ BHECEHHA 3MiH A0 peecTpauiHux Marepianis: 3Minm | Tuny - 3a UA/11798/01/01
® nioginisoBaHun Ta BUPOGHUL TBa, BUMYCK HimeyumHa 3MiHn Wwopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnaay (iHLi pey.ennom

PO3UUHHUK A71st
po3yMHy ANS iH'ekuin
no 16 MO (5,3 mr); 1
nornepenHL0
HarnoBHEHa pPydKa, Lo
MicTuTb 1

[BOKaM epHUiA
KapTpuox (nepegHsi
Kamepa 3 MopoLUKOM
Ta3aaHa Kamepa 3
po3yMHHUKOM no 1,14
M (M-Kpe3on, MaHiT

cepii:
Mdpaizep
MeHtodekyypyHr
Benbris HB, Benbris;
BMPOBHMLTBO in bulk,
KOHTPONb SKOCTI,
nepByHHE NaKyBaHHA
Berep ®apma-
Peprurysr Mm6Xi Ko.
KT, HimewunHa

3MiHW)
MpvBeneHHs y BIANOBIAHICTb HAMMCAHHS KiNbKOCTI YIaKOBOK Y
peecTpaliiHOMy MOCBIAYEHHI [0 MarepianiB peecTpaLiiHoro
[0Cbe
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
(E 421), Bopa ans
iH'€KLiN)), y KApTOHHIN
Kopobui 3
MapKyBaHHsIM
yKpai HCbKOoto MOoBOIO; 1
nonepenHL0
HamoBHeHa pydKa, Lo
MicTuTb 1
[,BOKaM epHUIA
KapTpuoX (nepepHs
Kamepa 3 MOpOLLKOM
Ta3aaHa Kamepa 3
po3ymHHUKOM no 1,14
Mn (M-Kpesor, MaHiT
(E421), Boga ons
iH'€KLiN)), y KapTOHHIN
Kopobui 3
MapKyBaHHAM
aHrnivicekoto abo
iHLLIOIO iHO3EMHOI0
MOBOIO 3i CTMKEPOM
YKpai HCbKOK M OBOIO
35. | TNYTAPTIH Tabnetkmuno 0,75, no | ToBapucteo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX Marepianis: BUMYMEHHsI 6e3 UA/4022/02/03
10 Tabnetok y 06 MexeHo 06 MexeHo ynakoeku no 30 Tabnetok y 6nictepi; no 1 abo 2 6Gnictepny peuenma
6nictepi; no 3abo 5 BignoBiganbHi BignNoBiganbHICTIO KapTOHHI KopobLui aons aosysaHHa no 0,25 r 3 BignoBigHUMM
6nicTepiB y KapTOHHIN CTio "®apmaL eBTn4Ha 3MiHaMu go po3giny «Ynakoska» MKA J13. 3miHu BHeceHi B
Kopob L "®apmaLeBTu KomnaHisa "3gopos's” po3ain "Ynakoska" B iHCTPYKLitO 415 MEAVYHOrO 3aCTOCYBaHHSA
YHa KOMMaHisi nikapcbKoro 3acoby y 3B’s13KY 3 BANMYMEHHSM MEBHOTO PO3Mipy
"3popos's" YNaKoBKK, K HACMIAOK - BUMYHEHHA TEKCTY MapKyBaHHS
Bi4NOBIQHOI YNakoBKW. BBegeHHst 3MiH NpoTsrom 6-Tu Micsuis
nicns 3aTBEpAKEHHS.
36. | TNYTAPI'IH PO34MH ANS iHEKLiN, ToBapncTBo 3 YkpaiHa TosapncTBO 3 YkpaiHa BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 3a UA/4022/01/01
40 mr/mn, no5 mn B 06 MexeHow 06 MexeHo AnmiHicTpatvBHi 3miHW. 3MiHa HaliMeHyBaHHA Ta/abo appecu peuennmom
amnyni; no 10 amnyn y | BignosiganbHi BiAMOBIAaNbHICTIO 3asBHMKa (BracHWKa peecTpauiiHoro MocBifYeHHs) - 3MiHa
KapTOHHI KopobLii; no CTHO "®apmau eBTniHa apnpecu 3asiBHVKa (BBeoeHHs 3MiH npoTsiroM 6-Tu micsiuis
5 mn Bamnyni; no 5 "®apmaLeBTu KomnaHisa "3gopos's” nicns 3aTBEpAXeHHS); 3MiHuM | Tuny - AgMiHiCTpaTuBHI 3MiHW.
amnyn y 6nicTepi; no 2 YHa KOMMaHis 3MiHa HaliMeHyBaHHa Ta/abo agpecy Micus NPOBamXEHHS!
GnicTepny KapToHHIN "3popos's" AisnbHOCTI BUpOBHWKa/imnopTepa roToBOro MiKapCbKoro

Kopob L

3acoby, BKIoYatoum AinbHuL BUNYycKy cepii abo micue
NPOBEAEHHS KOHTPOIIO SKOCTI. (AiAnNbHICTb, 3a SKy BiAnosiaae
BMPOOHMK/IMNOPTEP, BKMIOYAOUM BUMYCK CEpil) - YTOHHEHHS
anpecy BupoGHuKka 13 ToBapucTBO 3 0BMeExkeHo
BignosiganbHicTio "®apmalesTniHa KoMnaHia "3a0pos's”,
YkpaiHa, 6e3 3miH1 micusa BupobHuLTBa (BBeneHHst 3MiH
NpoTSIroM 6-TW MicsiLiB NiCNs 3aTBEPAXKEHHS); 3MiHM | Tuny -
3MiHK 3 sikocTi. MoToBWiA nikapcbkuii 3aci6. Cuctema
KOHTeMHep/3aKynoptoBanbHuiA  3aci6. 3MiHa po3mipy ynakosku
roTOBOrO MNMiKapcbKOoro 3acoby (BUMYHEHHA YMakOBKWU MEBHOrO
po3Mipy) - BUNMYHEHHS YMaKoBKW: No 5 mn B amnyni; no 5
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
amnyn y 6nicTtepi; no 1 6GnicTepy y KapToHHi kopobui, 3
BiANOBIAH/MM 3MiHaMM B po3aini YnakoBka. 3MiHN BHECEHI B
po3ain "Ynakoska" B iHCTPYKLiO ANS MEQUYHOrO 3acTOCYBaHHS
nikapcbKoro 3acoby y 3B’s13KY 3 BANMYMEHHSM MEBHOTO PO3Mipy
YNaKOBKW, SIK HACMiAOK - BUNMYMEHHS TEKCTY MapKyBaHHs
BigNOBIAHOI ynakoBku (BBegeHHs 3MiH NpoTsirom 6-Tv MicsiliB
nicns 3aTBepAKeHHs1)
37. | TNYTAPTH Tabnetkmuno 0,25, no | ToBapucteo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 3mMiHu | Tvny - 6e3 UA/4022/02/01
10 Tabnetok y 06 MexeHo 06 MexeHo 3MmiHu 3 sikocTi. [oToBMIN Nikapcbkui 3aci6. Cuctema peuernma
6nicTepi; no 3abo 6 BiANOBiAanbHi BiAMOBIAaNbHICTIO KOHTeMHep/3aKynoptoBanbHuiA  3aci6. 3MiHa po3mipy ynakoBku
6nicTepiB y KapTOHHIl CTio "®apmaL eBTn4Ha rOTOBOrO MiKapCbKoro 3acoby (BUIMYYEHHs1 YMaKkOBKW MEBHOMO
Kopob L "®apmaLeBTu KomnaHisa "3gopos's” po3mipy) - BUNy4eHHst ymakoBky no 30 Tabnetok y 6nictepi; no
YHa KOMMaHisi 1 abo 2 6GnicTepny KapTOHHIN KopobLi 3 BiANOBIgHMM M
"3nopoB's" 3MiHaMmu fo po3ainy «Ynakoska» MKA J13. 3miHv BHeceHi B
po3ain "YnakoBka" B iHCTPYKLiO NS MegUYHOTO 3acTOCYBaHHS
nikapcbKoro 3acoby y 3B'13KY 3 BUNYHEHHAM MEBHOr0 Po3Mipy
YNaKoBKM, SIK HACMifOK - BUNYMEHHSI TEKCTY MapKyBaHHs!
Bi4NOBIAHOI YNakoBKW. BBedeHHs 3MiH NpoTarom 6-Tu Micsuis
nicrisi 3aTBepOKEHHSI.
38. | OAXKICI®IIKO/ | cycneHsia aons iHekuin M.BIOTEK Benuka I'piH Kpocc KoprnopenuH Kopes BHECEHHS1 3MiH [0 peecTpalivHiX Matepianis: 3amiHu Il Tuny - 3a UA/16223/01/01
GC FLU no 0,25 mn a6o 0,5 mn NIMITEQ BpuraHia 3MmiHn 3 skocTi. APl. BUpobHMLTBO. 3MiHM B aKTVBHI PEYOBUHI peuerinmom
BAKUMHA y nornepeaHsL0 CE30HHWX, MepennaHaeMiyHMx abo naH4emMiuYHUX BaKLWH
ansa HanoBHEHUX  LLIMPULLax npoTn Bipycy rpuny NIOAVHN (3aMiHa WTaMy(iB) Y CE30HHMX,
MPO®INAKT 3 0QHOPa30BOI nepegnaHaoemMivyHnx abo naHgemMiyHUX BaKLMHax NpoTu Bipycy
UK reuny ronkoto. Mo 1 wnpuuy rpuny MIOAMHM) - 3MiHa LUTAMOBOrO CKNnafdy BakLMHA ANS
(PO3LWWEMNE | y6nictepi.Mo1 abo npodpinakTukmn rpuny BignoBiaHo 40 pekomeHaauin BOO3 ans
HWI BIPIOH, no 10 6nictepiBy MiBHiyHOI nmiBKyNi cezoHy 2019-2020 pp
IHAKTUBOBA | nauyui 3 KapToHy
HUIW)
39. | AUNPOCTIAH | cycneHsia Ans iH'ekuin LWepinHr-Mnay LLsenuapi Ona amnyn: ®paHuis/ BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 3a UA/9168/01/01
® 05 BUPOO HYKIB Centpan lct A BupoGHuk in bulk, Benbrisi AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu peuennmom
LWepinr-Mnay Na6o Al nepByHHE MaKyBaHHA: 3asBHMKa (BracHWKa peecTpauiiHoro MocBifYeHHs) - 3MiHa

H.B., Benbris;
CEHEKCIHSC -
EPYBINIb CEHT
KINEP, ®paHuis: no 1
M B ammnyni; no 5
amnyrn B KapTOHHIN
Kopobui; ons
BupobHuka CEHEKCI
HSC - EPYBINb
CEHT KJEP, ®paHuis:
no 1 mn B nonepeaHL0
HarnoBHEHOMY  LUMPUL,
no 1 wnpuyy B
komnnekTi 3 1abo 2
CTEpPUIBHAMU rornkamu
B NNacTUKOBOMY
KOHTENHEpPI B

CEHEKCIHSC -
EPYBINlb CEHT KIEP,
®paHuis;
BvpoGHVK 3a MoBHUM
LMKIOM
LWepinr-Mnay Na6o H.B.,
Benbris;

[Onsa nonepegHL0
HarNoBHEHUX  LUMPULiB:
CEHEKCIHSC -
EPYBINlb CEHT KIEP,
DpaHuia

afgpecu 3asdBHUKa
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Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauitiHo2o

noceio4yeHHs1

KapTOHHI KopobLii

40.

OIPOPC 160

TabneTku, BKpUTI
NniBKOBOKO
obonoHkoo, 5 mr/160
mr; no 10 Tabnetok y
6nictepi; no 1a6o 3
6nicTepn B KapTOHHIN
nayui

TOB "ACIHO
YKPATHA"

Ykpai Ha

TOB "®apma Ctapt”

YkpaiHa

BHECEHHSI 3MIiH O PEECTPaLivHNX MaTepianiB: 3MiHa 3asiBHMKA
(BnacHuka peecTpaliiHoro nocBifgyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460) - 3miHa 3asiBHUKA FOTOBOrO J1iKapCbKoro
3acoby y 3B A3KYy 3 nepefaveto npaBa BnacHOCTi Ta
MapKETVHIOBMM PILLEHHAM KOMMaHil Ail04oro Ta HOBOro
3asBHUKIB (TepmiH BBedEeHHsI 3MiH - NpoTsroM 6 Micsauis nicns
3aTBepaXeHHs); 3MiHv | Tuny - AgMmiHicTpaTuBHi 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecy Micus NpoBadXeHHs AisinbHOCTI
BMpOGHWKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
BKITHO4aK0uM AinbHULI BUNYCKY cepii abo micue npoBeaeHHs
KOHTPOIO SIKOCTI. (BiNbHICTb, 3a SKY BiAMnosiaae
BMPOBHMK/iMNOPTEP, BKITIOYAOYM BUMYCK Cepinn) - 3MiHa
HanucaHHA afpecyu MicLs NPOBaOXKEHHA AisANbHOCTI
BMPOOHMKa rOTOBOro fikapcbkoro 3acoby, komnawii TOB
«Papma CTtapT», 6€3 3MiHM haKTUYHOrO MiCLLSt NPOBaOKEHHS
[OiSiNbHOCTI BHOCUTBCS Y 3B'A3KY 3 PieHHsiM Kui BCbKOI MiCbKOi
pagu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
neperMeHyBaHHs  OynbBapiB, BYMWLib, HAUMEHYBaHHS MIoL, Ta
NPUCBOEHHS iMeH ckBepaMm B MicTi Kuesi (TepmiH BBeaeHHS
3MiH - MPOTAromM 6 MiCsILIiB MiCNS 3aTBEPAXKEHHS); 3MiHM | Tumy -
3MiHv Wwopno 6e3nekn/edekTMBHOCTI Ta hapmakoHarnaay (iHLi
3MiHV) - 3amiHa rpaddiyHOro 300 pakeHH MEPBUHHOI Ta
BTOPVHHOI YNAKOBKWM Ha TEKCT MapKyBaHHS MEpBUHHOI Ta
BTOPVHHOI YNAaKOBKW 3 BiAMOBIQHAMM 3MiHaMu 4O po3ainis
MKA N3 (po3gin "IpadiyHe 0dopMMeHHs ynakoBkU"' 3aMiHEHO
po3ainom "MapkyBaHHs". BHeceHHA pepakuiiHMX nMpaBok Ta
npmBedeHHst iHpopmaLlii B TEKCTi MapKyBaHHs Bi4MnoBiAHO 40
BHYTPILLHIX BMMOr KOMMaHii 1,080 odhOpMIEeHHS MaKyBarnbHOro
Marepiany. 3MiHn He cynepedaTb Bumoram [dogatky 23
Hakaszy MO3 Ykpainu Big 26 cepnHst 2005 poky Ne 426 (y
penakuii Hakazy MOS3 Ykpainu Big 23 nunHa 2015 poky Ne
460); 3minm | Tuny - 3miHn Wwopo 6e3neku/edekTMBHOCTI Ta
apmakoHarnsay. BeegeHHss abo 3miHM 40 y3aranbHEHUX
AaHWX Npo cucTemy chapmakoHarnsay (BBefeHHs
y3ararnbHeHX AaHuxX Mpo cuctemy dbapMmakoHarnsgy, 3miHa
JMOBHOBaXeHOI  0cobMu, BignoBiganbHOI 3a 3[iCHEHHS!
hapmakoHarnsay, KOHTakTHOI ocobu 3 hapmakoHarnsay
3asBHUKa AN 34iNCHEHHA dhapMakoHarnsagy B YKpaiHi, SKLWo
BOHa BifiMiHHa BiJ YTOBHOBaXKEHOI 0COOM, BignoBiAanbHOI 3a
34iMiCHEHHA dhapMmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MillleHHi MacTep-daina cucTemun
apmakoHarnsay) - 3MiHa KOHTaKTHUX JaHVX YTOBHOBXKEHOI
ocobu, BignoBiAanbHOI 3a hapMakoHarnsg. 3miHa micus
3[iCHEHHs1 OCHOBHOI AisiNbHOCTI 3 papmakoHarnaay. 3miHa
MiCLe3HaxoOXeHHa macTep-channa

3a
peuyerinmom

UA/12365/01/01

41.

aonono

KOHL|eHTpaT Ans
po3yMHy AN iHDY3iNn,
NiNOCOM ar bHUIA,

O-p Penpi'c
JlaGopatopic
Nt

IHaia

HATKO ®APMA
JIMITEAQ

IHois

BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis:
BUMpaBneHHs TexHivyHoi nomunku y MKA, B poagini «Onucy
cneymdikauii MKA nikapcbkoro 3acoby, a Takox BUNpaBieHo

3a
peuerimom

UA/17269/01/01
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
2vr/mn, no 10 mn (20 TeXHiUHy MOMWMKY B IHCTPYKLLil AN MEOMYHOTO 3aCTOCYBaHHS!
mr/10 mn) abo no 25 nikapcbkoro 3acoby B po3aini "lNikapcbka dopma”
mn (50 mr/25 mn) y
dnakoHax Ne1
42. | EBPAHTUN Kancynm Takena MTM6X HimeyumH Takena MM6X, micue Hime4yunHa BHECEHHS 3MiH [0 peecTpauinHmx Martepianis: 3a UA/9943/01/01
MPONOHroBaHoi At a BMPOOHML TBa 3MiHM | Tuny - 3miHa HaliMeHyBaHHs  BUpoOHVKka A®PI Ypaniguny peuerimom
TBepai no 30 mr; no 50 OpaHieHO ypr Ta BUpOOHMKa BWMXQHOTO Marepiany xmopypauuny, Lo
abo no 100 kancyn y 3aCcTOCOBYETLCSA Y BUPOOHMLTBI ADI , 6e3 3miHn micus
donakoHi; no 1 BMPOOHWLTBA; 3MiHM | TUMY - BUNYMEHHS BUMPOGHWYOI AinbHUL
(bnaKkoHy B KapTOHHIN Takeda GmbH, Germany, BianoBiganbHOI 3a BUPOOHUL TBO
Kopob L Adl, 3aymoBu 36epexeHHst pyHKLIT KOHTponto sikocTi AdI;
3MiHM | Tuny - BUNYMEHHA BMpobHWYoi  AinbHyUi BASF Pharma
(Evionnaz) SA, Switzerland, BignosiganbHoi 3a BUPOOHULTBO
A®I; 3MiHmM | Tuny - BUNy“eHHs BMpoOGHWMYOI AinbHULi BASF
Pharma (Evionnaz) SA, Switzerland, BignoBiganbHoi 3a
KOHTponb sikocTi ADI.
43. | EBPAHTUN Kancynm Takepga MM6X HimewunH Takepa MM6X, micue HimevwunHa 3MiHM | Tuny - 3miHa HaliMeHyBaHHs  BUpoOHVKka API Ypaniguny 3a UA/9943/01/02
NPONOHroBaHoi  Aii a BMPOO HMLITBA Ta BUpOOHMKa BWMXQHOTO Marepiany xmopypauuny, Lo peyennom
TBepai no 60 mr; no 50 OpaHieHO ypr 3acTOCOBYETLCS Y BUPOOHMLTBI APl , 6e3 3miHn micus
abo no 100 kancyn y BMPOGHWLTBA; 3MiHM | TUMY - BUNYMEHHS BUMPOOHWYOI AinbHUL
dnakoHi; no 1 Takeda GmbH, Germany, BianoBiganbHOI 3a BUPOOHUL TBO
PraKoHy B KapTOHHIN Adl, 3aymoBu 36epexeHHst pyHKLIT KOHTponto sikocTi AdI;
Kopob L 3MiHM | Tuny - BUNYMeHHA BMpobHWYoi  AinbHyUi BASF Pharma
(Evionnaz) SA, Switzerland, BignosiganbHoi 3a BUPOOHWLTBO
A®I; 3MiHn | Tuny - BUNy“eHHs BMpoOGHWYOI AinbHULi BASF
Pharma (Evionnaz) SA, Switzerland, BignosiganbHoi 3a
KOHTponb sikocTi ADI.
44. | ENOKOM® masb 0,1 %, no 151 LWepinr-Mnay LLsenuapi LWepinr-Mnay Na6o H.B. Benbris BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 3a UA/6293/01/01
abo 30 ry Ty6i; no 1 Centpan lct A AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu peuennmom
TYOi y KapTOHHIV Al MicLa MPOBaAKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
Kopobui roTOBOrO fiKapCbKoro 3acoby, BKIHYaouM OinbHUL BUMYCKY
cepii abo MicLe NPoBeAEHHS1 KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a
SIKY BiANOBiAae BUPOOHMK/IMNOPTEP, BKITHOYAUM BUMYCK CEpilt)
- 3MiHa Ha3BW BMPOOHMKA (aHrMiCbKOK MOBOK), 6€3 3MiHU
Micus BupobHulTBa (BBeneHHst 3MiH npoTsrom 6 micsilis nicnst
3arBepAKeHHs1); 3MiHn | Tuny - 3miHu Wwopo
6e3nekn/echekTUBHOCTI Ta papmakoHarnaay (iHwWwi 3mMiHu) -
3MiHa NnoroTuny Ha ynakosLi Nnikapcbkoro 3acoby (BeegeHHs
3MiH MPOTAroM 6 MicsLiB NicNs 3aTBEpOXKEHHS)
45, | EMCE®® MOPOLLIOK AN PO34MHY Abpun IHais HexTap JlandcamHcia IHais BHECEHHSI 3MIH [0 PEECTpaLiviHUX MarTepiarnis: 3a UA/5195/01/03
ansin exuin no 1000 DopmyrenLH3 NimiTen 3MiHM | Tuny - 3miHa napameTpiB cneuudikauin Ta/abo peuernnom
Mr 1 pnakoH 3 Met. NITQ OOMYCTUMUX MEX rOTOBOrO NiKapcbkoro 3acoby; CynyTHs
MOPOLLKOM Y 3MiHa - 3MiHa 'y MmeTofax BUNpobyBaHHS FOTOBOro MikapcbKoro
KapTOHHIN yrakoBL,i 3acoby - 3miHv go po3ainy "CynposigHi Aomilku" B
crneymdgikalii Ta MeTogax KOHTPOM0 rOTOBOrO NiKapCbKoro
3acoby - NpvBeeHo Y BiANOBIQHICTb 40 BUMOr MOHorpadii
USP «LedTprakcoH Ans iH €KL ii» Ta OHOBNEHUX LOKYMEHTIB
BMPOG HUKA.
46. | EMCE®® MOPOLLIOK 115 PO3YMHY. Abpun IHgis HekTap JavidcainHcia IHois BHECEHHS 3MiH O peecTpaLliHux_Marepianis: 3a UA/9914/01/01
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
1000 ansid'ekyin no 1000 PopmyrenH3 NimiTen-tOHiT-VI 3MiHv | Tuny - 3miHa napameTpiB cneundikauin Ta/abo peuennom
Mr 1 pnakoH 3 Met. NTg OONYCTUMMX MEX FOTOBOro fikapcbKoro 3acoby; CymyTHs
MOPOLLKOM Y 3MiHa - 3MiHa y MeTofax BuUMpobyBaHHS TOTOBOrO NiKapCbKoro
KapTOHHIN yraKkoBLi 3acoby - 3amiHu 4o po3ainy "CynposigHi Aomilku" B
cneumdikalii Ta MeTogax KOHTPO0 rOTOBOrO NiKapCbKoro
3acoby - NnpvBedeHO Y BiAMOBIAHICTb A0 BUMOr MOHOrpadii
USP «LedTpurakcoH Ans iH'eKuii» Ta OHOBNEHUX [OKYMEHTIB
BMPOG HUKA.
47. | EHBPEN® pO3YMH AN iH eKLin, MPANIEP CWA BepuHrep IHrenbxanm HimeyvumHa, BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 3a UA/16786/01/01
50 mr/mn; 4 EVY.CLML. ®dapma 'm6X & Ko. KT, Benwvka 3MiHU | TUny - 3MiHM BHECEHO A0 IHCTPYKLiT ANt MEQUYHOro peuernnom
ronepegHL0 KOPMOPENLL HimevunHa BpuTtaHis, 3acTocyBaHHsa nikapcbkoro 3acoby fo posginy "Cnoci6
HaMoBHEHi LUMPULK MO H (BMPOBHMLTBO i Benbrisi 3acToCyBaHHSA Ta A03U" (BogaHa AeTarnbHa iHCTPYKLis

0,5 mn (25 mr) abo no
1 mn (50 mr), abo 4
norepeaHLo
HaMoBHeHi py4kn Mo 1
Mn (50 Mr), 4 TaMMoHu
3i cnupToMm y
nnacTMKOBOMY
KOHTerHepi;
nnacTMKoBUIN
KOHTeWHep y
KapTOHHI KOpoOLii

KOHTPOIb SIKOCTI
MPOMIXXHOro MPOAYKTY
50 mr/mn Ta nikapcbkoro
3acoby B monepeaHL0
HaMoBHEHMX  LUMpU1LLax);
Baet ®apmaceyrukanc,
Benvka bpuranis
(MapKyBaHHs,
nakyBaHHs, BUMYCK cepii
roTOBOro MiKapcbkoro
3acoby); Betep dapma-
®eprurysr Mm6X & Ko.
KI, HimevunHa
(Bi3yarnbHWUIN KOHTpPOIb
nornepenHL0
HaMoOBHEHWX ~ LLINPULLIB;
KOHTPONb SKOCTi
nikapcbkoro 3acoby B
nonepeaHL0
HaMoBHEHMX  LUMpU1LLaXx);
Betep ®apma-
®epruryir Mmb6X & Ko.
KI, HimeuunHa
(Bi3yarnbHWA KOHTpOmb
nonepeaHL0
HaroBHEHUX  LUMPULiB;
CKNafaHHs | TeCTyBaHHsA
nornepenHL0
HaMoOBHEHMX PYMOK);
Berep ®apma-
®epturyHr MmoX & Ko.
KT, HimeuunHa
(Bi3yanbHWUIN KOHTpPOIb
nonepeaHL0
HaMoOBHEHWX  LLINPULLIB;
CKNaaaHHs i TeCTyBaHHsA
nonepenHL0
HaMOBHEHUX PYMOK);

KOPWCTYBaHHS MOMepenHbO HaMoOBHEHOK PyMKOl0). BBeaeHHs
3MiH MpoTAroM 3-X MicsiuiB Nicns 3aTBepAXeHHs; 3minu || Tuny
- 3MiHM 0 IHCTPYKUiT ANS MeguYHOrO 3acTOCyBaHHSA
nikapcbkoro 3acoby Ao po3ainis "OcobnumBocTi 3acTocyBaHHs",
"Cnocib 3acTocyBaHHs Ta A03M" (BHECEHO MOCUIaHHA Ha onuc
KOPUCTYBaHHS MonepefHb0 HamoBHEHO pyyKoto), "MobiyHi
peakuii". BeegeHHa 3MiH npotsarom 3-x MicsuiB nicns
3aTBePAKEHHs; 3MiHU || TNy - 3MiHV BHeCeHO [0 IHCTpyKLiT
OISt MEOVYHOTO 3aCTOCyBaHHS IiKapcbkoro 3acoby [0 po3ainis
"3acTocyBaHHa Yy nepiog BariTHOCTi abo rogyBaHHs rpynar”
(BHeceHO paHi obcepBaLiiHOrO MiXXHApPOLHOrO PeeCcTpoBOro
[OCIiOXXEHHS 3 MOPIBHSIHHA  PU3KKiB HED @XaHWX pe3ynbTartis
BariTHOCTI), "lMobiyHi peakuii”. BBeaeHHs 3miH npotarom 3-x
MicsiLiB nicns 3aTBepaXeHHs
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I1p onoBskeHns noaarka 3

Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauitiHo2o

noceio4yeHHs1

Bertep ®apma-
®epturyHr MmoX & Ko.
KI, HimevuunHa
(BMPOBHMLTBO i
KOHTPOMb SKOCTi
nikapcbkoro 3acoby B
nonepeaHL0
HaMoOBHEHVX  LUMpULLaXx);
BetTep ®apma-
®epruryir Mmb6X & Ko.
KT, HimeuuunHa
(Bi3yarnbHWA KOHTpOIb
norepeaHL0
HaroBHEHUX  LUMPULiB;
KOHTPOIb AKOCTI
nikapcbkoro 3acoby B
norepeaHLo
HaMOBHEHMX  LLNPULLAX);
Mdpanzep lpneHg
Papmaceyrukarc,
IpnaHgisa (B1pobHULTBO
KOHTPOMb SKOCTI
MPOMDKHOrO MPOAYKTY
50 Mr/Mn; KOHTpOnb
SIKOCTi NikapcbKoro
3acoby B rnonepeaHL0
HarMoBHEHUX  LUMPULLaxX,
TeCcTyBaHHA nonepeaHs0
HarMoBHEHMX PYHOK);
Mdpaizep
MeHtod exyyprHr
Benbrisi HB, Benbris
(BUPOGHMLTBO i
KOHTPOIb SIKOCTi
nikapcbkoro 3acoby B
nonepenHL0
HaMOBHEHUX  LLNPULLaX,
Kpim TecTiB "bioaHani3
anonTo3dy' Ta "KinbkKicHe
BU3Ha4YEHHS
3B’ A3yBaNbHUX
peLenTopiB"; cknagaHHs
i TecTyBaHHsA
nornepenHL0
HaMoOBHEHUX PYHOK)

EHEPEIT®
nio

nioginisar gng
pO34MHy O iH eKUin
no 25 Mmr; 2 ofiakoHn 3
niocpinisarom, 2
nonepeHL0

MOAVSEP
EAY.CLL.
KOPMOPEWLL
H

CLIA

bepuHrep IHrenbxanm
®dapma 'mM6X & Ko. KT,
HimevunHa
(BUPOBHMLTBO i
KOHTPONb SKOCTI

HimeyumHa,
Benwvka
BputaHis
Ipnangis,
Benebris

BHECEHHS 3MiH [0 peecTpalinHux Marepianis:
3minu Il Tvny - 3MiHM BHeCeHO [0 IHCTpyKUiT 4nsa MmeanyHoro
3acTocyBaHHsa nikapcbkoro 3acoby ao posginis "OcobnueocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHa Tago3u" (gogaHo
NOCUIMaHHs LW oA0 KapTKu-nam'aTku nauieHTa), "MobiyHi

3a
peuennom

UA/16787/01/01
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs

HaMoBHeHi LWnpuun 3
po34MHHUKOM (BOAA
ans id'ekuin) no 1 mn,
2 okpemi ronku, 2
apanTtepu 4o
dnakoHa, 4 TaMMoHn
3i cnupToMm y
nnacTMKOBOMY
KOHTelHepi; 2
MnacTMKOBUX
KOHTeViHepn B
KapTOHHI KOpoOLii

niodpinizary); Baet
dapmaceyruvkanc,
Benvka BpuraHis
(MapKyBaHHs,
nakyBaHHs, BUMYCK cepii
rOTOBOrO MiKapCbKoro
3acoby); Berep dapma-
®epruryir Mmb6X & Ko.
KT, HimeuunHa
(cknapaHHs cuctemm
3aKyMnoptoBaHHs
PO3YMHHUKA; Bi3YyarbHUIA
KOHTPOrb, KOHTPOSb
SKOCTi NpW BUMYCKY Ta
A0CHiAKEHH:
cTabinbHOCTI
po3unHHUKa); BeTep
Papma-PepturyHr MmoX
& Ko. KI', HimevuuHa
(Bi3yanbHWiA KOHTpOIb
po3unHHUKa); Betep
Papma-PepruryHr MoX
& Ko. KI', HimeuunHa
(Bi3yanbHWIA KOHTpOmb
po3unHHUKa); Betep
dapma-depturyHr MeX
& Ko. KI', HimewunHa
(Bi3yarnbHWUIN KOHTpPOIb
Ta [oCHiAXKEHHS!
cTabinbHoCTi
po3unHHuKa); BeTep
Ddapma-PepTuryHr Mo X
i Ko. KT, HimewunHa
(BMPOBHUL TBO
PO3YMHHMKA Y LUNpULaX,
Bi3yarnbHW/ KOHTPOIb
PO3YMHHUKA; KOHTPONb
AKOCTi PO3YMHHMKA Mpn
BUMYCKY Ta npu
[OCIiAKEHHI
ctabinbHocTi); MNdpaiizep
lpneng
dapmaceyruvkanc,
IpnaHgis (KoHTponb
AKOCTi niodpinisary);
Mdpanzep
MeHtod exyyprHr
Benbris HB, Benbris
(BMPOBHMLTBO i
KOHTPONb SKOCTI

peakuii". Takox 3a 6axaHHIM 3asiBHMKA cKacoBaHO
3arBepaXeHy B YKpaiHi KOPOTKY XapakTepUCTUKY NiKapCbKOro
3acoby. BeegeHHs 3MmiH npoTarom 3-x Micsuis nicns
3arBepAKeHHst; 3MiHu Il Tvny - 3MiHM BHeceHO A0 IHCTpykuii
AN MEAMYHOTO 3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3dinis
"3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHs rpyaa”
(BHECEHO OaHi 06CcepBaLiiHOrO MiXHapO4AHOrO PEECTPOBOro
[OCIIAXEHHS 3 MOPIBHAHHA PU3VKiB HED@XaHWX pesynbTaris
BariTHOCTi), "MobiyHi peakuii”. BeBeaeHHs 3miH npotsrom 3-x
MiCSILIiB NiCrisi 3aTBEPOKEHHS!.




22 [IponoBsxeHHs goaarka 3
Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
niodpinisary, Kpim TecTiB
"BioaHani3 anonto3y' Ta
"KinbkicHe BM3Ha4eHHs
3B’ SI3yBaNbHMX
peuenTopis”.
BrpobHmuTBO
PO3YMHHMKA Y LUNpULax,
Bi3yarnbHW/ KOHTPOIb
PO3YMHHUKA; KOHTPOINb
AKOCTi PO3YMHHMKA Mpu
BUNYCKY Ta OCHiAXeHHi
CTabinbHOCTI)
49. | EHTEPONAK Tabnerkmno 7,5 mr no AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis: 6e3 UA/2052/01/01
C 10 Tabnetok y 3MiHun | TUny - 3amiHn Woao 6esnekn/edpekTMBHOCTI Ta peuenma
6nictepi; no 1a6o 3 dapmakoHarnsay, 3MiH1 BHECEHI B TEKCT MapKyBaHHsI
6nicTepny nayui 3 NEPBMHHOI Ta BTOPWMHHOI YNaKOBKUN LLLOOO HAHECEHHS TOProsol
KapTOHy MapKkun gucTpub’toTopa
50. | EHTUBIO® MOPOLLOK AN Takena [aHis Bikxem Jlabopatopia Benvka BHECEHHS 3MiH [0 PeecTpaLinHMX Martepianis: 3a UA/15405/01/01
KOHLIEeHTpaTy Ans Papma A/C NimiTen, Benuka BputaHis, 3MiHm | Tuny - 3miHn B npoueci BupobHuuTBa APl (He3HavHa peuerimom
po3yMHy AN iHDY3in BputaHisi (koHTponb ITanis, 3MiHa y npoueci BupoGHuUTBa A®I); 3MmiHu | Tuny - 3miHay
no 300 mry dnakoHi; SKOCTI cepii: ABCTpiS, napametpax creuudikadin Ta/abo onyCTUMKX MeX,
no 1 dnakoHy y "CTepunbHicT" Ta HimevunHa BU3Ha4eHUX Y crneyudikauisx Ha ADI, abo
KapTOHHI KOpoOLii "BakTepianbHi BUXIZAHWA/MPOMDKHWIA  MPOAYKT/PEareHT, LU0 BYKOPVCT OBYIOTbCS

€HOOTOKCUHU");
Hendcdapm Hosapa
C.p.n., Itanis (BTOpMHHE
naKkyBaHHs Ta A,03BiN Ha
BUNyck cepii); KoaHc
Jlabopatopia Jlimiten,
Benuka bputaHis
(KOHTpONb SKOCTI cepii);
MateoH ITania C.IN.A,
ITanis (BMpoGHWL TBO
T3, KoHTponb AKOCTI
cepii: "CTepunbHicTb",
"MexaHiuHi BKITOYEHHS",
nepBuHHE MaKyBaHHS);
Takena AscTpis TM6X,
ABCTpis (BTOpUHHE
nakyBaHHa Ta [03Bin Ha
BUNYCK cepii ); Xocnipa,
IHK., CLUA (B1pobHMLTBO
M3 Ta nepeuHHe
nakyBaHHs1); Yapne3
Pisep
BiodhapmacktoTikan
Cepgicia M6X,
HimeyumHa (KoHTponb
SAKOCTI Cepii':

y Np BHECEHHA 3MiH 4O peecTpaliHuX Mmartepianis: oueci
BMpobHMLYTBa A,
3minu | Tuny - 3miHa y metogax BunpobyBaHHs AdIl abo
BUX/AHOTO Martepiany/MpoMiXXHOro MpPOAYKTY/peareHTy, Lo
BMKOPWUCTOBYETLCS1 Y npoueci BupobHuuTBa A®I (iHWi 3mMiHny
MeTofax BUNpobyBaHHs  (BKIHOYaoun 3amiHy abo
aonoBHeHHs1)) APl abo BUXAHOrO/MPOMIDKHOTO MPOAYKTY); 3MiHM
| Tuny - 3miHa napameTpiB cneumdikauivi Ta/abo gonycTuMux
MeX FrOTOBOro NiKapCbKoro 3acoby (iHLLi 3MiHM)
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
"Bu3Ha4eHHs
3B'A3yBaHHA")
51. | EPUTPOMIL, Tabnetku no 100 mr, My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 3MiHuW | Tuny - 3a UA/3701/01/01
WH no 20 TabneTtok y aKLjioHepHe ToBapucTBO "Haykoso- 3MmiHn 3 sikocTi. [oToBMIn nikapcbkui 3aci6. Cuctema peuerimom
6nictepi; no 1 TOBapUCTBO BUPOBHUYMIA LLEeHTP KOHTelHep/3akynoptoBanbHuiA  3aci6. 3MiHa po3mipy ynakoBku
6nicTepy B nayui 3 "Hayxoso- "BopLuariBCbkuii Ximiko- rOTOBOrO MiKapCbKOro 3acoby (BUITYYEHHS YMaKOBKW MEBHOIO
KapTOHY BUPOD HAYMIA hapmaL,eBTUHHMI pO3Mipy) - BUNYMEHHS YNaKOBKW TOTOBOrO MiKapcbKoro 3acoby -
LLeHTp 3asoa” no 20 Tabnertok y 6nictepax 3 BignoBiAHUMW 3MiHaMK 4,0
"BopLuariBcbk po3ainy «Ynakoska» MKHA J13. 3miHn BHeceHi B po3ain
Wi XiMiKO- "YnakoBka" B iHCTPYKLil0 ANA MEQUYHOro 3acTOoCyBaHHs
hapmaLeBTy nikapcbkoro 3acoby y 3B's13KY 3 BUNYHEHHSM MEBHOrO Po3Mipy
HUA 3aBop” YNaKOBKK, K HAcrifoK - BUITYYEHHS TEKCTY MapKyBaHHS
BiANOBIAHOI ynakoBku (BBegeHHst 3miH npoTsrom 3-x micsuis
nicns 3aTBepaKeHHs1)
52. | ECKOJNAH- Tabnerku, BKpUTI CaHoBernb TypeudmH | CaHosenb Insy CaHai Be TypevdmHa BHECEHHSI 3MiH 40 peECTpaLiviHuX Marepianis: 3MiHu | Tvny - 3a UA/9680/01/01
CAHOBEI/Ib NniBKOBOH Inay CaHai Be a Tugxapet A.LL. AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu peuennmom
obonoHkoto, no 10 mr, Tunxapet MiCLISi MPOBa[KEHHA OiAnbHOCTI BUPOBHMKa/imnopTepa
no 10 Tabnetok y AL rOTOBOrO fiKapCbKoro 3acoby, BKITHOYakouM OinbHUL BUNYCKY
6nictepi; no 3 cepii abo MicLe NPoBeAEHHS1 KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a
6nicTepn B KapTOHHIN SIKY BiANoBigae BUPOOHMK/IMNOPTEP, BKITHOYAOYM BUMYCK CEpilt)
Kopob L - 3MiHa appecu BupobHuka 13 CaHosenb Insy CaHai Be
Tunxaper A.LL., TypeuunHa, 6e3 3MiHM Micus BUpoBHUL TBA
53. | ECKONAH- TabneTku, BKpUTi CaHoBernb TypewumH | CaHoBenb Insy CaHai Be TypeyunHa BHECEHHS 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 3a UA/9680/01/02
CAHOBEINb MnriBKOBOIO Insy CaHai Be a Tunkapet A.LL. AamiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo agpecu peuennmom
obonoHkoto, no 20 mr, Twup>xapet MiCList MPOBaKEHHA isnbHOCTI BUPOBHMKa/imnopTepa
no 10 Tabnerok y AL roTOBOr0 NiKapCbKoro 3acoby, BKIHOYa4UM OiNbHULI BUMYCKY
6nictepi; no 3 cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
6nicTepn B KapTOHHIN AKY BiAMOBiAae BUPOOHMK/IMNOPTEP, BKI1HOYaO4M BUMYCK Cepilt)
Kopobui - 3miHa agpecn BupobHMKa 13 CaHosenb Insy CaHai Be
Tupxaper A.LL., TypewunHa, 6e3 3miHM micusa BUpobHULTBa
54. | ECKONAH- TabneTku, BKpUTI CaHoBernb TypewunH | CaHosenb Inay CaHai Be TypevymHa BHECEHHS 3MiH A0 peecTpauiviHux Marepianis: 3MiHM | Tvny - 3a UA/9680/01/03
CAHOBEIb MniBKOBOKO Insy CaHai Be a Tuoxapet A.LLL. AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo appecyn peuerinmom
obornoHkoto, Mo 40, mr Tunxapet MicL s NpoBadKeHHs AisnbHOCTI BUpoBHWKa/imnopTepa
no 10 Tabnetok y AlLLL rOTOBOrO MiKapCbKOro 3acoby, BKITHOYaouM AiNbHUL BUNYCKY
6nicTepi; no 3 cepii abo MicL e NPOBEOEHHS KOHTPOMIO SKOCTI. (AisnbHICTb, 32
6nicTepn B KapTOHHIN SKY BiAMoBiAae BUPOOHMK/IMNOPTEP, BKITHOYAOYM BUMYCK CeEpilt)
Kopobui - 3miHa agpecu BupobHuka 13 CaHosenb Insy CaHai Be
Tupxaper A.LL., TypeuunHa, 6e3 3MiHM Micusa BUpobHULTBa
55. | ECMYMI3AH Kpanni oparbHi, BEPJIIH-XEMI HimewunH BEPJIIH-XEMI Al HimevwunHa BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - bes UA/10476/01/01
® BEBI emynecisa, 100 mr/mn; Al a 3MiHu 3 sikocTi. MeguuHi NpucTpoi (iHWi 3MiHK) - 3a3Ha4YeHHs peuenma

no 30 mn abo no 50
My doNaKkoHi 3
Hacagkoto Ans
[03yBaHHSA Kparnenb,
KPULLKOLO, L0
3arBUHYYETLCS, Ta
MipHUM CTaKaH4YUKOM ;
no 1 dnakoHy y
KapTOHHI_KopoOLLi

iHbopMaLii y p. YNakoBka LL0f0 HasiBHOCTi [03Yt040ro
MPUCTPOIO Y KapTOHHI KOpobLii, a caMe MipHOro cTakaH4uka
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Ne
n/

Hasea
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3acoby

Popma eunycky

3aseHUK
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Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

56.

3APCIO®

pO3YMH ONS iH eKuin
abo iHpyzin, 30 MnH
O[/0,5 mn, no 0,5 mn
pO3UMHYy B
nornepenHL0
3arnoBHEHOMY  LUMPULL,
OCHalLL,eHoro

MOPLUHEM, iH'€KLIiNHO
rONKo, KOBMaykoMm Ta
3aXCHUM MPUCTPOEM
Ansa 3anobiraHHa
MOLUKOZKEHHS TOITKO
nicnsi 3acTocyBaHHsl, Y
OnicTepHin ynakosLi;
no 1 abo 5 GnicTepHux
J1aKOBOK B KapTOHHIN
Kopobui

CaHpo3 Mu6X

ABCTpis

BignoBiganbHUN 3a
BMPOOHULLTBO,
nakyBaHHs, KOHTpOIb
cepii:

An [i Ti Bionorika
m6X, HimeuyuuHa;
BiANOBiganbHUN 3a
BTOPUHHE MaKyBaHHA Ta
BWMYCK cepii:
CaHpo3 M'mb6X — BisHec
nigposain TexHonoriyHa
po3pobka Ta
BMPOG HULL TBO
GionoriyHnx nikapcbkux
3acobis LWadTeHay
(BTOM ArcC), Asctpis

HimevunHa/
ABcTpis

BHECEHHS 3MiH [0 peecTpauiiHux marepianis: 3aMiHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo agpecu
MiCLiSt MPOBaKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
roTOBOr0 NiKapCbKoro 3acoby, BKIHOYa4UM OiNbHULI BUMYCKY
cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
AKY BiAMOBiAae BUPOOHMK/IMNOPTEP, BKI1HOYaO4M BUMYCK Cepilt)
- 3MiHa Ha3Bu BUpobHKKka [J13 CaHgo3 MM6X — BisHec
niApo3Ain TexHonoriyHa po3pobka Ta BUPOOHWLITBO
HionoriyHmx nikapcbkux 3acobis LWadTeray (BTOM OMNC),
ABcTpis, 6e3 3MiHm micu s BUpobHMLTBa (BBEAEHHA 3MiH
npoTsirom 3-X MicsiLiB Nicns 3aTBepAXKEHHs); 3MiHM | Tuny -
AOMiHiCTpaTVBHI 3MiHN. BunydeHHs BUMPOOHWYOI AinbHWLI
(Bkntovatoum ginbHuui ons AdI, npomixHoro npogykTy abo
roTOBOrO NiKapcbKoro 3acoby, AinbHULiI 4Nsi NpoBEnEeHHS
nakyBaHHsl, BUPOOHMKa, BiANOBigaNbHOrO 3a BUMYCK Cepii,
MicL,e NpoBeOEeHHs KOHTPOMIO cepii ) abo nocTaqanbHuKa
BMXOQHOrO marepiany, peareHTy abo 4OMOMIKHOI PeYOBUHM
(SKLLLO 3@3HaYEHO Y AOCBE) - BUNYMEHHST BUPODHMKA,
BiANOBiganbHOro 3a BTOpHHE MakyBaHHa [T1 MpeHuax
MpopakwH3 M6X, HimewunHa (BBeneHHs 3miH npotsrom 3-x
MicsAUiB nicns 3aTBepaXeHHs); 3MiHn | Tuny - 3MiHM 3 AKOCTI.
[oToBUIN nikapcbkuii 3aci6. 3mMiHn y BUPOOHMLTBI. 3MiHa
iMnopTepa/3amiHy, LLLO CTOCYIOTBLCH BUMYCKY Cepii Ta KOHTpPOsio
AKOCTi FOTOBOrO f1ikapcbKkoro 3acoby (3amiHa abo AodaBaHHsA
BMPOOHMKA, L0 BiAMNOBiAae 3a BBE3EHHA Ta/abo Bunyck cepii) -
He BkntoYaoum KOHTponb/BunpobyBaHHS  cepil - 3amiHa
BMPODOHMKa, BignoBiganbHOro 3a Bunyck cepii CaHgos MM6X —
BN Kyianb Ha CaHpo3 Mv6X — BisHec nigpo3ain TexHonorivyHa
po3pobka Ta BUPOOHMLTBO BionoriyHnx nikapcbkux 3acobis
WadTeHay (BTOM AMNC), AscTpis (BeegeHHs 3MiH NpoTsrom
3-X MicsiLiB Micrsi 3aTBEPAYKEHHS)

3a
peuennom

UA/12447/01/01

57.

3APCIO®

pO34MH AN iH eKLin
abo iHdyzin, 48 mnH
O[y0,5 mn, no 0,5 mn
pO34YuHYy B
nornepenHL0
3aroBHEHOMY  LUMPWLL,
OCHaLL,eHoro

MopLUHEM, iH'EKL|iNHO
rOSIKOH, KOBMa4ykoM Ta
3aXMCHUM MPUCTPOEM
Ans 3anobiraHHs
MOLLUKOAKEHHSI TONKO
nicns 3acTocyBaHHs, Y
BnicTepHin ynakosLi;
no 1 abo 5 GnicTepHmx
JIGKOBOK B KapTOHHIN
Kopobui

CaHgos TmoX

ABCTpist

BigMoBiganbHUM 3a
BMPOB HUL TBO,
NaKyBaHHs, KOHTPOIb
cepii:

An [i Ti Bionorika
™6 X, HimeuumHa;
BignoeiganbHUiA 3a
BTOPUHHE MNaKyBaHHA Ta
BUMYCK Cepii:
CaHpo3 TM6X — BisHec
nigposain TexHonoriyHa
po3pobka Ta
BVPOB HULITBO
BionoriyHnx nikapcbKmx
3acobis LadTeHay
(BTAM OrcC), Asctpisi

HimeuumHa/
ABcCTpis

BHECEHHSI 3MiH 40 peECTpaLivHuX Marepianis: 3MiHW | Tvny -
AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu
MiCLISi MPOBa[KEHHA OiAnbHOCTI BUPOBHMKa/imnopTepa
rOTOBOrO fiKapCbKoro 3acoby, BKIHOYaouM OinbHUL BUMYCKY
cepii ab0 MicLe NPoBeAEHHs1 KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a
SIKY BiANoBigae BUPOOHMK/IMNOPTEP, BKITHOYAYM BUMYCK CEpilt)
- 3MiHa Ha3Bu BupobHKka [J13 CaHpgos Mm6X — bisHec
niapo3ain TexHonoriyHa po3pobka Ta BUPOOHULTBO
GionoriyHnx nikapcbkux 3acobis LWadpTeray (BTOM AMC),
ABcTpis, 6e3 3MiHM micus BupobHMLTBa (BBEOEHHA 3MiH
npoTarom 3-X MiCsLiB MiCns 3aTBEPAXEHHS); 3MiHu | Tvny -
AOMmiHiCTpaTVBHI 3MiHW. BUnydeHHs BMPOOHMYOI AinbHUL
(Bkntovatoum ginbHuui Ans APl npomixkHoro npodykTy abo
roTOBOr0 NiKapcbKoro 3acoby, AinbHULI 4151 NpoBenEeHHs
nakyBaHHs, BUPOOHMKa, BiANOBI4ANBLHOrO 3a BUMYCK Cepil,
MicLie MpOBEAEeHHS KOHTPOMto cepii) abo nocTadanbHuKa
BUXIHOTO MarTepiany, peareHTy abo J0MoMiXKHOI pevOBUHN
(SKLLLO 3a3HaYEHO Y AOCLE) - BUNTYMEHHST BUPODHMKA,
BiANOBiAanbHOro 3a BTOpUHHE MakyBaHHa [Tl MpeHuax

3a
peuerinmom

UA/12447/01/02
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
MpopakwH3 M6X, HimewunHa (BBeneHHs 3miH npotsrom 3-x
MicALiB nicns 3aTBepaXXeHHs1); 3MiHM | Tvny - 3MiHN 3 AKOCTI.
[oToBuUI nikapcbkuii 3aci6. 3mMiHW y BUPOOHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPOMto
SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo AoaaBaHHs
BMPOOHMKA, L0 BiAMNOBiAae 3a BBE3eHHA Ta/abo Bunyck cepii) -
He BkntoYaoumn KoHTponb/BunpobyBaHHS  cepii - 3amiHa
BMPOBHMKa, BignoBiganbHOro 3a Bunyck cepii CaHgos MM6X —
BN Kyianb Ha CaHpo3 M6 X — BisHec nigpo3ain TexHonorivyHa
pospobka Ta BUPOOHMLTBO BionoriyHnx nikapcbkux 3acobis
WadTeHay (BTOM AMNC), AscTpis (BeeaeHHs 3MiH NpoTsrom
3-X MicsLiB MiCrs 3aTBEPAXKEHHS)
58. | 3ONEOPOHO | kpucTanivHui leTepo J1ab3 IHgis [eTtepo [1ab3 Jlimiteq IHgia BHECEHHSI 3MiH 40 peecTpauiviHux Marepianis: 3miHu | Tvny - - UA/15647/01/01
BA KMCINOTA | nopoluok (cybcTaHuis) NimiTen AnmiHicTpaTvBHi 3miHW. 3MiHa HaiMeHyBaHHA Ta/abo appecu
MOHOrIAPA y NOABIAHNX MiCLISi MPOBaAKEHHA OisrbHOCTI BUPOOHMKA (BKMOYakoum, 3a
T nonieTUneHoBUX HeobXiAHOCTI, MicLie NpOBedEeHHST KOHTPOIMo siKOCTi), abo
naketax gns BrnacHuka mactep-gavina Ha A®l, abo noctayanbHuka
dapmaL,eBTU4HOrO Adl/BuXigHOro marepiany/peareHTy/npoMiXKHOro MPOAYKTY, LLO
3acTOCYyBaHHs 3aCTOCOBYIOTLCS Yy BUPOOHMLTBI AP| (SKLLO 3a3HA4YEHO Y AOCHE
Ha nikapcbkui 3acib) 3a BigcyrHocTi cepTudikara
BiAMOBIAHOCTI €BponencebKin apmakonei y 3aTBepaXeHOMY
Aocbe, abo BUPOOHMKA HOBOI [OMOMiXHOI PEYOBUHM (SIKLLLO
3a3HayeHo y [0CbE) - 3MiHa aapecy BUpoOHka AdI
3onegpoHoBoi  kucnotu Fetepo ab3 Nimiten, IHQis, 6e3 3miHn
MicLis BUpOOHML TBA
59. | IBYNPOM kancynn m'ski no 200 HOHinao, CLA MareoHn CodTaxens HigepnaHgu BHECEHHs1 3MiH 10 PeecTpaLiHiX MaTepianis: 6e3 UA/6045/02/01
CMPUHT mr, no 6 abono 10, B.B., HiaepnaHngun , peuenma
KANc abo no 12 kancyn y _ (BvpoBHuk, Monblya 3MiHW | TUNY - MOA@HHA HOBOTO CcepTudbikaTa BifMoBiAHOCTI
Gricrepi, o 1 . BlANOBIAANTBLHAM 33 €Bponeiicekiit hapmakonei Ne R1-CEP 2008-316-Rev 02 gns
6n|cgepy BK%’TOHH”" BMPOGHMLITBO, KOHTPOMb nitoyoi pevouHn |buprofen Bif HOBOrO BUPOGHMKA B
kopobui; no 12 kancyn Ta BUMYCK MPOOYKTY in ;
y GricTepi, Mo 2 bulk): TOB IOC [OOMOBHEHHA [0 BXe 3aTBepa)XeHnx BupobHukiB ADI
6nicTepn B KapTOHHIN ®dapmauis, MNonbLa
kopobui; no 10 kancyn (BUPOB HMK
y 6nicTepi, no 3 BiANOBiganbHUN 3a
6nicTepn B KapTOHHiIN YMaKoBKY, KOHTpPOMb Ta
Kopob L BUNYCK Cepii roToBOro
NPOJYKTY)
60. | IBY®EH® cycrneHsisi oparbHa, MepaHa Monbwa MepnaHa ®apma MonbLwa BHECEHHS 3MiH [10 PEECTpaLiHiX marepiarnis: 6e3 UA/9215/01/01
anAa aimen 100 mr/5mn, no 100 dapma AkLjioHepHe ToBapucTBO peuenma
MAIUHA My NnacTMkosoMy AxUiioHepHe 3MiHM | TUNY - NOA@HHA OHOBMEHOrO CepTudikata
(MET) dnakori 3 TosapncTeo BignosigHoCTi €Bponeiickkin dapmakonei Ne R1-CEP 1996-
nonieTuneHosMm 061-Rev 13 ana aitoyoi pevosuHM Ibuprofen Bia Bxe
;E;gggﬁ;'\;é;;:% 13 3aTBepaXeHOro BUPOOHMKA, SKWUA 3MiHVB Ha3BYy
LUMpKLIEM - ,033TOPOM
B KapTOHHIN Mavui
61. | IMOBAKC cycrneHsist Ans iHekuin CaHodi PpaHuis 3AT "CaHodi-ABeHTiC", YropLymHa, BHECEHHSI 3MIH [0 peecTpaLivHux marepianis: 3a UA/14266/01/01
nonio no 0,5 mn (1 go3a) y Mactep C.A. YropLiuHa (BTOpWHHE PpaHuis 3MiHM | Tuny - 3amiHa cepii Pobodvoro 6aHky knituH (WCB) pey.ennom
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
BAKLIMHA nornepenHL0 nakysaHHs); CAHO®I Hep-2 (kniTuhm LmHumHHaTi) ansa 3abesneveHHs notpebu y
onsd 3aMoBHEHMX  LUMpuLLax BIHTPOI IHOACTPIA, KMiTMHaxX ANs NpoBe4EeHHs1 KOHTPOMNbHMX TECTIB LWOA0 Bipycy
NMPODINAKT 3 MPUKPIiNmeHoo PpaHList (3anoBHEHHS noniomienity IPV 3 BTO Ha BT1. BHeceHHs pegaKkTopcbKux
UK ronkoto (abo 2-ma LUMPULIB, KOHTPOIb npaBok A0 po3giny 3.2.5.2.4.
noniomieni OKpPEMWMM ronkamu) B SKOCTi (CTEPUNBHICTD));
TY KapTOHHI KopobLii; no CaHogpi Macrep,
IHAKTUBOBA | 5 mn (10 go3) y PpaHuis (MOBHWIA LUK
HA PIOKA (pNaKoHi 3 3axMCHM BMPOOHMLITBA, BUMYCK
koBna4kom; no 1 abo cepii)
10 cpnakoHiB B
KapTOHHI KOopobLUi
62. | IHAOBA3UH- | renbno 45 ry Tyoi; no TOB «TeBa YKpaiHa bankaHdapma- T posiH borrapis BHECEHHA 3MiH [JO peeCcTpaLivHUX MaTepianiB: 3MiHa 3asBHVKa bes UA/0400/01/01
TEBA 1 TYOi y KapTOHHIN Ykpai Ha» AT (BMacHuka peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MO3 peuernma
naJui Big 23.07.2015 Ne 460).
63. | IHCY®OP Tabnerku, BKpUTI YOPNQ TypeqdmH yopng MEOVMLNH TypevdmHa BHECEHHSI 3MiH 0 peECTpaLiviHuX Marepianis: 3MiHW | Tvny - 3a UA/14631/01/01
NniBKOBOK MEOVLUNH a INTAY CAH. BE TIDK. AnMmiHicTpaTvBHI 3MiHN. BunydeHHs BUMPOOHWYOI AinbHWLI peyennom
obonoHkoto, no 850 mr | JTAY CAH. BE AlLLL (Bkntovatoumn ginbHuui Ans APl npomixHoro npodykTy abo
no 15 tabnertok y TIDK. A.LL. roTOBOrO fikapCcbkoro 3acoby, AinbHULi AN NPOBEAEHHS!
6nicTtepi; no 2a6o 4 nakyBaHHs, BUPOOHMKA, BiAMOBIJAMBLHOIO 3a BUMYCK Cepii,
6GnicTepny KapTOHHIN MicL,e NpoBeOEHHs KOHTPOMIO cepii ) abo nocTavanbHuKa
kopobui; no 15 BUXIHOTO Marepiany, peareHTy abo J0MoMiDKHOI pevoBUHN
Tabnetok y 6nicTepi; (SIKLLO 3a3Ha4YEHO Y A0OChE) - BUNYMeHHsT BUpobHuka M3 Inko,
no 6 6nicrepisy Inay CaH.Be Tigx.A.LL., TypeuunHa
KapTOHHI KOopobLUi
64. | IHCY®POP TabneTku, BKpUTi yorPng TypeyumH yopng MEOMUMH TypeyunHa BHECEHHS 3MiH 0 peecTpauiiHux Marepianis: 3MiHun | Tuny - 3a UA/14631/01/02
MNriBKOBOIO 0DOOMOHKO MEOVUUNH a INAY CAH. BE TIDXK. AOMmiHiCTpaTVBHI 3MiHWN. BUnydeHHs BMPOOHMYOI AinbHULI peuennmom
no 1000 wmr; no 10 INAY CAH. BE A.LLL (Bkntovatoumn ginbHuui Ans API, npomixkHoro npodykTy abo
Tabnetok y 6nicrepi; TIMK. AL rOTOBOrO MiKapCbKOro 3acoby, AinbHULi AN NPOBEAEHHS
no 3 6nicrtepny nakyBaHHsl, BUPOOHMKa, BiANOBigaNbHOrO 3a BUMYCK Cepii,
KapTOHHI KopobLii; no MiCLie MPOBEAEHHA KOHTPOMIO cepii) abo nocTavanbHuKa
10 Tabnetok y BUXIHOTO MaTepiany, peareHTy abo J0MoMiXKHOI pevOBUHN
6nicTtepi; no 6a6o 9 (SKLLLO 3a3Ha4YEHO Y A0CkE) - BUNYyHeHHs BupobHuka 13 Inko,
6nicTepiB y KapTOHHIl Ina4 CaH.Be Tigx.A.LL., TypewunHa
Kopobui
65. | IHCY®OP TabneTku, BKpUTI YOPNQ TypeqdmH yopng MEOVMLNH TypevdmHa BHECEHHS 3MIH A0 peecTpauivHux Marepianis: 3MiHu | Tvny - 3a UA/14631/01/03
NniBKOBOK MEOVNUNH a INAY CAH. BE TIDK. AnMmiHicTpaTvBHI 3MiHN. BunydeHHs BUMPOOHWYOI AinbHWLI peu.ennom
obonoHkoto, no 500 mr | JIAY CAH. BE AL (Bkntovatoum ginbhuui Ans A®I, npomixkHoro npogykTy abo
no 15 tabnetok y TIPK. ALLL roTOBOrO NikapCcbKoro 3acoby, AinbHULi A4S NPOBEAEHHS
6nictepi; no 2 abo 4 nakyBaHHsl, BMPODHMKA, Bi4MOBIAANbHOTO 3a BUMYCK CEpil,
GnicTepny KapTOHHIN MicL,e NpoBeOEeHHs KOHTPOMIO cepii ) abo nocTavanbHuKa
kopobui; no 15 BUXAHOTO Marepiany, peareHTy abo A0MOMiDKHOI peYvoBUHN
Tabnetok y 6nicTepi; (SKLLO 3a3Ha4YeHO Y A0ChE) - BUNYMeHHsT BupobHuka M3 Inko,
no 6 6nicrepiBy Inay CaH.Be Tigx.A.LL., TypewumHa
KapTOHHI KopobLii
66. | INPATPOMNIY iHransauis nig Tuckom, SAT "IHTENI Jlutea Jlabopatopio Anbao- IcnaHis BHECEHHSI 3MiH [0 peecTpaliiHux Marepianis: 3a UA/16363/01/01
M-IHTENI po3umH o 20 TEHEPUKC tOHioH, C.J1. 3MiHu | Tuny - nogaHHs oHoBReHoro ceptudikara peuennmom
MKr/go3a, no 10 mn HOPLO" BignoBigHoCTI €Bponeiicekin chapmakonei Ne R1-CEP 1998-

po3uvHy (200 go3s)y
GanoHi; no 1 6anoHy v

083-Rev 06 gns gitoyvoi pevosuHy Ipratropium bromide Big
BXE 3aTBEepaKeHOro BMPOOHMKA i3 3MiHOK Ha3BM Ta agpecu
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
KapTOHHI KopobLii BnacHuka CEP TaHa3Bu BMpOGHWYOI AinsHKYW; 3MiHM | Tuny -
nofaHHs OHOBIEHOro cepTudpikara BignoBigHOCTI
€sponelicbkii papmakonei Ne R1-CEP 1998-083-Rev 05 ons
aitoyoi peyvoBuHu Ipratropium bromide Big Bxe 3aTBepaXeHoro
BUPOB HMKa
67. | KAIEHAYINW | masbno 20 ry Tyoi; no TOB YKkpaiHa TOB "TepHodapm” YkpaiHa BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: bes UA/8418/01/01
MA3b 1 Ty6i y navui; no 20 r "TepHochapm" 3MiHu | Tuny - BBeaeHHss PC3 pyTuHy B MeToOM KOHTPOIMO Ha peuyernma
y TYoax rotoBui nikapcbkuii 3acib («KinbkicHe BU3Ha4YeHHs») Ta B
METOAM KOHTPOMIO Ha NPOMiDKHWMIA NpodyKT («KinbkicHe
BU3HAYEHHSI»)
68. | KANMEHOYNU HacTovka no 40 mn TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis: 6e3 UA/8418/02/01
HACTOMKA abo no 50 mny "TepHochapm" 3MiHn | Tuny - BBeaeHHss PC3 pyTuHy B MeToOu KOHTPOMo Ha peuenma
naKkoHax CKISHMX roToBWi nikapcbkuin 3aci6 («lgoeHTudikauisy)
abo nonimMmepHUxX
69. | KANEHAQYNWU | HacToiika ans MAT YkpaiHa MAT "INy6Hmudapm” YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis: bes UA/6780/02/01
HACTOMKA 30BHILUHBOTO Ta "Iy Huchapm" 3MiHM | TUNy - fOoAaBaHHA 3akyroproBarnbHoro 3acoby (npobku peuenma
BHYTPiLLIHBOrO HinenbHoi MA-2 BupobHuuTBa NI «JliHia», YkpaiHa), 6e3 3MiHn
3acTocyBaHHs; no 50 NEepBYHHOrO MaKyBanbHOro Marepiany, 3 BignoBigHUMUK
mn abono 40 mny 3MiHaMn y p. «Ynakoska» 3anpornoHoBaHo: «[1o 50 mn abo no
nakoHax 40 mn y chnakoHu, 3akynopeHi npobkamu-kpanenbHALsMu abo
npobKaMm Ta KpULKaM W, LLLO HAarBUHYWOTLCS. ....». 3MiHM
BHECEHO B iHCTPYKLit0 ANS MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby B po3ain "Crnoci6 3actocyBaHHs Ta go3u”
y 3B'513KY 3 A0AaBaHHSM MEPBUHHOMO  3aKYMOpHOBar bHOro
3acoby.
70. | KANbUIO PO34MH ANS iH'EKLiN, TOB "HOpis- YkpaiHa TOB "lOpis-®Papm” YkpaiHa BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 3a UA/14306/01/01
FMIOKOHAT 100 mr/mMn;no5 mn B ®apm” AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu peuennmom
amnyni; no 5 amnyn y MicLa MPOBaAKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
KOHTYPHIN YapyHKOBI rOTOBOrO fiKapCbKoro 3acoby, BKIHOYalouM OinbHUL BUNYCKY
yrakoBLi; no 2 cepii abo MicLe NPoBeAEHHS1 KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a
KOHTYPHI YapyHKOBI SIKY BiAnoBigae BUPOOHUK/IMNOPTEP, BKITHOYa4M BUMYCK
YMaKOBKM 'y Mayui; no cepi)- 3miHa agpecu BupobHuka 113 TOB "lOpig-®apm”,
10 mn B amnyni; no 5 YkpaiHa, 6e3 3miH1 Micusa BUpobHUL TBa. BBEOEHHa 3MiH
aMnyr y KOHTYPHIN MpOTSIroM 3-X MiCsILiB Nicrsi 3aTBEPOKEHHS.
YapyHKOBIW YNaKoBLii;
MO 2 KOHTYPHi
YapyHKOBI YNAKOBKW Y
nayui
71. | KANbUIO PO34MH ANS iH'EKLiN, MAT "dapmak” YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis: 3a UA/4900/01/01
FMIOKOHAT 100 mr/mMn;no5 mn 3MiHu | Tuny - nogaHHsa HoBoro ceptuddikara BignoBigHOCTI pey.ennom
CTABGINI3OB abo 10 mn B amnynmi; E€pponevicekin dapmakonei Ne R1-CEP 2012-094-Rev 01 gns
AHUA no 5 abo 10 amnyn y 0it0Y0i pPevoBUHM Bif 3aTBEPOKEHOrO BUPOOHMKA 3

nadui; no 5mn abo 10
M B ammyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepn B
nayui

BiANOBIAHMMYW 3MiHAMK y crieliuddikalii Ta MeTogax KOHTPOmto
A®I| 3a nokazHukamu «lgeHTudikauisy, BUNYMEHO MOKa3HWK
«Bavkki meTanu» npvBegeHo y BiAMOBIAHICTL 4,0 BUMOr
MoHorpadii EP; 3MiHM | Tuny - BHECEHHA HE3Ha4HWUX 3MiH Yy
MeToau BUNpoboByBaHHA  A®I 3a MOKa3HMKOM
«lgeHTundikauis» (4ogaHo BUKOPUCTaHHA poboyoro
CTaHgapTHOrO 3pasky kanbuito rntokoHaty (PC3) MNAT dapmak)
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
ONS MPUrOTYBaHHS  PO3YMHY TMOPIBHSIHHSA
72. | KAMICTAO® - | renbno 10 r B TyoI, no CTALA HimewanH | BupobHMLTBO Ta BUMYCK HimevunHa BHECEHHSI 3MiH 40 peECTpaLiviHuX Marepianis: 3MiHW | Tvny - 6e3 UA/6590/01/01
F'ENb H 1 TYGi B KapTOHHIN ApuHanmitTen a cepii: 3MmiHu 3 sikocTi. CepTudpikar BignosigHocTi/lE-cepTudikar peuyernma
Kopob L b Al CTALA ApuHaimiTTens BiANOBIAHOCTI €Bponericbkin dapmakonei/moHorpadii.
Al MopaHHs HoBoro abo oHOBrEeHoro cepTudpikara BiAMnoBigHOCTI
abo BUNydeHHs cepTudpikara BiANOBIQHOCTI €BpONenchKin
capmakonei: gna A®Il; gnsa sukigHoro
Marepiany/peareHTy/NpOMiXKHOr 0  MPOAYKTY, LLIO
BUKOPUCTOBWOTLCSA Yy BUPOOHUUTBI API; Ans gonomixHol
peyoBUHM (cepTudikar BifgnoBigHOCTI €BponenchKin
dapmakonei) - OHoBNeHW cepTudikar Big yxe
3aTBepaXeHoro BUMpPOOHUKA - nogaHHA oHoBneHoro CEP R1-
CEP 1996-020-Rev 07 (3arBepaxeHo: R1-CEP 1996-020-Rev
06) Ha AD| nigokaiHy rigpoxnopus, Bif 3aTBepPAXEHOro
BupobHuka Moehs Iberica S.L. Spain B mexax OHOBMeHHs
CEP popaetbest BUpoGHMYa AinbHAUS ANS Nigokai Hy
rigpoxnopugy MmoHorigpaty — Moehs BCN, S.L., woe
YaCTUMHOIO TPy KOMMaHil, B SIKY BXOOAWUTb 3aTBepOKeHUin
BMpoObHUK Moehs Catalana, S.L.; aminu| Tuny -
AnMiHicTpaTvBHI 3MiHN. BunydeHHs BUPOOHWYOI AinbHWLI
(Bkmtovatoum ginbhuui anst AQI, npomixkHoro npoaykTy abo
roTOBOrO fikapCcbkoro 3acoby, AinbHULi A5 NPOBEAEHHS
nakyBaHHsl, BMPODHMKA, BifMOBIZANbLHOTO 3a BUMYCK CEpil,
MicL,e NpoBeOEHHsT KOHTPOMto cepii) abo nocTavanbHuka
BUXIHOTO Marepiany, peareHTy abo J0MoMiDKHOI pevoBUHN
(SIKLLLO 3@3HaYEHO Y OCLE) - BUNYMEHHST BUPOOHMKA rOTOBOrO
nikapcbkoro 3acoby Xaynt ®apma BondparcxayzeH Mm6X
(BMPOBHUL TBO)
73. | KANNIELUUTABI | Tabnetku, BKpUTI TOB "TeBa Ykpai Ha Tea Yex IHoacTpi3 Yecbka BHECEHHSI 3MIH [0 PEECTPaLiVHUX MaTepianis: 3a UA/16478/01/01
H-TEBA MnriBKOBOIO YkpaiHa" c.p.o Pecnybnika 3MiHM | TYny - 3MiHM BHECEHO [0 IHCTPYKUii y po3ginu: peuennom
obonoHkoto, no 150 mr "MporunokasaHHs”", "OcobnueocTi 3acTocyBaHHs", "MMoBiyHi
no 10 Tabnerok y peakuii" 3rigHo 3 iHopMaLi€to o0 MeaudHOro
6nictepi; no 6 3acTocyBaHHs pedpepeHTHoro nikapcbkoro 3acoby Kcenoga®.
OnictepiB y kopobui BBegeHHs1 3MiH NpoTsarom 3-x MiCsiLliB Nicrsi 3aTBEPOKEHHS
74. | KANEUWUTABI | Tabnetku, BKpUTI TOB "TeBa YkpaiHa Tesa Yex IHoacTpi3 Yecbka BHECEHHSI 3MiH [0 peecTpaliviHux marepianis: 3a UA/16478/01/02
H-TEBA nriBKOBOO YkpaiHa" c.p.o Pecnybnika 3MiHu | TUny - 3MiHW BHECEHO [0 iHCTPYKLiT y po3ainu: peuernnom
o6ornoHkoto, o 500 mr "MpotunokasaHHs", "OcobnueocTi 3acTocyBaHHs", "MMoBiyHi
no 10 Tabnetok y peakuii" 3rigHo 3 iHhopMaLi€eto LWoa0 MeaudHoOro
6nictepi; no 12 3acToCyBaHHS pedpepeHTHOro nikapcbkoro 3acoby Kcenona®.
6nicTepiB y Kopobui BBeneHHa 3MiH npoTarom 3-X MicauiB nicng 3aTBepaKeHHs
75. | KAPBAMA3E Tabnetkmno 200 mr TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHA 3MiH 4O peecTpaUiHiX Marepianis: 3MiHa 3asBHUKa 3a UA/9471/01/01
MIH-®C no 10 Tabnetok y YKPAIHA" (BnacHuka peecTpaliiHoro nocBifgyeHHs) (3rigHo Hakasy MO3 peuennmom

6nictepi; no 1, no 2,
no 5 aéono 10
6nicTepiB y mavui

Big 23.07.2015 Ne 460) - 3miHa 3asiBHUKA rOTOBOrO J1iKapCbKoro
3acoby y 3B'A3Ky 3 nepegadeto npaea BNacHOCTi Ta
MapKEeTVHIOBMM PILLEHHAM KOMMaHil Ail04oro Ta HOBOro
3asBHUKIB (TepmiH BBEAEHHA 3MiH: MpoTAroM 6 micsauis nicns
3aTBepaXeHHs); 3MiHv | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MiHa
HallMeHyBaHHA Ta/abo agpecy Micus NpoBadXeHHs AisnbHOCTI
BMpOGHWKa/iMnopTepa roTOBOro J1ikapcbKoro 3acoby,
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76.

BKITHOYal0uM AiNbHULI BUNYCKY cepii abo micLe npoBeaeHHs
KOHTPOIO SKOCTI. (AisnbHICTb, 3a SKY BigNoBigae
BMPOG HUK/IMMOPTEP, BKITHOYAOYM BUMYCK Cepil) - 3MiHa
HanucaHHs afpecy MiCLsi NPOBagXEHHS AisiNbHOCTI
BMPOGHMKA roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB
«®apma Ctapt», 6€3 3MiHM (pakTVYHOrO MicCLLS MPOBaAKEHHS
[isiNbHOCTI BHOCUTBCS Y 3B's13KY 3 PieHHam KuiBcbkoi Micbkoi
paau Big 10 nuctonaga 2016 poky Ne 315/1319 npo
neperMeHyBaHHs  GynbBapiB, ByNWLb, HANMEHYBaHHS Mol Ta
MPUCBOEHHSA iMeH ckBepam B micTi Kuesi (TepmiH BBeOAeHHS
3MiH: NpoTAroM 6 MicsiLiB Nicns 3aTBepaXeHHs); 3MiHm | Tuny -
3MiHv Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BeeneHHst abo 3MiHVM 40 y3ararnbHEHUX OaHWX MpPo CUCTEMY
dapmakoHarnsany (BBeAeHHs y3ararbHEeHVUX AaHuX Mpo
cucteMy chapmakoHarnsiay, 3MiHa yrOBHOBaXeHOI ocobu,
BiANOBiAaNbHOI 3a 3AiiCHEHH bapmakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsagy 3asiBHUKa ANS 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLLO BOHA BigMiHHa Bif
JIOBHOBaXXEHOI  0COOM, BignoOBiAanbHOI 3a 34iACHEHHS
dapmakoHarnsagy (BKMOYalum KOHTaKTHI AaHi) Ta/abo 3MiHny
pO3MilLleHHi MacTep-channa cucteMmun papMmakoHarnsgy) -
3MiHa KOHTaKTHUX [aHUX YMOBHOBaXKEHOI 0cobu,
BignoBiganbHOI 3a hapmakoHarnsag. 3MiHa micus 34iNcHeHHs
OCHOBHOI AisiNbHOCTi 3 hapmakoHarnsagy. 3miHa
MiCLle3HaxXOAXKEeHHs1 MacTep-ganna

KAPBAMAIE
MNIH-®C

Tabnetku no 200 mrin
bulk mo 6 kry nakerTi,
BKIaEHOMY Y
KOHTelHep

TOB "ACIHO
YKPAIHA"

Ykpai Ha

TOB "®apma CTapt”

YkpaiHa

BHECEHHS 3MIH [0 PEeECTpaLivHUX MaTepianiB: 3MiHa 3asiBHMKA
(BnacHuka peecTpauiiHoro nocBifyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460) - 3miHa 3asiBHUKA rOTOBOrO f1iKapCbKOro
3acoby y 3B'si3Ky 3 Nepefayelo npaBa BnacHoCTi Ta
MapKETMHIOBUM PILLEHHSIM KOMTMaHi/ Ail04oro Ta HOBOro
3asBHUKIB (TepmiH BBeAEeHHS 3MiH: MpoTsiroM 6 MicsAuiB nicns
3arBepaXeHHst); 3MiHu | Tuny - AgMiHiCTpaTuBHi 3MiHW. 3miHa
HalMeHyBaHHA Ta/abo agpecy Micus NpoBagXeHHs AisnbHOCTI
BMPOGHMKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
BKITHO4aK0uM AiNbHULI BUNYCKY cepii abo micue npoBeaeHHs
KOHTPOIIO SKOCTI. (AiANbHICTb, 3a SKY BiAMnosigae
BMPOG HUK/iIMNOPTEP, BKITHOYAOUM BUMYCK Cepilt) - 3MiHa
HanuCaHHa afpecyu MicLsi NPOBaO)KEHHS AisNbHOCTI
BUPOGHMKa roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB
«®apma Ctapt», 6€3 3MiHM (hakTUYHOrO MicCLS MPOBaO>KEHHS
OiSNbHOCTI BHOCUTBCA Y 3B'A3KY 3 PileHHsamM KuiBCbKOI MiCbKOi
paawu Big 10 nuctonaga 2016 poky Ne 315/1319 npo
nepevimeHyBaHHs OynbBapiB, BYNULb, HaiMEHyBaHHA NMoLy Ta
NPUCBOEHHS iMeH ckBepaMm B MicTi Kuesi (TepmiH BBeOeHHS
3MiH: NpoTSiroM 6 MicsiLiB nicnsi 3aTBepAXeHHs); 3MiHM | Tuny -
3MiHv Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay.
BBegeHHsi abo 3MiHM A0 y3aranbHEHUX AaHuX Npo CUCTEMY
hapmakoHarnsay (BBeAEHHs! y3ararnbHEeHUX AaHuxX Mpo
cucTemy papmakoHarnsaay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBifanbHOI 3a 3[iNCHEHHS hapMakoHarnsay, KOHTaKTHOI

UA/9472/01/01
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ocobu 3 hapmakoHarnsay 3asBHUKa ANS 34iNCHEHHS
dapmakoHarnaay B YKpaiHi, SKL0 BOHa BigMiHHa Big
JMOBHOBa)XeHOI  0cobMW, BiAnoBiAanbHOI 3a 3[iNCHEHHS
dapmakoHarnaay (BKITHYaYM KOHTAKTHI AaHi) Ta/abo 3MiHny
po3MillleHHi MacTep-doaina cucteMu dpapMakoHarnsay) -
3MiHa KOHTaKTHUX AaHUX YMOBHOBaXEHOI 0cobu,
BignosiganbHoi 3a hapmakoHarnsg. 3MiHa micus 34ilcHeHHs
OCHOBHOI AifNbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCLe3HaxoXeHHs macTep-channa

77.

KAPTAH

PO34uH oparnbHui, 1
r/10 mn no 10 mn B
amnyni; no 10 amnyn y
KapTOHHIV nadLi

OEMO C.A.
dapmacbioTrK
an Ingactpi

peuis

OEMO CA
dapmacboTyKan
IHoacTpi

Mpeuis

BHECEHHSA 3MiH [0 peecTpauinHix martepianis:

3MiHM | TUny - 3amiHv Woao 6e3nekn/edpekTUBHOCTI Ta
dapmaKoHarnsay - OHOBINEHHSI BXE 3aTBEPAXEHOro TEeKCTY
MapKyBaHHS1 BTOPWMHHOI YNAKOBKW NiKapCbKoro 3acoby 3
BHECEHHAM iHbopMaLii LWoao MapKyBaHHs LWpnudyTom Bpainsa

3a
peuerinmom

UA/15595/02/01

78.

KBAMATHEJ1®

Tabnerku, BKpUTI
NniBKOBOKO
oboroHko, no 20 mr
no 14 tabnertok y
6nictepi, no 2
6nicTepn B KapTOHHIN
Y1aKoBLi

BAT "TeneoH
Pixrep"

YropLimHa

BAT "TeneoH Pixrep”

YropLimHa

BHECEHHSI 3MIiH 40 PEECTpaLiviHUX Marepianis:
3MiHX | TUNy - 3MiHW 40 IHCTPYKUIT ANA MeauyHoro
3aCTOCYBaHHA MiKapCcbKoro 3acoby Ao po3gdinis
"®apmakoTrepanesTuiHa rpyna”, "MNpoTtunokasaHHs",
"B3aemMopis 3 iHWMMK NikapcbkuMu 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs Yy
nepioq BariTHOCTi abo rogyBaHHs rpynAak”, "3patHicTb
BNAMBATW Ha LWBMAKICTb peakuii Npy KepyBaHHI
aBTOTpaHcnoptoM abo poboTi 3 iHWKMK MexaHiamamiu®,
"Mepeno3yBaHHs", "MobiyHi peakuii”. BBeoeHHs 3MiH NpoTsiroM
3-X MicsaUiB nicns 3aTBepokeHHs:; 3MiHn | Tuny - 3amMiHn 8o
IHCTPYKLIT ANS MeQUYHOrO 3acTOCYBaHHST MiKapcbKoro 3acoby
00 po3ainie "Bsaemogis 3 iHWMMKM nikapcbkuMu 3acobamm Ta
iHWi Buan B3aemogin", "OcobnmBoCTi 3acToCcyBaHHS",
"3acTocyBaHHsA Yy nepiof BariTHOCTi abo rogyBaHHs rpynato”,
"OiTn" (yTouHEHHs chopmynioBaHHs), "lMepenosyBaHHs".
BBeaeHHa 3MiH npoTarom 3-X MicauiB nicna 3aTBepaKeHHs

3a
peuyerinmom

UA/2937/02/01

79.

KBAMATEJI®

TabneTku, BKpUTI
MniBKOBOKO
obonoHkoto, no 40 mr
no 14 tabnertok y
6nicTepi, Mo 1
6nicTepy B KapTOHHil
yr1aKkoBLi

BAT "l'eaeoH
Pixrep"

YropLmHa

BAT "TeneoH Pixrep”

YropLimHa

BHECEHHA 3MiH 40 peecTpaLinHuX Marepianis:
3MiHU | TUny - 3MiHW 40 IHCTPYKUIT ANS MeguyHoro
3acToCyBaHHA nikapcbkoro 3acoby Ao po3gdinis
"®apmakoTrepanesTuiHa rpyna”, "lNpoTunokasaHHs",
"B3aemMogis 3 iHWMMK NikapcbkuMu 3acobamu Ta iHLWi Buan
B3aemogin", "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs Yy
nepioq BariTHoCTi abo rogyBaHHA rpyngt”, "3aaTHicTb
BNMVBATW Ha LWBMAKICTb peakLii Mpy KepyBaHHI
aBTOTpaHcnopToM abo poboTi 3 iHWUMMKU MexaHismamu®,
"Mepeno3yBaHHs", "MNobiyHi peakuii”. BBegeHHst 3MiH NpoTsrom
3-X MicsauiB nicns 3aTBepaXXeHHs:; 3MiHn | Tuny - 3MiHn 4o
IHCTPYKLIT ANA MeQUYHOrO 3acTOCYBaHHSI MiKapcbKoro 3acoby
00 po3ainie "Bsaemogis 3 iHWMMKM nikapcbkuMu 3acobamm Ta
iHWi Buon B3aemopin", "OcobnmBoCTi 3acToCcyBaHHS",
"3acTocyBaHHs Yy nepiog BariTHOCTi abo rogyBaHHs rpynato”,
"OiT" (yrodHeHHs copmynioBaHHs), "lNepenosyBaHHs".

3a
peuerinmom

UA/2937/02/02
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
BBeneHHa 3MiH npoTarom 3-X MicauiB nicng 3aTBepaKeHHs
80. | KBETIAIMIHY MOPOLLIOK (CyDCTaHLis) l'eTepo J1ab3 IHais l'etepo J1ab3 Jlimiteq IHais BHECEHHSI 3MiH 40 peECTpaLiviHuX Marepianis: 3MiHW | Tvny - - UA/15822/01/01
DOYMAPAT y NoABIAHNX Nimiten AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu
ronieTuneHoBux MicCLA MPOBaAKEHHS AisnNbHOCTI BUPOOHMKA (BKIHOYalo4un, 3a
naketax gns HeoBXAHOCTI, MicLie NpoBedEeHHsT KOHTPOIMo sikOcTi), abo
hapmaLeBTN4HOrO BnacHuka mactep-ganna Ha A®l, abo noctavanbHuka
3acToCyBaHHS Adl/BuXigHOro marepiany/peareHTy/npoMiXHOro MPOAYKTY, LLO
3aCTOCOBYIOTLCSA Y BUPOOHMLTBI AP| (SKLL 0 3a3HaYeHO Y [OChE
Ha nikapcbkui 3acib) 3a BigcyrHOCTi cepTudikara
BiAMOBIAHOCTi €BponenchbKin dapmakonei y 3aTBepaXeHOMY
Aocbe, abo BUPOOHMKA HOBOI [OMOMIiXHOI PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE) - 3MiHa aapecy BupobHka APl kseTianiHy
dymapary etepo ab3 Jimiten, IHais, 6e3 3miHn micus
BMPOOHML TBa
81. | KETOPONAK- | po3umH ansiH ekuin, ToBapuCcTBO 3 Ykpai Ha BiANOBigaNbHWA 3a YkpaiHa BHECEHHSI 3MiH 0 peECTpaLiviHuX Marepianis: 3MiHW | Tvny - 3a UA/17057/01/01
MIKPOXIM 30 mr/mn,no1 mn B 06 MexeHo BMPOOHMLTBO Ta 3MiHu 3 sikocTi. [oToBUI nikapcbkui 3aci6. 3mMiHn y peuennmom
amnyri; no 5 amnyn y BignoBiganbHi KOHT porb/BUNPob yBaHHs1 BMPOOHMLTBI. 3amiHa abo BBeOgeHHs1 404aTKOBOI AinbHUL
Kaceri; o 2 kaceTn y cTto HaykoBo- cepii, He BKNtoYatoum BUPOOHWLTBa AMA 4acTMHU abo BCbOro BUPOOHWMYOro MpoLecy
nadui 3 KapToHy BMPOGHW4a BUMYCK Cepii: roTOBOrO NiKapCbKoro 3acoby (AiNbHULSA, Ha SKil NPOBOASATHLCA
dipma [MpuBaTHe akLioHepHe

«MIKPOXIM»

TOBapuUCTBO «Jlekxim-
XapkiB»
YKpaiHa;

BiANOBiganbHUN 3a
BMPOOHMLTBO Ta
KOHT porb/BUNpob yBaHHs1
cepii, BKIHoYar4m
BWIMYCK cepii:
Tosapucteo 3
00 M exeHo
BiANOBigaNbHICTHO
HaykoBo-BUpoOHU4a
dipma «MIKPOXIM»,
YkpaiHa

6ynb-sKi BUpoGHWYI CTagii, 3a BUHATKOM BUMYCKY cepil,
KOHTPOSIO SKOCTi Ta BTOPUHHOrO MaKyBaHHS AN CTEPUIbHUX
nikapcbkumx 3acobiB (BKoYar0um BUPOGeHi acenTuiHum
METOL0M), KpiM NikapCbKnx 3acobiB
6ionori4yHOro/iMyHOMOrYHOrO  MOXOAXKEHHS!) - BBEOEHHS 3MiH
npoTsrom 3-x MicsuiB nicns 3aTBepaKEeHHABBES EHHS
[00aTKOBOI AiNbHNLi BUPOOHMLTBA AN BCbOro BUPOOHUYOrO
npoL,ecy rotToBoro nikapcbkoro 3acoby - ToBapucTeo 3
obmexeHo BignosiganbHiCT0 HaykoBo-BypobHn4a dipma
"MIKPOXIM", YkpaiH. BBegeHHss 3MiH npoTsarom 3-x Micsuis
nicnsa 3arBepoxeHHs;; 3MiHu | Tuny - 3miHm 3 sikocTi. FoToBwn
nikapcbkuii 3aci6. 3MiHM y BUpoGHULTBI. 3amiHa abo BBeaeHHs
[00aTKOBOI AiNbHNL BUPOOHMLTBA AN YacTMHN abo BCbOro
BMPOGHMYOro NpoLecy FOTOBOrO NiKapcbKoro 3acoby
(AiNbHVLSA ANS BTOPUHHOTO MaKyBaHHS) - BBEAEHHS
[04aTKOBOI AiNbHULI BUPOOHMLTBA AN BTOPUHHOTO
NnakyBaHHA TOTOBOrO JiKapCbKoro 3acoby - ToBapnCTBO 3
obMexeHo BignoBiganbHICTIO HaykoBo-BUMpoGHMYa  dhipma
"MIKPOXIM", YkpaiHa. BBegeHHs 3MiH npoTsrom 3-x micsuis
nicnsa 3arBepokeHHs:; 3MiHu | Tuny - 3miHM 3 skocTi. F'oToBw
nikapcbkuii 3aci6. 3MiHM y BUpoGHALTBI. 3MmiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPOMto
SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo AoaaBaHHs
BMPOOHMKa, L0 BignoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) -
Bkrtoyaoum KOHTponb/BUNpobYBaHHA  cepii - A04aBaHHS
BMPOOHMKa, L0 BigNOBIAAE 3a BUMYCK cCepil, BKIOYaoum
KOHTponb/BUNpobyBaHHA  cepii - TOBAapMCTBO 3 0OMEXeEHO
BiAnoBiganbHiCTio HaykoBo-BupobHnda cipma "MIKPOXIM",
YkpaiHa (BBegeHHst 3miH npoTsarom 3-x Micsauis nicns
3aTBEepPAXEHHS)
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
82. | KNATIHON® TabneTku, BKpUTi OpraHocuH IHais EBepromxeH Jland IHgis BHECEHHSI 3MiH [0 peecTpaliiHux Marepianis: 3a UA/5974/01/01
obornoHkoto, no 500 mr Tand CaeHeus Jimiten 3MiHu | Tuny - AONOBHEHHS crieludikalii 3a NOKa3HUKOM peuennom
+ Tabnetku, BKPUTI CageHems MMBT. «Onvc» Ans koMnoHeHTy Habopy KnaputpomiumH Tabnetku,
obornoHkoto, no 250 mr nra. BKpWTi 060MnoHKo, no 250 Mr, a caMme 3a3HayaeTbes
+ kancynu no 30 mr iHdbOopMaLis w000 HasABHOCTI PUCKM Ha OAHIN CTOPOHI
KombBiHOoBaHMIN Habip TabneTku, Lo He Mae PYHKLIiOHANbHOrO MpU3HaYeHHs. 3MiHN
01151 nepopanbHoro BHECEHI B iHCTPYKLit0 AN MeguyHoro 3actocyBaHHs J13 'y p.
3actocyBaHHs Ne 42 : "[Nikapcbka dopma" (OCHOBHI i3MKO-XIMiYHI BMAcTUBOCTI).
2 TabNEeTKU XOBTOro BBeneHHs 3MiH NpoTarom 3-x MicsLiB Nicns 3aTBepaKeHHs.
Konbopy Kpyrnoi
dopmu (TuHigasony) +
2 TabneTku XoBTOro
KOnbopy [0Bractoi
dhopmu
(KnapuTpomiLuHy) + 2
Kancynu
(naHconpasony) -y
CTpwni; nNo 7 cTpunis y
KapTOHHIV maui;
KOMOiHOBaHWA Habip
A9 nepoparnbHoro
3acTocyBaHH Ne 42 :
2 TabneTKn XoBTOro
KOnbopy Kpyrnoi
dopmu (TuHigasony) +
2 TabneTKn XOoBTOro
Konbopy [0BracToi
dopmu
(knapuTpoMiLmHy) + 2
Karncynu
(naHconpasony) -y
6nictepi; no 7
6nicTepiB y KapTOHHIl
nadui
83. | KNIHOAMILUWM | nopovuok CninbHe YkpaiHa Ximiko-chapmav eBTudHe Icnanis BHECEHHS 3MiH [0 peecTpauiviHux Marepianis: 3MiHu | Tuny - - UA/11131/01/01
HY ®OCOHAT KpUCTanivyHui yKpai HCbKO- 06'egHanHs, C.A. ApminicTpaTusHi 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
(cybcTaHuis) y icnaHcbke (YKIPA) MicLa NpoBadKeHHs [isnbHOCTI BUPOOHMKA (BKIHOYakoun, 3a
noa,Bi MHNX nignpyemcTeo HeOoDOXAHOCTi, MicLe NPOBEAEHHS KOHTPOMO sIKOCTi), abo
ronieTnneHoBmx "Cnepko BnacHuka mactep-gaina Ha A®Pl, abo noctavanbHuKa
MilLKax Ans YkpaiHa" Adl/BuXigHOro marepiany/peareHTy/npoMiXKHOro MPOAYKTY, LLO
hapmaLeBTM4HOrO 3aCTOCOBYIOTLCST Y BUPOOHMUTBI AP (SKLLO 3a3HA4YEHO Y AOChE
3acTOCyBaHHsA Ha nikapcbkui 3acib) 3a BigCcyrHOCTi cepTudikara
Bi4NOBIAHOCTI €BponenchbKin capmakonei y 3aTBepaxeHoMy
Aocke, abo BUPOOHMKA HOBOI [OMOMIXHOI PEYOBUHM (SIKLLLO
3a3HayeHo y Aocbe). 3MiHa agpecu BupobHuka APl Union
Quimico Farmaceutica, S.A. (UQUIFA), Icnanis, 6e3 3MiHu
MicLS BUpOOHML TBA.
84. | KPEOH® Kancynu Teepai 3 ABbOTT HimeyunH ABO6OTT Jlabopatopia HimeuumHa BHECEHHSI 3MiH O peecTpaLiHuX Marepianis: 3MiHu | Tuny - be3 UA/9842/01/01
10000 racT pope3nCT EHTHUM U Jlabopatopis a Fm6X ApminicTpaTusHi 3MiHW. 3MiHa HaMeHyBaHHA Ta/abo agpecu peuerima
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
rpaHynamm no 150 mr; M™6X MiCLiSt MPOBaKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
no 20 abo 50, abo 100 roTOBOr0 NiKapCbKoro 3acoby, BKIHOYa4UU OiNbHNLI BUMYCKY
Kancyn y dnakoHi; no cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
1 cbnakoHy B SIKy BignoBiAae BMPOOHUK/IMNOPTEP, BKITOYaUM BUMYCK Cepiit)
KapTOHHI KopobLii; no - 3MiHa agpecn BUpPobHMKa M3 AB60TT JlabopaTopia MM6X,
10 kancyn y 6nictepi; HimeuumHa, 6e3 3miHn micus BupobHMUTBa (BBeaeHHst 3miH
no 1 abo2, abo 3 npoTarom 6-Tu MicsILiB NiCNsi 3aTBEPAKEHHS)
6nicTepn B KapTOHHIN
Kopobui
85. | KPEOH® Kancynu Teepai 3 AG6GoTT HimeuwunH AG6oTT Jlabopatopia HimeuyunHa BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - bes UA/9842/01/02
25000 racT pope3ucT eHTHUM U Jlabopatopi3 a M6X AnmiHicTpaTusHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuernma
rpaHynamum no 300 mr; eX MicLA MPOBaA>KeHHS AisnbHOCTI BUpObHMKa/imnopTepa
no 20 abo 50, abo 100 roTOBOr0 NiKapCbKoro 3acoby, BKIHOYaUM OiNbHULI BUMYCKY
Kancyn y dnakoHi; no cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
1 cbnakoHy B SIKy BignoBiAae BMPOOHUK/IMNOPTEP, BKITOYaUM BUMYCK Cepiit)
KapTOHHI KopobLii; no - 3MiHa agpecn BUpPobHMKa M3 ABG60TT JlabopaTopia MM6X,
10 kancyn y 6nictepi; HimeyvumHa, 6e3 3miHn micus BupobHuuTBa (BBegeHHst 3miH
no 2 6nicrepu B npoTarom 6-Tu MicsILiB NiCNsi 3aTBEPAKEHHS)
KapTOHHIV KOpPOOLii
86. | KPEOH® Kancynu Teepai 3 ABbOTT HimeyunH ABO6OTT Jlabopatopia HimeuumHa BHECEHHSI 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - be3 UA/9842/01/03
40000 racTpope3ncT eHTHUM U Jlaboparopis a 6X AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo appecyn peuernima
rpaHyrniamu no 400 mr; M6X MicLa NpoBadKeHHs AisnbHOCTI BUpOBHVKa/imnopTepa
no 20 abo 50, abo 100 rOTOBOrO MiKapCbKOro 3acoby, BKITHOYaouM AiNbHULI BUNYCKY
Kancyn y dpnakoHi; no cepii abo MicL e NPOBEOEHHS KOHTPOMIO SKOCTI. (AisnbHICTb, 32
1 donakoHy B AKY BiAAMoBiAae BUPOOHMK/IMNOPTEP, BKITHOYAOYM BUMYCK Cepilt)
KapTOHHI KopobLi; no - 3miHa agpecu BupobHuka 13 AG60TT Jlabopatopia MM6X,
10 kancyn y 6nicTepi; HimeyunHa, 6e3 3miHn Micusi BupobHuL TBa (BBeneHHs 3MiH
no 2 6nicrepu B npoTsirom 6-Tv MicsuiB NiCNs 3aTBEPAKEHHS)
KapTOHHI KopobLii
87. | NTAMIBNN® kpem 1 %; no 15 r abo Hosapric LLsenuapi Hosaprtic KoHcbtomep LUsenuapis BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - bes UA/1005/03/01
30 rB TYOi; M0 1 TYOi Y KoHcblomep El Xenc CA AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu peuenma
KapTOHHI KopoOLi Xenc CA MiCLISi MPOBa[KEHHA OiAnbHOCTI BUPOBHMKa/imnopTepa
roTOBOro Nikapcbkoro 3acoby, BKMOYaouN AinbHWLL BUNYCKY
cepii abo MicLe NpoBEOEHHA KOHTPOMIO SKOCTI. (AiANbHICTb, 33
SIKY BiANOBiAae BUPOOHMK/IMNOPTEP, BKITHOYAUM BUMYCK CEpilt)
- 3MiHa appecu BupobHvka HoeapTic KoHcblomep Xenc CA,
LBeiuapisi, 6e3 3MiHM Micus BUpoGHMLTBa (BBegeHHs 3MiH
npoTAromMm 6-TW MicsILLiB NiCNsi 3aTBEPAKEHHS)
88. | IEBOJIET TabneTku, BKpUTI O-p Peagai'c IHais O-p Pegai'c IHois BHECEHHSI 3MIiH 40 PEECTPaLivHUX Marepianis: 3a UA/9474/01/01
NniBKOBOK JlaBopatopic JlaGopartopic JTa, 3MiHv | Tuny - 3miHa napameTpiB cneundikauin Ta/abo peu.ennom
obonoHkoto, Mo 250 Iitp BupobHuya AinbHius - I AOMYCTUMMX MEX FOTOBOro NiKapcbKoro 3acoby; 3miHm | Tuny -

mr, no 10 Tabnertok B
6nictepi; no 1
6nicTepy y KapTOHHil
Kopobui

3MiHay MeTofax BUMPOOYBaHHS FOTOBOrO JiKapCbKoro 3acoby
(iHWi 3mMiHM y MeTodax BMNpobyBaHb (BKIHOYa4M 3amiHy abo
[AOMOBHEHHS); 3MiHu Il Tuny - 3mMiHa BUPoG HUKa
BUXiHOrO/MPOMDKHOrO  MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUMpOOHMYoMY npoueci ADI, abo 3miHa
BMPOOHMKa (BKIOYaOuK, e HeobXaHO, Micue NpoBedEeHHs
KoHTpornto skocTi) A®I (3a BigcyTHOCTI cepTudikara
BiAMOBIAHOCTI €BponenchbKin hapmakonei y 3aTBepAXXeHOMY




34

I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asigHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o sionycky peecmpay,itiHo2o
n 3acoby noceidYyeHHs1
Aocbe)(BBeAeHHsT HoBoro BMpobOHMka A®PIl 3 HagaHHsaM macTep-
darina Ha ADI). BBegeHHs1 3MiH NpOTSIromM 6-Tu MicsiliB nicns
3aTBEPAXEHHS
89. | NEBONET Tabnerku, BKpUTi O-p Pengi'c IHois O-p Penpi'c IHaOisa BHECEHHA 3MiH 40 peecTpauitHux marepianis: 3a UA/9474/01/02
NniBKOBOKO JlaGopatopic JlaGopartopic JTa, peyennom
oBoroHkoto, o 500 A BupobHuda ainbHAUA - 1I 3MiHW | TNy - 3MiHa napameTpie creuudikal i Ta/abo
mr, no 10 Tabnetok B [OMYCTUMMX MEX FOTOBOrO NiKapCbKoro 3acoby, aminm | Tuny -
GnicTepi; no 1 . 3MiHay MeTofax BUNpoGYyBaHHSI FOTOBOrO fikapcbkoro 3acoby
GnicTepy y kapToHHii (iHwWi 3MiHM y MeToaax BuNpobysaHb  (BKITHOYaouM 3aMiHy abo
kopobLi [ONOBHEHHA); 3MiHu Il TNy - 3MiHa BUPOBHUKa
BUXiHOrO/MPOMDKHOrO  MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUMpPOOHMYoMY npoueci ADI, abo 3miHa
BMPOOHMKa (BKIOYaouK, e HeobXgHO, Micue NpoBedEeHHs
KoHTpornto skocTi) A®I (3a BigcyTHOCTi cepTudikara
BiANOBIAHOCTI €BponenchbKin hapmakonei y 3aTBepaXXeHOMY
[0Cbe)(BBeAeHHs1 HOBOro BUMpobHuka ADI 3 HagaHHAM MmacTep-
daina Ha A®l). BBeaeHHs 3miH npoTsrom 6-Tu micauis nicns
3aTBEPOKEHHS
90. | NEBOJNIET TabneTku, BKpUTI O-p Peagi'c IHOis [-p Pegai'c IHAOis BHECEHHS 3MiH [0 peecTpaLliiiiux Marepianis: 3a UA/9474/01/03
NriBKOBOO Jlabopartopic Jlabopartopic JTa, peuennom
ofonoHkoro, Mo 750 A BupoGHmnia AinbHUUS - II 3MiHm | TNy - 3miHa napameTpis creuudikain Ta/abo
mr, no 5 a6o 10 ] OOMYCTUMUX MEX FOTOBOrO Nikapcbkoro 3acoby; 3aminu | Tuny -
Tabnerok y 6nictepi, 3MiHa y MeTogax BUNpoBYBaHHS FOTOBOrO NMiKapchbKoro 3acoby
no 1 6nicrepyy (iHwWi 3MiHM y MeToaax BuNpoByBaHb (BKIHOYa0uM 3aMiHy abo
KapTOHHIA kopobui [0MOBHEHHS); 3MiHu || Ty - 3aMiHa BUMPOGHUKa
BWXQHOro/MPOMIXKHOro NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCSA Y BMpoGHMYOMY npoueci ADI, abo 3miHa
BMPOOHMKa (BKNtOYaouun, ae HeobX4HO, Micue NpoBedeHHs
KoHTporto sikocTi) ADI (3a BigcyTHOCTI cepTudikara
Bi4NOBIAHOCTI €BponenchbKin capmakonei y 3aTBepaxeHoMy
Aocbe)(BBeAeHHsT HoBOro BMpobOHuka A®PIl 3 HagaHHsaM macTep-
darina Ha ADI). BBegeHHs1 3MiH NpOTSIroM 6-Tu MicsiLiB nicns
3aTBEPAXEHHS
91. | NEKPOJIIH® kpanni o4Hi, 40 mr/mn; CaHteH AT [GINETE Brpob Huk PiHnsHais/ BHECEHHA 3MiH 0 peecTpalinHuX Marepianis: 3MiHn | Tuny - 3a UA/2383/01/02
no 5 Mn y nakoHi- BignoBiganbHWA 3a Kuran AnmiHicTpaTusHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecwu peuernmom
KpanenbHuui; no 1

PraKoHy B KapTOHHIN
Kopobui

BMPOBHMLTBO in bulk,
NEPBUHHE Ta BTOPUHHE
NaKkyBaHHs, KOHTPOIb
SKOCTI:
Hekctd®apma AT,
QiHnaHais;
B1poBHUK,
BiANOBiganbHUN 3a
BMPOBHMLTBO in bulk,
NEPBUHHE Ta BTOPUHHE
naKyBaHHs:

MiCLISi MPOBaKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
rOTOBOrO fiKapCbKoro 3acoby, BKITHOYatouM OinbHUL BUNYCKY
cepii abo MicLe NpoBEOEHHA KOHTPOMIO SKOCTI. (AiSNbHICTb, 33
SIKY BiAMNOBiAae BUPOOHMK/IMNOPTEP, HE BKIOYAKUM BUMYCK
cepin) -
3MiHa Ha3BM BUPOOHWMYOI AiNbHWLI BignoBiganbHOI 3a
BUPOOHML TBO, MEPBUHHOI Ta BTOPWHHOI YNaKOBKW, KOHTPOSHO
sikocTi CaHteH AT, ®iHnsHaia Ha Hekct®apma AT, DiHnaHais
BHacnigok npogaxy BUPOOHWYOI AinbHULi. BupobHuk,
BiANOBiganbHWA 3a BUMYCK Cepil 3anuwaeTbest 6e3 3MiH.
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
CaHteH dapmacktoTikan
YaHa Ko. NTa, Kurai;
B1poBHUK,
BiANOBiganbHUN 3a
BUMYCK Cepii:
CaHteH AT, ®DiHnsHgia
92. | nmi3onig-600 TabneTku, BKpUTi meHmapk IHais meHmapk IHgis BHECEHHS 3MiH [0 peecTpauiHnx Marepianis: 3minm | Tuny - 3a UA/10410/02/01
obonoHkoto, Mo 600 Mr | dapmacboTuk ®dapmacboTukans Jita. AnMiHicTpaTuBHi 3MiHW. BunydeHHs BUPOGHMYOI AinbHULI peuernmom
no 4 abo 10 Tabnerok ans Jirg. (Bkntovatoum ginbhuui anst A®I, npomixkHoro npopykTy abo
y CTpwvni; no 1 cTpuny rOTOBOrO ikapcbkoro 3acoby, AinbHULi AN NPOBEAEHHS!
B KapTOHHI KopobLi nakyBaHHsl, BMPODHMKA, BifMOBIAANbLHOTO 3a BUMYCK CEpil,
MicLie MpoBeAEeHHS KOHTPOMto cepii) abo nocTayanbHuKa
BUXIHOTO MarTepiany, peareHTy abo [0MoMiXKHOI pevoBUHN
(sIKLW 0 3a3HaYeHo y focbe) BunydeHHs ogHiei BUpob HMYOI
OinbHULi rOTOBOrO Nikapcbkoro 3acoby BMpoOHMKa MmeHMapk
dapmacbtoTukan3a Jita., IHais
93. | NIHE3IA pO34uH ANst IHDY3IN, CKAH BIOTEK IHOis AJIKOH IHAOis BHECEHHSI 3MIH [0 PeeCTpaLiviHuX Martepianis: 3a UA/11532/02/01
600 mr/300 mn no 300 nTa MAPEHTEPAJIC (IHAOIA) 3MiHV | TUNYy - OHOBIEHHA BXe 3aTBEpAXEHOro TEeKCTY peuerimom
My donakoHi; no 1 NTAO, IHgis MapKyBaHHSI MEPBVHHOI Ta BTOPWHHOI YNaKOBKWN 3
hnakoHy y nakeri 3 BiAMNOBIAH/MM 3MiHamu go po3ainy “MapkysaHHs” MKA
antomiHieBoi onbrn B nikapcbkoro 3acoby
KapTOHHIV yNakoBLi
94. | NIHE3IQ in bulk Ne 20: no 300 CKAH BIOTEK IHais AJTKOH IHois BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis: 3a UA/11533/02/01
My donakoHi; no 20 nTa MAPEHTEPAJIC (IHAOIA) 3MiHM | TUMY - OHOBMEHHA BXE 3aTBEPOXXEHOro TEKCTY peuermom
(pNaKoHiB y MakeTi 3 nTa MapKyBaHHsI MEPBVHHOI Ta BTOPWHHOI YNaKOBKW 3
antomiHieBoi honbrn B BiANOBIAHMMM 3MiHamMu g0 po3ainy “MapkysaHHs” MKA
KapTOHHIV yNakoBLi nikapcbkoro 3acoby
95. | NOMPAKC MOPOLLOK AN Ekcip IpaH Ekcip ®apmacbtoTukan IpaH BHECEHHS 3MiH [0 PeecTpalinHiX Martepianis: 3a UA/8191/01/01
oparbHOi CycrneHsii, dapmacboTuK KomnaHi 3MiHM | Tuny - 3miHa yMmoB 36epiraHHa nikapcbkoro 3acoby, peuerimom
100 mr/5mn; 1 an KomnaHi 3anpornoHoBaHo: 36epiratu npu Temnepatypi He Buwe 30 °C B
hN1aKOH 3 MOPOLLKOM opuvriHanbHi ynakoBui. [purotoBaHy cycrieHsito 36epiratu
ana 50 mn a6o 100 mn npotsirom 7 Ai6 npu Temnepatypi He Buwe 25 °C abo 14 gi6 y
opanbHoi cycneHsii XonogunbHUKY (Mpu Temnepatypi 2-8 °C. He 3amopoxyBaTy).
pasom 3 MnacTuKoBUM
MipHUM CTaKaH4YuKoM Y
KapTOHHIV KopobLii
96. | MAKNEHEM MOPOLLIOK AN PO34MHY Makneogc IHais EnCiEc Oobdap C.MN.A. Itanis BHECEHHSI 3MiH 0 peecTpauiiHux Marepianis: 3MiHuW | Tuny - 3a UA/11138/01/02
ansid'exkyin no 1000 DdapmachboTrK AamiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo agpecu peuernnom
mr 1a6o 10 cdonakoHis anc limiteq MicCList MPOBaAKEHHA AisnbHOCTI BUPODHMKa/imnopTepa
3 MOPOLLKOM Y rOTOBOrO MiKapCbKOro 3acoby, BKITHOYaOuM AiNbHULI BUNYCKY
KapTOHHIN yrakoBL,i cepii abo MicL e NpoBEOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3a
AKY BiAMNoBiAae BUPOOHMK/IMNOPTEP, BKITHOYAOYM BUMYCK Cepilt)
- 3MiHa HalMeHyBaHHs1 BUPOGHMKA rOTOBOrO NiKapCbKOro
3acoby. BBegeHHst 3MiH npoTarom 3-x micsuiB nicns
3aTBEPAKEHHS.
97. | MEBCIH kancynu no 200 mr, no OpraHocuH IHais EBepromyxeH Jland IHgis BHECEHHSI 3MiH [0 peecTpaliiHux Marepianis: 3a UA/8968/01/01
PETAPO® 10 kancyn y 6nicTepi; TNaidp Caeneus Jlimiten 3MiHu | Tuny - 3MiHM BHECEHI B TEKCT MapKyBaHHS YNaKOBKM peuennom

no 3 6nicrepy y nayui

CaeHems MBT.

NiKapCbKoro 3aco6y LLLOA,0 3a3HAYEHHS M iDKHAPOAHWX
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
3 KapTOHy Jlta. No3HaYeHb OAVHWLIb BUMipIOBaHHSI.
98. | MEBCIH inbulk no 1000 OpraHocuH IHais EBepronxeH Jland IHais BHECEHHSI 3MIiH 40 PEECTpaLiviHUX Marepianis: - UA/8969/01/01
PETAPO® Kancyn y naketax Tand CaeHeus JlimiTen 3MiHU | TUNy - 3MiHW BHECEHI B TEKCT MapKyBaHHS YaKkOBKW
CaeHcus [BT. NiKapcbKoro 3acoby 040 3a3HaYEHHS MiXXHapOAHUX
Jlra. No3HaYeHb OAVHWLIb BUMipIOBaHHSI.
99. | MEOOBIOTU Tabnetkm no 2,5 mr no XiobHep HimeyunH AHTOH Xto6Hep TMBOX & HimeuunHa BHECEHHSI 3MiH [0 peecTpaliiHux Marepianis: 6e3 UA/2432/01/01
H 10 Tabnetok y HartypapuHain a Ko. KT, HimeuuunHa 3MiHM | TUny - 3amiHv Woao 6e3nekn/edpekTUBHOCTI Ta peuernma
6nicTepi; no 3abo 6 MiTTEnb MM6X (BUPOB HUK, hapmakoHarnsay. BeeneHHs abo 3miHM 40 y3aranbHeHNX
6nicTepiB y KapTOHHIl BignoBiganbHWA 3a [aHuX Npo cuctemy dapMmakoHarnsagy (BBedeHHs
Kopob L BUMYCK Cepii, y3ararnbHeHVX AaHuxX Mpo cucTemy dpapMakoHarnsagy, 3miHa
BKJTIOYa04M JIOBHOBaXXEHOI  0COOM, BignoOBiAanbHOI 3a 34iACHEHHS
KOHT porb/BUNpob yBaHHS hapmakoHarnsigy;, KOoHTakTHoI ocobu 3 hapmakoHarnsay
cepii); Mibe MM6X 3asBHUKA A5 34iNCHEHHA hapMakoHarnsagy B YKpaiHi, SKLWo
ApuHanmiTTensb, BOHa BiJMiHHa Bif YNOBHOBaXXeHOi ocobMu, BignoBiganbHoi 3a
HimeuvumHa (BUPOBHMK, 34iMicHEHHs dbapmakoHarnsgy (BKIYauM KOHTaKTHI AaHi)
BiANOBiganbHUN 3a Ta/abo 3MiHM y po3MillleHHi MacTep-daina cucTemu
BUMYCK Cepii, dapmakoHarnsgy), 3miHa KOHTaKkTHOI 0cobK YMOBHOBaXKEHOT
BKJTOYaO4YMN ocobu 3asiBHUKA, BiAMNOBiganbHOI 3a hapMakoHarnsg B
KOHT porb/BUNpob yBaHHA YkpaiHi. MponoHoBaHa pepakuis: Hevan Mapis MaenisHa.
cepii); Mioe TM6X 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOi 0cobuW YNOBHOBAXEH Oi
ApuHanMmiTTenb, ocobu 3asiBHUKA, BiANOBiganbHOI 3a hapMakoHarnsg B
HimeyunHa (BUPOG HUK, YKpaiHi.
BignoeiganbHUin 3a
BMPOG HULL TBO
Hepo3dacoBaHoro
NPOOYKTY, NepBuHHE Ta
BTOPVHHE MaKyBaHHS)
100 ME®EHAMIH | Tabnertku, BKpuTi MpAT YkpaiHa MpAT "®apmaveBTniHa YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis: bes UA/14487/01/01
KA® obornoHkoto, no 500 mr | "dapmauestn dipma "HapHmys" BHECEHHS 3MiH [0 peecTpalinHmx Martepianis: peuyernma
no 10 Tabnetok y YHa dipma 3MiHM | Tuny - 3miHa Ha3Bu BYpPobHVKa APl MedeHamiHoBOI
KOHTYPHIN YapyHKOBI "NapHuys" KucnoTu, 6e3 amiHm Micus BUpoGHML TBa. BBeaeHHs 3MiH
ynakosui; no 1abo no npoTArom 6-Tu MicALiB MiCNS 3aTBEepAXEHHS.
2 KOHTYPHI YapyHKOBI
YMaKoBKMW Y nadui
101 MAPLIEPA® pO3YMH AN IH EKLIN, D . XohPMaHH- LLisenuapi bioeccew-Jlabop crop LLisenuapis, BHECEHHSI 3MIH [0 peecTpaLivHux marepianis: 3a UA/16434/01/01
75 mkr/0,3 mn; 1 Ia Pow Jtg a Gionoriwe AHaniTik HimeyumHa 3MiHM | TUNy - BBEOEHHS HOBOI KOMOHKM ANS €KCKIH03MBHOI peuennom

nornepeaHL0
HaMOBHEHUA  LLINpULY
pa3oM 3 rornkoo Ans
iH' €KLl Yy KapTOHHIN
YIaKoBLyi

™o6X, HimeyunHa
(BUNpobyBaHHS
KOHTPOIO SIKOCTi
aKTMBHOCTI Ans
BU3HAYEHHSA(TiNbKM
BUNPOGYBaHHA METOA0M
BionoriyHoro aHanisy
"AKTMBHICTb in Vivo, Ha
HOPMOLIUTEMIYHIA MULLi"
0N A0OCNiaXXeHHs!
cTabinbHocTi)); Powu
LiarHocTuke MM6X,
HimeyumHa

BEPX, aTakoxX, ik HacnigoKk BBEOEHHs HOBOI KOMOHKW,
MPOMOHYETBCA FapMOHi3yBaTU MeTof ekcknto3usHoi BEPX ans
[it0Y0i peyoBMHU Ta Mikapcbkoro 3acoby B oguH MEeToA
ekcknto3ueHoi BEPX, L0 3acTocoBHUIA sik ANns Aitoyoi
PeYoBUHN TaK i ANS Nikapcbkoro 3acoby. BeegeHHs 3miH
NPOTAroM 6-TW MicALIB NiCNsA 3aTBepaKEHHS.
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Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupo6bHuk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

(BUPOBHML TBO
Hepo3dacoBaHoi
NpoaYKLii, nepBuHHe
naKkyBaHHsi, BTOPWHHE
nakyBaHHs,
BUNPOG yBaHHS
KOHTpOrto siKocCTi (3a
BUHSITKOM
BUNPOGYBaHHA METOA0M
GionoriyHoro aHanisy
"AKTUBHICTb in Vivo, Ha
HOPM OLUTEMIYHIA MuLLi"
AN AOCNiaXXeHHs!
CTabinbHOCTI), BUMYCK
cepii); ®.XohpmaHH-I1a
Pow J1ta, Weenuapis
(BMPOBHUL TBO
Hepo3hacoBaaHoi
npoayKuii, nepBuHHe
nakyBaHHs,
BUNPOG yBaHHS
KOHTpOrto siKoCTi (3a
BUHSITKOM
BUNPOGYBaHHA METOA0M
GionoriyHoro aHanisy
"AKTUBHICTb in Vivo, Ha
HOPM OLUTEMIYHIA MuLLi"
AN AOCNiaXXeHHs!
cTabinbHOCTI))

102

MWPLIEPA®

pO3YVH ONS iH eKLin,
50 mkr/0,3 mn; 1
rornepenHL0
HaMoBHEHWIA  LLINPUL,
pasoM 3 ronkowo Ansi
iH'€KLIiN Y KapTOHHIN
YIaKoBLyi

d.XohhMaHH-
J1a Pow JTg

LLiseruapi
A

Bioecceit-Jlabop dtop
Gionoriwe AHaniTik
™o6X, HimeyunHa
(BUNpPObyBaHHS
KOHTPOITHO SIKOCTi
aKTVBHOCTI ans
BU3HAYEHHSA(TiNbKM
BUNPOGYBaHHA METOA0M
GionoriyHoro aHanisy
"AKTMBHICTb in Vivo, Ha
HOPMOLUTEMIYHIA MuLLi"
0N A0OCNiaXXeHHs!
cTabinbHocTi)); Polu
LiarHocTmkc MMOX,
HimevunHa
(BMPOBHUL TBO
Hepo3dhacoBaHoi
npoayKuii, NnepBuHHe
nakyBaHHs, BTOPWHHE
nakyBaHHs,
BUNPOG yBaHHs

Hime4umHa,
LLiBenu apia

BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis:
3MiHM | TUNy - BBEOEHHS HOBOI KOMOHKM ANS €KCKIH03MBHOI
BEPX, aTakox, sik HacnigoKk BBEAEHHS HOBOI KOIOHKM,
MPOMOHYETLCA TapMOHI3yBaTU MeTOof ekcknto3msHoi BEPX ans
[it0YO0i peyoBMHU Ta Mikapcbkoro 3acoby B o4uH MEeToA
ekckntoamBHoi BEPX, L0 3acToCOBHMIA siK ANns Aitoyol
PeYoBUHN TaK i ANS Nikapcbkoro 3acoby. BeegeHHs 3miH
NPOTAroM 6-TW MicALIB NiCNsA 3aTBepaKEHHS.

3a
peyerimom

UA/16434/01/02




38 [IponoBsxeHHs goaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
KOHTpOMIo AKOCTi (3a
BUHSITKOM

BUMPOOYBaHHS METOAOM
BionoriyHoro aHanisy
"AKTUBHICTb in Vivo, Ha
HOPMOLIUTEMIYHIA MULLi"
0N A0CNiaXXeHHs!
CTabinbHOCTI), BUMYCK
cepii); P.XobpmaHH-J1s1
Pow Nta, Weeviuapis
(BUPOBHML TBO
Hepo3hacoBaaHoi
npoayKuii, nepeuHHe
naKyBaHHs,
BUNPOG yBaHHs
KOHTpOMIo AKOCTi (3a
BUHSITKOM
BUMPOOYBaHHS METOAOM
BionoriyHoro aHanisy
"AKTUBHICTb in Vivo, Ha
HOPMOLIUTEMIYHIA MULLi"
0N AOCNiXXeHHs!
cTabinbHOCTI))

103.| MINOPOHAT po3yMH Ans iH'ekuin, AT "'piHgekc” Nartsis AT "lpiHgekc", JaTBia Nart.is BHECEHHSI 3MiH [0 peecTpaliviHux marepianis: 3a UA/3419/01/01
® 05r/5mnno5mny (BUPOBHUK, SKWIA 3MiHM | TUNy - NogaHHA OHOBEHoro ceprudikara peuerinmom
amnyni; no 5 amnyn y Bignosigae 3a BUMYCcK BignoBsigHocTi €Bponeickkin dapmakonei Ne RO-CEP 2015-
KOHTYPHI YapyHKOBIV cepii, BKIIoYam 089-Rev 01 (3arBepaxeHo: RO-CEP 2015-089-Rev 00) ans
yrakoBui (nigaoHi); no KOHTpOIb Ail040i PeyoBVHN Bif BXE 3aTBEPOXEHOro BUPODHMKA
2 ab0o 4 KOHTYpHI cepii/Bunpob yBaHHs);
YapyHKOBI  YaKOBKM XBM ®apma c.p.o.,
(niagoHun) B navui 3 CnosavuuHa (Bci cTagii
KapTOHY BUPOBHMYOrO MpoLLEeCy,
Kpim BUMyCKy cepii)

104 M-M- MOPOLLIOK AN Mepk LLapn i LWeenuapi | Mepk LWapn i doym b.B., | Higepnanon BHECEHHA 3MiH 40 peecTpaLinHuX Marepianis: 3a UA/14950/01/01
PBAKCIPO® cycneHsii Ans iH'exuin; Joywm IOEA a HigepnaHon (BTOpuHHE BUMPABMEHHA TeXHIYHOI NnomMunkn B Metogax KOHTPOMnto SKOCTI, pey.ennom
BAKLUMHA 1 doraKkoH 3 NOpOLLKOM eX nakyBaHHs, BUMYCK cepii y cneumdikauii Ha posunHHUK "Bopa ans iHekuin' 3a
ansda (1 po3a) Ta 1 pnakoH BaKLWHN Ta nokasHvkamm skocTi "Onuc" Tta "O6'em, L0 BUTAraeTbes".

NMPODINAKT 3 pOo34MHHUKOM (BOAA PO3uMHHKKa); Mepk Moka3Huk "O6'em, L0 BUTAraeTbCA" BUKOHYETBCA TiNbKu Ansi
WUKWN KOPY, ansid'ekyin) no 0,7 LWapn i Joym Kopn., po3yMHHUKA Y donakoHax. [Ons po3unHHVKa Y nornepegHso
EMNIAEMIYHO | mny KapToHHIn CLWA (B1pobHML TBO HaroBHEHOMY LUMpULi 3a MOKa3HWKoM skocTi "Onmc”

ro Kopobui; 1 dpnakoH 3 BaKLWMHK in bulk Ta BCTaHOBMeHi Kputepii npuiHaTHocTi "MNposopuin, 6e36apsHuMi,
NAPOTUTY nopowkom (1 po3a) Ta NEPBUHHE NaKyBaHHS) 6e3 3anaxy po3uuH" - 3a3HaveHe BUMPaBIEHHs BiAnoBigae
TA 1 nonepeaHLO apXBHMM Marepianam peecTpauiHoro ochbe
KPACHYXU HaMoBHEHW LUMpUL, 3

XUBA pO34MHHUKOM (BOAA

ans id'ekuin) no 0,7
MJT B KOMMNEKTi 3
[BOMa ronkamuy
KapTOHHI Kopobui; 10
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
(b NakoHiB 3 MOPOLLKOM
Ta 10 donakoHiB 3
PO34MHHUKOM (BOAa
ansid'ekyin) no 0,7
MIT B OKpEeMUX
KapTOHHUX KopobKax
105] MOKCUBAP TabneTku, BKpUTI AypobiHoo IHOis AypobiHoo ®apma IHAOis BHECEHHSI 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - 3a UA/14296/01/01
MniBKOBOKO Papma Jita JlimiTen — FOHIT VII AnmiHicTpaTvBHi 3MiHN. 3MiHa HaiMeHyBaHHA Ta/abo appecyn peuerinmom
o6 ornoHkoto, no 400 mr MicL s NpoBadKeHHs AisnbHOCTI BUpobHVKa/imnopTepa
no 10 Tabnetok y rOTOBOrO MiKapCbKOro 3acoby, BKITHOYaouM AiNbHULI BUNYCKY
6nicTepi; no 1 cepii abo MicL e NPOBEOEHHS KOHTPOMIO SKOCTI. (AisnbHICTb, 3a
6nicTepy B KapTOHHil AKY BiAAMoBiAae BUPOOHMK/IMNOPTEP, BKITHOYAO4M BUMYCK Cepilt)
Kopobui - 3miHa agpecu BupobHuka 13 AypobiHgo ®apma flimiten -
KOHIT VII, IHgia, 6e3 3MiHn Micus BUpoOHML TBa. BBeneHHs 3MiH
npoTSAroM 6-Tv MicsUiB NiCNs 3aTBepAXKEHHSI.
106 MYKOCAT po3YMH Ans iH'ekuin, PYM Pecny6nik PYN Pecny6nika BHECEHHS1 3MiH [0 peecTpaliiHux Martepianis: 3a UA/1631/01/01
NEO 200 mr/2mnno2 mn e | "benmeanpen a "Benmepanpenaparun” Binopyce 3MiHn | TUny - 3amiH Woao 6esnekn/epekTMBHOCTI Ta peuerimom
amnyni; no 5 amnyn y apatu" Binopycb hapmakoHarnsiay. BeegeHHss abo 3miHu 40 y3aranbHeHNX
6nicTepi; mo 2 AaHnX Mpo cuctemy dpapmakoHarnsagy (BBegeHHs
6nicTepn B navui 3 y3aranbHeHUX [aHuxX Npo cucTemy dbapmakoHarnsgy, 3MiHa
KapTOoHYy VIOBHOBaXKEHOI  0COOM, BifnoBiAanbHOI 3a 3[iACHEHHS
hapMakoHarnsigy; KOHTakTHoOI ocobu 3 hbapmakoHarnsay
3asiBHVKa ANSA 34iMCHEHHs dhapmakoHarnsagy B YKpaiHi, SKLwo
BOHa BiZMiHHa Bif yNOBHOBa)XeHOI ocobMu, BignoBiganbHoI 3a
3[iNCHEHHA bapMakoHarnsay (BKTYayy KOHTaKTHI [aHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-daina cuctemm
dapmakoHarnsgy), 3miHa YroBHOBaXKEHOI 0CobM 3asBHUKA,
BignoBiganbHOI 3a 34iNCHEHHA hapMakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuis —XKykoB AHgpii Muxannosud. 3miHa
KOHTaKTHOI 0cobu 3asiBHMKA, BiAmnoBiganbHOI 3a 3[iNCHEHHS
dapmakoHarnaay B YkpaiHi: MporoHoBaHa pefakLuis — Iwyk
Haranka NMerpiBHa. 3MiHa KOHTaKTHMX AaHMX YNIOBHOBAXKEHO!
ocobu 3asiBHMKa, BifnNoBiAanbHOI 3a 3[iNCHEHHS
dapmakoHarnagy. 3mMiHa KOHTaKTHUX OaHMX KOHTaKTHOI 0cobu
3asBHUKa, BignoBiAanbHOI 3a 34iMCHEHHA hapmakoHarnsgy B
YKpaiHi.
107 MYNIBTUI'PU | cnpen HasanbHun, HenbTa LLisenuapi K.O. biodapm C.A. PymyHis BHECEHHSI 3MIH [0 peecTpaLivHux marepianis: be3 UA/15720/01/01
N HA3AIb po3uvH 0,1 % no 10 Megiken A 3MiHun | TUny - 3amiHn Woao 6esnekn/edpekTUBHOCTI Ta peuenma
®ITO My oNaKoHi 3 [pomMoyH3 dapmakoHarnaagy. 3miHay KOpOTKil XxapakTepucTui
posnutoBayeM; no 1 Al nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans

bNaKoHy B KapTOHHIN
Kopobui

MEQMYHOIO 3aCTOCYBaHHA Ha MiACTaBi perynsipHo
OHOBIIOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
[ocnigxeHb 3 6e3nekun 3acTOCyBaHHA NiKapCbkoro 3acoby B
nicnspeecTpauiiiuiA nepiod, abo SK pe3ynbTar O iHKM 3BIiTY 3
AocnifXeHb, NpoBeAeHnX BiAMOBIAHO A0 NMaHy nediarpudHUX
pocnigxeHb (PIP) (3MiHy y3rog>xeHo 3 KOMMETEHTHUM
VNIOBHOB&XXEHUM  opraHoMm ); MpeacTasneHi 3miHv B iHpopmauii
3 6e3nekn LW 0oA0 BHECEHHST 3MiH Ta AOMOBHEHb Ha NiAcCTaBi
pekomeHaauin PRAC, 110 po3MillLeHHi Ha odiLLiiHOMY caiTi
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Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep

peecmpauitiHo2o

noceio4yeHHs1

€BpONENCbKOro MEAWYHOr0 areHTCTBa Y PO3ini iHCTPYKLUii Ans
MeguyHOro 3actocyBaHHA «OcobnuBvBi 3axogmn 3 6e3nekuny,
MOXyTb 6YTW peKOMeHOoBaHi [0 3aTBEPAKEHHSI Ta BHECEHHS!
B iHCTPYKL,it0 ANS MeQUYHOTO 3aCTOCYBaHHS MiKapCbKoro
3acoby. BeegeHHs 3MmiH npoTarom 3-x Micsuis nicns
3aTBEPAXEHHS.

108

HATPIIO
BIKAPEOHAT

po3yvH AN IHdY3in 4
% no 100 mn abo no
200 mn, a6o no 400
M1y NAsiKax

[puBaTHe
aKLiioHepHe
TOBapUCTBO

"IHpyzia"

YKpaiHa

[pmBaTHe aKLioHepHe
ToBapucTBo "IHdyzia"

YKpaiHa

BHECEHHA 3MIiH [0 peecTpaLinHux Marepianis: 3MiHm | Tuny -
3MiHu 3 skocTi. [oToBUM Mikapcbkum 3aci6. 3mMiHny
BUPOGHML TBI. 3MiHa po3Mipy cepii (Bkntoyaroum gianasoH
pPO3Mipy cepii) roToBOro nikapcbkoro 3acoby (3MeHLLEeHHA 1,0
10 pasiB) (3areepaxeHo: 2000 n; 3anpornoHoBaHo: 500 n Ans
HOBOI AinbHWLi BUpobHULTBA). 3MiHn | Tuny - 3MiHM 3 SKOCTI.
[oTtoBun nikapcbkun 3aci6. 3miHn y BUpOGHMLTBI. 3MiHa
iMnopTepa/3aMiHN, L0 CTOCYIOTLCA BUMYCKY Cepii Ta KOHTpOmto
SIKOCTi FOTOBOrO J1iKapCbKoro 3acoby (3amiHa abo foaaBaHHs
BMPOGHMKa, L0 BiAMNoBiAae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyatoun KOHTponb/BUnpobyBaHHs — cepii
(3amiHa AinbHMLI KOHTPOMIO SIKOCTi Ta BUMYCKY Cepild, 3
BIAMOBIAHAMW 3MiHAMM B MapKyBaHHi. 3MiHu | Tuny - 3MiHn 3
sikocTi. MoToBUi nikapcbkuii 3aci6. 3MiHM Y BUPOBHULTBI.
3amiHa abo BBeOeHHA [00aTKOBOI AinbHULI BUPOOHMLTBA AN
YacTvHM abo BCbOro BUPOOHMYOTO MPOLLECY FOTOBOrO
nikapcbkoro 3acoby (AiNbHULS, Ha SKiln MpoBoaATbCA Oyab-Ki
BUPOGHMWYI CcTapii, 3a BUHATKOM BUMYCKY Cepii, KOHTporto
AKOCTi Ta BTOPUHHOTO MaKyBaHHA AN CTEPUNBbHUX TiKapCbKuX
3acobiB (BkMtoYalum BAPOOEHI acenTUiHM METOLOM ), KpiM
nikapcbkyx 3acobiB 6ionoriYHoro/iMyHONMoriYHOro MOXOAKEHHS)
(BamiHa AinbHWLI BUPOOHUL TBA, MEPBUMHHOIO | BTOPUHHOMO
nakyBaHHs). CynyrHa 3MmiHa - 3MiHM 3 sikocTi. [oToBUn
nikapcbkui 3aci6. 3miHn y BupobHMUTBI. 3amiHa abo BBegeHHs
[,00aTKOBOI AiNbHMLI BUPOOHMLTBA AN YacTHU abo BCbOro
BMPOOHMYOrO MpOLLECY FOTOBOrO NiKapCbkoro 3acoby
(BiNbHULSA ANSA BTOPUHHOTO MakyBaHHs) 3MiHu Il Tuny - 3miHu 3
sKocTi. FoToBuUin nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiH1y npoueci BUPOOHULITBA rOTOBOrO NikapcbKoro 3acoby,
BKITHOYA0UM MPOMDKHUIA MPOAYKT, LU0 3aCTOCOBYETHLCH MpUt
BMPOGHML TBI rOTOBOrO fikapcbkoro 3acoby (iHwi 3MiHm) (3miHa
TepMiHy 36epiraHHs NPOMiXHOI NMPOAYKLIT (3aTBEpAXeHO: Y
peakTopi 40 OTPUMaHHs pe3ynbTartiB KoHTponto BKA He
OinbLie 1 roguHW; 3anporoHOBaHO: Y peakTopi Micns
MPUroTyBaHHsl Ta Moro po3nuBy CyMapHo He Binblue 7 roguH),
3MiHa BUKNafeHHs iHdopmauii y cneuudikauii Ha mpomixkHUM
NPOAYKT, OHOBMEHHS iHdOpMaLii y CxeMi i onnci BUPOB HWLITBA)

3a
peyernmom

UA/10413/01/01

109

HATPIIO
xnoeug

po3yMH AN IHDY3in
0,9 %, no 100 mn, abo
no 200 mn, a6o no 250
M1, abono 400 mn,
abo no 500 mn, abo
no 1000 mn, abo no

LovipHe
nignpyemcTeo
"®apmarpeng”

YKpaiHa

[ovipHe MignpreMcTBO
"®apmarpeng”

YKpaiHa

BHECEHHS 3MiH [0 peecTpalinHux Marepianis:
3mitu Il Tyny - fogaBaHH HOBOTO TWMY KOHTeVHepa Anisi
po3ysaHHs 100 Mn gns cTepunbHOro nikapcbkoro 3acoby, a
came KoHTeVHepa 3 noninponineHy Tuny BFS, repmerndiHo
YKYNOPEHOTO  (BUrOTOBIEHOrO 3a TEXHOMOTIE «BUAYBaHHS-
HarNOBHEHHS-3aNalOBaHHS) Y 3B’A3KY i3 BCTAHOBIEHHAM HOBOrO

3a
peuennom

UA/4285/01/01
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
3000 mn, abo no 5000 obnagHaHHs) Ta sk HacniAoK 3MiHW BHECEHI B po3Ain
M1y KOHTenHepax "YnakoBka" B iHCTPYKLit0 ANS MeQUYHOrO 3acTOCYBaHHS
nikapcbkoro 3acoby. CynyrHs 3MiHa - 3MiHW Y BUPOOHULITBI.
3MiHM y npoueci BUPOOHMLTBA rOTOBOrO NiKapCbKOro 3acoby,
BKI1I04aAI0YM MPOMDKHUA MPOAYKT, LLLO 3aCTOCOBYETLCA Mpy
BMPOGHWL TBI rOTOBOrO fiKapCbKoro 3acoby (iHWi 3MiHum)
110 HEOKAPOUN kancynu; no 10 kancyn TOB Ykpai Ha TOB "BAJIAPTIH YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiiiux Marepianis: be3 UA/11357/01/01
y 6nicTepi; 3 6nicTepu "BAJTAPTIH PAPMA" peuernima
B ynaKoBul 3 GAPMA" aminm | Tvny - 3miHa'y MeTonax BunpobyBaHHs FOTOBOrO
MapKyBaHH:AM nikapckbkoro 3acoBy (iHwwi 3MiHMy MeToax BunpobysaHs
YKpal HCbKOKO MOBOIO (Bkntoyaroum 3amiHy abo fonosHeHHs)); CynyrHs 3MiHa - 3MiHa
napametpiB creyudikauin Ta/abo 4onyCTUMUX MEX roTOBOIO
nikapcbkoro 3acoby
111| HIBECTUM pO34MH AN iH eKLin Mpansep Eny. CLWA BWIMYCK Cepil, Xopsaris/ BHECEHHSI 3MiH [0 peecTpaLivHux marepianis: 3Minm Il Tuny - 3a UA/15455/01/01
abo iHyzivi no 12 mnH Ci. Mi. BMPOBHML TBO "in bulk', Benebris/ 3MiHn Wwono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHLi peuennom
Of (120 mkr)/0,2 mn; KopnopeniH KOHTpPOIb Ccepii y Yecbka 3MiHW) - 3MiHM BHECEHO A0 IHCTpyKUiT 4ns MeandHoro
no 0,2 mn y wnpuui (I npoueci BUPOOHULITBA, Pecny6nika 3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainy "MobiyHi
knacy); no 1, 5a6o 10 TECTYBaHHSA BUIMYLLLEHOI peakuii" (aogaBaHHA nobiyHoi peakuii "aopTut” 3a
y nornepeaHsL0 cepii, TeCTyBaHHs pekomeHpauieto PRAC), a Takox pegaroBaHo po3finu
HaMoBHEHMX  LUMpULLaX cTabinbHoCTi, "®apmakonoriyHi BnacTueocTi", "lNokasaHHs",
MicTKicTio TMny TEeCTYBaHHS "MpoTtunokasanHs", "Baaemopgis 3 iHWMMUK NiKapCbKuMu
OnicTepi B KapTOHHIN CTEPUIBbHOCTI, NEpPBUHHE 3acobamu Ta iHWwi Buau B3aemopin”, "OcobnueocTi
nadui Ta BTOPUHHE MaKYBaHHS: 3acTocyBaHHs", "3acTocyBaHHa Yy nepiog BariTHOCTi abo
XOCHIPA 3AIrPEB rogyBaHHsa rpynar”, "34atHicTb BMBaTK Ha LWBUOKICTb
[0.0.0., XopsarTis; peakLii Npu KepyBaHHi aBTOTPaHCMOPTOM abo iHWMMU
KOHTpPOIb SKOCTI, MexaHiamamm", "Cnocib 3actocyBaHHa Tapgosu”, "Oitu",
TECTYBaHHSI BUMYLL EHOI "Mepeno3yBanHsa", "MobGivHi peakuii” (BBegeHHst 3miH
cepii, TECTyBaHHs npoTArom 6-TW MicsILIB NiCNs 3aTBEPAKEHHS)
cTabinbHOCTI:
SGS a6 Caimon CA,
Beneris;
anbTepHaTMBHUIA
BUPOOHMK BTOPWHHOIO
naKyBaHHs:
CBYC ®APMA AC.,
Yecbka Pecnybnika
112 | HIBECTUM PO34uH ANS IH' eKLIN MNcpansep Eny. CLA BUMYCK Cepil, Xopsartis/ BHECEHHS 3MiH 40 peecTpauivHiX mMarepianis: 3miHv Il Tuny - 3a UA/15455/01/02
abo iHdyzii no 30 MnH Ci. Mi. BUpoGHMLTBO "in bulk', Benebris/ 3MiHn Wono 6e3neku/edekTMBHOCTI Ta hapmakoHarnaay (iHLi peuernmom
Of (300 mkr)/0,5 mr; KopnopeiwH KOHTpOrb cepii y Yecbka 3MiHM) - 3MiHN BHECEHO A0 IHCTpyKUii ANS MegnyHoro
no 0,5 mn 'y wnpuui (I npoLeci BUpOGHWLTBA, Pecnybnika 3acTOoCYBaHHS flikapcbkoro 3acoby Ao po3ainy "lMobiyHi

knacy); no 1, 5abo 10
y nonepeaHso
HaMOBHEHWX  LLINpULLaX
MicTKicTio 1 mny
GnicTepi B KApTOHHI
nayui

TECTYBaHHS BUMYLLLEHOT
cepii, TeCTyBaHHs
cTabinbHOCTI,
TECTYBaHHs!
CTEPUNbHOCTI, NepBUHHE
Ta BTOPUHHE MaKyBaHHSI:
XOCTIPA 3AIPEB
[.0.0., Xopgaris;

peakuii" (aogaBaHHA nobiyHoi peakuii "aopTut" 3a
pekomeHpauieto PRAC), a Takox pegarosaHo posginu
"®apmakonoriyHi BnacTueocTi", "lMNokasaHHs",
"MpotunokasanHs”, "B3aeMopisi 3 iHLWMMK NiKapCbKMm
3acobamu Ta iHwWwi Buau B3aemonin”, "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHa Yy nepiogd BariTHOCTi abo
rogyBaHHs rpynar”, "34arHiCTb BNNvBaTU Ha LIBMAKICTb
peakLii Npy KepyBaHHi aBTOTPAHCMOPTOM abo iHWMMM
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
KOHTPONb SKOCTI, MexaHiamamu”, "Cnocib 3actocyBaHHa Taposu”, "Oitu",
TECTYBaHHSI BUMYLL,EHOI "Mepeno3yBanHsa", "MobivHi peakuii” (BBegeHHst 3miH
cepii, TECTYBaHHs npoTArom 6-TW MicsILIB NiCNs 3aTBEPAKEHHS)
cTabinbHOCTI:
SGS a6 CavimoH CA,
Benbris;
anbTepHaTMBHUIA
BUPOOHWK BTOPWHHOIO
naKyBaHHs:
CBYC ®APMA AC.,
Yecbka Pecnybnika
113 HIBECTUM PO34uH ANIS IH eKLiN MNcpansep Eny. CLA BUMYCK Cepil, Xopsaris/ BHECEHHS 3MiH 40 peecTpauivHiX marepianis: 3miHu Il Tuny - 3a UA/15455/01/03
abo iHpyzin no 48 MnH Ci. Mi. BMpPOOHUL TBO "in bulK', Benebris/ 3MiHuM Wwono 6e3nekn/edpekTMBHOCTI Ta hbapmakoHarnsgy (iHwi peuennom
Of (480 mkr)/0,5 mr; KopnopeiwH KOHTpOrb cepii y Yecbka 3MiHM) - 3MiHN BHECEHO A0 IHCTpyKUii ANs MegnyHoro
no 0,5 mn 'y wnpuui (I npoLeci BUPOGHWLTBA, Pecnybnika 3acTOCYBaHHSI fikapcbkoro 3acoby Ao po3ainy "lMobiyHi
knacy); no 1, 5abo 10 TECTYBaHHS BUMYLLLEHOT peakuii" (aogaBaHHA nobiyHoi peakuii "aopTut" 3a
y nonepenHsL0 cepii, TeCTyBaHHs pekomeHpauieto PRAC), a Takox pegarosaHo posginu
HaMOBHEHMX  LUMpULLaX cTabinbHoCTi, "®apmakonorivHi BnactueocTi", "lNokasaHHs",
MicTKicTio 1 mMny TECTYBaHHs "MpotunokasanHs", "B3aeMopisi 3 iHLWLMMK NiKapCbKMu
6nicTepi B KApTOHHI CTEpPUNbHOCTI, NEpBUHHE 3acobamu TaiHwWwi Bugm Baemogin', "OcobnmeocTi
naJui Ta BTOPUHHE MaKYBaHHSI: 3acTocyBaHHs", "3acTocyBaHHS Yy nepiof BariTHOCTI abo
XOCHIPA 3APEB rogyBaHHs rpynar”, "34arHiCTb BNNuBaTU Ha LIBMAKICTb
[.0.0., Xopsaris; peakLii Npu KepyBaHHi aBTOTPaHCMOPTOM abo iHWMMK
KOHTPOMnb SKOCTI, MexaHiamamu", "Cnocib 3actocyBaHHa Tapgosu”, "Oitu",
TECTYBaHHSA BUIMYLLLEHOT "Mepeno3ysaHHs", "lMobiyHi peakuii” (BBegeHHs 3MiH
cepii, TeCTyBaHHs NpOTSroM 6-TW MicsuiB NiCNs 3aTBEPAKEHHS)
cTabinbHOCTi:
SGS Nab CaitmoH CA,
Beneris;
anbTepHaTUBHWIA
BUPOOHVK BTOPWHHOIO
naKyBaHHs:
CBYC ®APMA AC.,
Yecbka Pecnybnika
114 | HIKOTUHOB PO34MH A5 iH EKLIN, MpAT YKpaiHa [MpAT "®apmaueBTnyHa YKpaiHa BHECEHHS 3MIH [0 peecTpauivHux Marepianis: 3aMiHu | Tuny - 3a UA/3224/01/01
A KUCNOTA- 10 mr/mMn;no 1 mn B "®apmaLeBTu dipma "OapHius" 3miHn 3 skocTi. [oToBMIn nikapcbkui 3aci6. Cuctema peuerinmom
OAPHULUA amnyni; no 5 amnyn y YyHa chipma KOHTelHep/3aKynoptoBanbHWiA  3aci6. 3MiHa po3mipy ynakoBku
KOHTYPHI YapyHKOBIV "OapHuys” rOTOBOrO MiKapCbKOro 3acoby (BUITYYEHHS YMaKOBKW MEBHOrO
yrakosuji; o 2 po3Mipy).
KOHTYPHI YapyHKOBI BunyydenHs ynakoeku no 1 mn B amnyni; no 10 amnyn y
JIaKOBKM B Mayui KOpobLi 3 BHECEHHAM BigMOBIAHUX 3MiH 40 po3giny
«YnakoBka». BBegeHHs 3MiH npoTArom 6-Tu micsauis nicns
3aTBEPAKEHHSI.
115 HITPO-MIK® KOHLleHTpaT Ans TOB HB® YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHs1 3MiH [0 peecTpaliiHux Martepianis: 3a UA/2622/02/01
PO34uHy Ans iHDY3IN, "MIKPOXIM" ToBapncTBO "Jlekxim- 3MiHM | Tuny - BUNYMEHHA nokasHukiB «[liporeHn» Ta peuerimom
1Mr/Mmnno5mnB Xapkis" «AHOMarnbHa TOKCWMYHICTbY 3i Crieludikauii roToBoro
amnyni; no 10 amnyn y nikapcbKoro 3acoby.
nayui 3 KapToHy
116.| HITPOCOPBI Tabnetkmno 10 mr, no TOB HB® Ykpai Ha TOB Haykoso- YKpaiHa BHECEHHS 3MIiH [0 PEECTPALiVHUX MarTepianiB: 3a UA/6831/01/01
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a 50 Tabnerok y 6aHui; "MIKPOXIM" BMpPOBHMYa hipma 3MiHM | TUNYy - 3MiHN B aHaniTUYHNX METOAMKax 3a peuennom
no 1 6aHui B nauui 3 "Mikpoxim" nokasHukamu «OgHOPIAHICTb 4030BaHUX OAMHMLbY Ta
KapToHy; no 10 «KinbkicHe BU3Ha4eHHs» (npoboniaroToBka, po3paxyHKoBI
Tabnetok y 6nictepi; dopmynu)
no 5 6nicrepiB y nadui
3 KapTOHY
117| HI®YPOKCA3 | TabneTku, BKpUTI MAT Ykpai Ha MAT YkpaiHa BHECEHHSI 3MIH [0 PEeeCTpaLiviHuX Matepianis: 3a UA/1370/01/01
no nriBKOBOO "KviiBmegnpen "KviiBmennpenapar" 3MiHU | TUNy - BHECEHHS 3MiH Y METOAMKY BUNPODYBaHHS 3a peuernnom
o6ornoHkoto, o 200 mr apat" nokasHukoM "MikpobionoriyHa yMcToTa", 30Kkpema: 3a3Ha4eHHs!
no 10 Tabnetok y MOBHOTO OMWCY METOAMKW. BBEOeHHs 3MiH mpoTsrom 6-Tu
6nicTtepi, no 1ab6o 2 MiCALiB NiCrs 3aTBepOXXeHHs!.
onictepu B nayui
118| HI®PYPOKCA3 | kancynu TBepai no AJIKANOIO AL | Pecnyonik AJNKAJIOIg AL Ckon'e Pecnybnika BHECEHHSI 3MIiH 40 PEECTpaLiviHUX Marepianis: 3a UA/16750/01/01
1} 100 mr no 10 kancyn y Ckor'e a MakenoHis BUNPaBINEHH TEeXHIYHUX MOMWIOK, Y 3B'SI3KY 3 HEBIPHUM peuermom
AIKANOIn, 6nictepi, no 1abo no MakenoHis nepeknagom onucy Kancynu B creuumdikalii roroBoro
2 abono 3 6nictepuy nikapcbkoro 3acoby Ha BUNYCK Ta Ha TePMiH NpUOaTHOCTI Ta B
KapTOHHIN nayLi MeTofAax KOHTPOMo, B iHCTPYKLIT ANS Megu4HOro
3acTocyBaHHa nikapcbkoro 3acoby y p. "flikapcbka dpopma”
(OCHOBHI  i3VKO-XiMiYHi BNaCTUBOCTI)
119 | HI®YPOKCA3 | kancynu TBepai no AINKAJTOIO ALl | Pecnyonik AJIKANOIO A Ckon'e Pecny6nika BHECEHHS! 3MiH [10 PEECTpaLinHiX MaTepianis: 3a UA/16750/01/02
7]1) . 200 mr no 10 kancyn y Ckor'e a MakenoHis peuennmom
AITKAIIOIR GHICTepI, ro 1a6o o Makenokist BUMPABMNEHHA TEXHIYHOI MOMMUMKK, Y 3B'S3KY 3 HEBIpHUM
2 5”'CT_ePV| y nepeknagoM Oonucy Kancynu B cneuudikalii rotoBoro
KapTOHHIN MaqLll NiKapcbkoro 3acoby Ha BUNYCK Ta Ha TEPMiH NPUAATHOCTI Ta B
METOoAaxX KOHTPOMIO B iHCTPYKLIT ANS MeQUYHOTO 3acTOCYBaHHS
nikapcbkoro 3acoby y p. "Ilikapcbka doopma” (ocHoBHI i3nko
XIMiYHi BMacTMBOCTI)
120 HOBAPUHI'® | kinbLe BariHanbHe, LWepinHr-Mnay LLisenu api 3a MoBHUM LIUKIOM: HigepnaHgun BHECEHHS 3MiH [0 peecTpauiviHux Marepianis: 3MiHu | Tuny - 3a UA/9613/01/01
11,7 mr/2,7 mrno 1 CeHtpan lct a H.B. OpraHoH AnMmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuernnom
KinbLto ycatue; no 1 Al 3asiBHMKa (BracHWKa peecTpaliiHoro nocsigyeHHs). 3MiHa
calle B KapTOHHIN agpecu 3asiBHUKA.
Kopob Ui
121 | HOKCA®IN® CYCMEeH3isi oparbHa, LepiHr-Nnay Lsenuapi BMPOO HUK Kanapa/ BHECEHHA 3MiH O peecTpaliHuX Marepianis: 3MiHu | Tuny - 3a UA/9269/01/01
40 mr/mn; no 105 mny Centpan lct A Hepo3dacoBaHoi ®paHuis/ AamiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo agpecu peuennom
bnakoHi; no 1 Al NpoaYKLii, nepBuHHe Benbris 3asiBHMKA (BracHVKa peecTpauiiHoro MnocBigYeHHs)- 3MiHa
naKkoHy 3 MipHOIO naKyBaHHS: agpecu 3asiBHUKA
TNOXEYKOIO Y KapTOHHI MateoH IHk., KaHana;
Kopobui BTOPVHHE MaKyBaHHs,
BWMYCK cepii:
CEHEKCIHSC -
EPYBINb CEHT KNEP,
®paHuis;
LepiHr-Mnay Na6o H.B.,
Benebris
122 | HOOBYT® nopoLLUok (cyocTaHuist) | TosapucTBo 3 Ykpai Ha ToBapuCTBO 3 YkpaiHa BHECEHHS 3MIiH A0 peecTpauivHnx marepianis: 3MiHv | Tuny - - UA/15496/01/01
y NOABIVHUX [100,aTKOBOK [100,aTKOBOKO 3MminHu 3 skocTi. APl. BUpobHULTBO (iHLWi 3MiHM) - 3MiHK
nornieT uneHoBmx BianosiganbHi BiANOBigaNbHICTIO BHOCSITbCS 3 METOI0 ONTMMI3aLii BUPOOHMYOro npouecy Tay
nakerax Ans CTIO "IHTEPXIM" 3B'A3KY i3 OHOBIEHHAM [it040i MiLeHsii Ha BUPODHWULTBO.
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hapmaLeBTMHHOTO "IHTEPXIM" HopaBanHa BUpoBHWYOI AinsHKK (Y cknagi 3aTBepakeHol
3acTOCYyBaHHS ainbhndi TOB "IHTEPXIM"). 3MiHu | Tvny - 3MiHu 3 sIKOCTI.
A®I. BpobHMuTBO. 3MiHa po3Mipy cepii (Bknovaroum
nianasoHy) APl abo NPOMIDKHOTO MPOAYKTY, SIKUM
3aCTOCOBYETLCS Y npoueci BpobHMuTBa APl (iHLi 3MiHN) -
3MiHy 0OYMOBEHO ONTMMi3aLiero BUPODHMYMX LMKIiB
BiJHOCHO MPOAYKTVBHOCTI BMKOPVCTOBYEMOrO OOMagHaHHA —
aKTyanisauisi po3mMipiB BUpOOHWMUMX cepint AP, 3aTBepaxeHo:
OviKyBaHWU po3Mmip cTaHdapTHOI cepii 102 Kr; anbTepHaTuBHI
cepii (20+2) kr, Ta (304+2) Kr, 3aMpOMOHOBAHO:  PO3Mip
CTaHOapTHOI cepii cTaHoBUTL (12+1) Kr, po3mip
anbTepHaTVBHOI Cepii CTaHOBUTL (24+1) Kkr
123 HOCONIH®MN cnpen HasanbHW/A Mo AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHA 3MiH 40 peecTpaLinHux marepianis: 6e3 UA/8171/01/01
noc 30 ry 6anoHi; no 1 3MiHum | Tuny - 3minn Wono 6esnekn/epekTUBHOCTI Ta peuenma
6anoHy y nayui 3 apmakoHarnsay, 3MiHV BHECEHI B TEKCT MapKyBaHHS
KapTOHy NEPBMHHOI Ta BTOPWMHHOI YNaKOBKUN LLLOOO HAHECEHHS TOProsol
MapKkun gucTpub’toTopa
124 | OGAIIXIO® TabneTku, BKpUTI TOB "CaHodi- Ykpai Ha CaHothi BiHTpon DpaHuin BHECEHHSI 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - 3a UA/13689/01/01
MniBKOBOKO AseHTiC IHgacTpia AnmiHicTpatvsHi 3miHn. 3MiHa kogy ATX - 3MiHM BHECeHI LLoA0 peuerimom
oboroHkoto, no 14 mr YkpaiHa" koay ATX 3rigHo 3 knacudikaropom dapm.rpyn i kogis ATX

no 14 tabnerok,
BKPUTUX MNiBKOBOK
000roHKOoI, Y
6nicTepi; no 2
6nicTepn B ynakosLi
TUMYy ramaHus y
dyrnspi; no 1
yTNSApy B KAPTOHHIN
kopobui; no 14
Tabnerok, BKpUTUX
nniBKOBOO
00O0roHKOI, Y
6nictepi; no 2
6nictepu B ynakoBLi
TWMy ramaHus y
dyrnsapi; no 3
YTRASAPN Y KapTOHHIN
Kopobui

BOOS3: 3areepoxeHo: Kog ATX LO4A A. 3anporoHoBaHo: Kopa
ATX LO4A A31. BBegeHHa 3MiH npoTarom 3-x micsauis nicns
3aTBepAKEHHs; 3MiHU | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MmiHa

Ha3BM Nnikapcbkoro 3acoby - 3arBepaxeHo: OBAKIO.
3anponoHoBaHo: OBAPKIO®. BeemeHHs 3MiH npotsrom 3-x
MicALiB nicns 3aTBepaXXeHHs;; 3MiHn | Tuny - 3miHu wono
6e3nekn/edbekTUBHOCTI Ta papmakoHarnaay (iHwi 3miHu) -
3MiHW BHECEHI [0 iHCTpyKUii y po3gin "OcobnusocTi
3acTocyBaHHs", "MobiyHi peakuii” W00 BNNUBY Ha MEYiHKY.
BBegeHHs1 3MiH NpoTsirom 3-X MicCALiB Nicnsi 3aTBepOXeHHS;
3MiHn | Tuny - 3MiHm 3 sikocTi. MoToBUIA nikapcbkuii 3aci6.

CrcTema KOHTelHep/3aKyrnoptoBarnibH1in - 3aci6. 3miHa po3mipy
YNaKkoBKW FOTOBOrO JikapCbkoro 3acoby (iHLi 3MiHM) - 3MiHK
BHECEHi [0 IHCTPYKUIi y po3ain "Ynakoska" (BeegeHHs 3MiH
npoTsrom 3-X MicsiLiB nicns 3aTBepAXeHHs!); 3minm Il Tuny -

3MiHv Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
3MiHM Y KOPOTKill XapaKkTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKLiT ANS MEQUYHOro 3acToCyBaHHS Y
3B’A3KY i3 HOBYMUW OaHWMM 3 SKOCTi, AOKNIHIYHUM W, KMiHIYHUMW
AaHUMUW Ta JaHUMK 3 hapmakoHarnsay - 3MiHW BHECEHI A0
IHCTPYKLIT y po3ainu: "®apmakornoriyHi BnacTueocTi",
"MpoTunokasanHs", "B3aemoanis 3 iHWMMK nikapcbkumun
3acobamu TaiHWwi Buaun B3aemonin”, "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHs Yy nepiog BariTHOCTi abo
rogysaHHs rpynao”, "34atHiCTb BNuBaTK Ha LWBMAKICTb
peakLii Npu KepyBaHHi aBTOTPaHCMOPTOM abo iHWMMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta go3u” (Logo
6e3nekn), "OiTn" (yrouHenHs), "MepenosyBanHs”, "MobiyHi
peakuii". BBegeHHs 3MiH NnpoTsarom 3-x MicsuiB nicns
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3arBepaXeHHs;; 3miHn Il Tuny - 3minu wopo
6e3nekn/edekTMBHOCTI Ta papMmakoHarnsagy. 3MiHMy KOpOTKiw
XapakTepucTuLi nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLIT ANS MeQMYHOTO 3aCTOCYBaHHS Yy 3B'A3KY i3 HOBUMM
OaHMMK 3 AKOCTi, AOKNIHIYHUM MW, KMNiHIYHUMUW JaHMK Ta
AaHuMK 3 papmakoHarnsagy - 3MiHM BHECEHI [0 iHCTPYKLiT y
po3ainu: "®apmakonoriyHi BNacTueoCTI" LWoA0 AOCNIOXEHHS
TOPIC. BeenenHa 3MiH npotsirom 3-x micsuiB nicns
3arBepaXeHHs;; 3minu Il Tuny - 3minu wopo
6esnekn/edekTyBHOCTI Ta hapmakoHarnsgy. 3miHny
TepaneBTUYHMX MOKa3aHHSX (4o4aBaHHS HOBOrO
TepaneBTUYHOTO MoKa3aHHA abo 3MiHa 'y 3aTBEpOXEHOMY
NnoKasaHHi) - 3MiHV BHECeHI A0 iHCTPYKLiT y po3dinu:
"MokasaHHs" (BBegeHHs 3MiH npoTsarom 3-x MicsiliB nicnisi
3aTBEPAKEHHS)
125 onid onisA, no 100 mny ToBapuCTBO 3 YkpaiHa KOHTpOMNb SKOCTI, BUMYCK YkpaiHa BHECEHHA 3MiH [0 peecTpaLliHuX Marepianis: 3MiHu | Tuny - 6e3 UA/3517/01/01
HACIHHA dnakoHi; no 1 06 M exeHo cepii: AOMmiHiCTpaTVBHI 3MiHN. BUnydeHHs BMPOOHMYOI AinbHULI peuennma
FAPBY3A hnakoHy B kopobLi 3 BignosiganbHi Tosapucteo 3 (Bkntovatoumn ginbHudi ons AdI, npomixHoro npodykTy abo
KapToOHy; no 2,5 mn CTI0 06 MexeHo rOTOBOrO MiKapCbKOro 3acoby, AinbHULi AN NPOBEAEHHS
abo 5mn y cawe, no "OocnigHun BiANOBigaNbHICTHO nakyBaHHsl, BUPOOHMKa, BiANOBigaNbLHOrO 3a BUMYCK Cepii,
20 cawe B kopobUi 3 3aBof "OocnigHui 3aBoA, MiCLie MPOBEAEHHA KOHTPOMIO cepii) abo nocTavanbHuKa
KapToHy "rHUC" "rTHUNC", BUXIHOTO MaTepiany, peareHTy abo J0MoMiXKHOI pevOBUHN
YkpaiHa; (SIKLLIO 3@3HaYeHO Y 0CkE) - BUNMYMEHHS dhyHKLIT - BCi cTagdii
BCi CTaaii BUpOGHULITBA, BUPOOHML TBa- 3 BUKOHYBaHWX PYHKLIN (BCi cTaail
KOHTpOINb AKOCTI, BUMYCK BMPOOHWLITBA, KOHTPOIb SKOCTi, BUMYCK cepii) BupobHuka 13
cepii: ToBapucTBO 3 0bMexeHo BignosiganbHiCTO «docnigHui
ToBapucTBo 3 3aBog «HLUIC» Ykpainn. 3minn | Tuny - 3minm 3 skocTi. AP
00 M exeHo BupobHmuTBO. 3MiHa BUpOOHMKa BMX4HOMO/MPOMiXKHOrO
BiAMOBIAaNbHICTIO NpoAYKTY/peareHTy, L0 BUKOPUCTOBYIOTBECS Y BUPOOHUYOMY
"®apmau eBTniHa npoueci A®l, abo 3miHa BUpobHMKa (BKIOYatoum, e
KoMnaHis "3gopos's”, HeobXiAHO, MicLie NPOBEAEHHs KOHTponio skocTi) APl (3a
YkpaiHa BiJCYTHOCTI cepTudpikaTa BiANOBIAHOCTI €BpONEnCchKin
hapmakornei y 3aTBepaXeHoMy A0Cbe)(iHLLi 3MiHM) - 3amiHa
BMpobHuKka A®I (onis HaciHHA rapbyza) ToBapucTBO 3
obMexeHo BignoBiganbHICTIO “©apmaleBTuiHa KOMMaHis
,300poB’a”.
126.| OMHOINOH- po3uvH ansiH'ekyinno | TosapuctBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHSI 3MiH [0 peecTpaliviHux marepianis: 3a UA/5179/01/01
3H 1 mn Bamnyni; no 5 00 M eXeHo 00 MexeHo 3MiHu | Tuny - 3miHa Ha3BM Ta agpecn BuUpobHWKa ADI TebaiHy, peuernnom
amnyn y 6nicTepi; no 1 BignosiganbHi BiANOBigaNbHICTIO 6e3 3MiHU MicLs BUPOOHML TBa
abo 2, abo 20 CTIo "XapkiBcbke
6nictepiB y kopobui "XapkiBcbke ¢ apmaLeBTiHe
hapmaueBTny nignpvemcTeo "340poB's
He Hapogy'
nianpMemMcTBO
"380poB's
Hapogy'
127 OPHI3ON® TabneTku, BKpUTI MAT Ykpai Ha MAT YkpaiHa BHECEHHA 3MiH 40 peecTpauitHux Marepianis: 3a UA/1140/01/01
MnniBKOBOO "KviiBmegnpen "KviBmennpenapat" peuennmom
oboroHkoto, no 500 apar"

3MiHWM | TMNy - BHECEHHS1 3MiH Y METoAMKY BUNPOOYBaHHS _3a
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mr, no 10 Tabnetok y nokasHukomM "MikpobionoriyHa unctora”, 3okpema: 3a3HayeHHs
6nictepi; no 1 MOBHOrO OMUCY MeToauKW. BBeaeHHs 3MiH npoTsrom 6-Tu
6nicTepy B nayui MicaLiB NiCNsA 3aTBEPAXKEHHS.
128 OPTAH® kpanni o4Hi 0,1%; no 5 CaHteH AT PiHnsHaisa Brpob Hyk PinnsHais/ BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 3a UA/5051/01/01
OEKCAMETA My dofaKkoHi 3 BiANOBiganbHUN 3a Kuran AnmiHicTpatvBHi 3miHW. 3MiHa HalimeHyBaHHA Ta/abo appecu peyennom
30H KpanenbHuueto ; no 1 BMPOGHMLTBO in bulk, MicLa MPOBaAKEHHS AisnbHOCTI BUPOBbHMKa/imnopTepa
hNaKoHy B KapTOHHil NEPBUHHY Ta BTOPUHHY rOTOBOrO fiKapCbKoro 3acoby, BKIHYaouM OinbHUL BUMYCKY
Kopob L YaKoBKY, KOHTpPOIb cepii abo MicLe NpoBEOEHHA KOHTPOMIO SKOCTI. (AiANbHICTb, 33
AKOCTI: SIKY BiAMNOBiAae BUPOOHMK/IMMOPTEP, HE BKMIOYAKUM BUMYCK
Hekct®apma AT, cepirt). 3MiHa Ha3BM BUPOOHWYOI AinbHULI BiANOBI4ANBHOI 3a
DiHNAHaiN; BUPOOHUL TBO, MEPBUHHOI Ta BTOPWHHOI YNaKOBKW, KOHTPOSO
BupobHuK, sikocTi CaHteH AT, ®iHnsHaia Ha HekcTt®apma AT, QiHnaHais
BiANOBiganbHUN 3a BHacNigoK NPoAaxy BUMPOOHWMYOI AinbHWLI. BUpobHUK,
BMPOBHMLTBO in bulk, BiAMOBIAaNbHUA 3a BUNYCK cepii 3anuwaeTbest 6e3 3MiH.
NEPBUHHY YMaKOBKY:
CaHteH dapmacktoTikan
(Kutan) Ko. Itg, Kuran;
BupoG HuK,
BignoBiganbHUin 3a
BWMYCK cepii:
CaHteH AT, ®innsHaisa
129| OPTAH® kparni o4Hi 0,5 %; no Canten AT PiHnaHgina Bupob Huk DiHnaHain BHECEHHS 3MiH [0 peecTpauinHux Marepianis: 3MiHu | Tuny - 3a UA/5052/01/01
THMonon 5 Mn yonakoHi 3 BiAMNOBigaNbHWIA 3a AnMiHicTpaTuBHIi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo agpecu peuernnom
KpanenbHuueto; no 1 BMpOGHMLTBO in bulk, MicL s NpoBadKeHHs AisnbHOCTI BUpoBHWKa/imnopTepa
(bnaKkoHy B KapTOHHIN nepBUHHE Ta BTOPUHHE roTOBOrO NiKapCbKOro 3acoby, BKITHOYAUM OiNbHNLI BUMYCKY
Kopobui NaKyBaHHS, KOHTPOIb cepii abo MicLe NpoBeAEeHHs1 KOHTPOMIO SIKOCTI. (4isnbHICTb, 3a
SAKOCTi: AKY BiAMNOBiAaE BUPOOHMK/IMMOPTEP, He BKIOYaKUM BUMYCK
Hexkct®apma AT, cepirt).3MiHa Ha3BM BMPOOHWYOI AiNbHWLI BignoBiganbHOI 3a
DiHnaHgin; BUPOOHML TBO, MEPBUHHOI Ta BTOPWHHOI YNaKOBKW, KOHTPOSHO
BupobHuK, sikocTi CaHteH AT, ®iHnaHais Ha Hekct®apma AT, DiHnsaHais,
BiANOBiganbHUN 3a BHaCnigok npogaxy BUPOGHWYOI AinbHULi. BupobHuk,
BUMYCK Cepii: BiAMOBIAaNbHUA 3a BUNYCK cepil 3anuiiaeTtbcs 6e3 3MiH.
CaHteH AT, DiHnsHgia
130 NAC rpaHynu CKAH BIOTEK IHais Bisimen Jlabc It IHois BHECEHHS 3MiH A0 peecTpauiviHux Marepianis: 3MiHM | Tvny - 3a UA/8971/01/01
KWLLKOBOPO34MHHi, 80 nTa AnMiHicTpaTuBHIi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo agpecu peuernnom
r/100 r,no 100 ry MicL s NpoBadKeHHs AisnbHOCTI BUpoBHWKa/imnopTepa
nakeTuky 3 roTOBOrO MiKapCbKoro 3acoby, BKITHOYalouM AinbHULI BUNYCKY
antomiHieBoi onbru, cepii abo MicLe NpoBeAEeHHs1 KOHTPOMIO SIKOCTI. (4isNbHICTb, 3a
BKIageHomy y SKY BiAMoBiAae BUPOOHMK/IMNOPTEP, BKITHOYAOYM BUMYCK CeEpilt)
rornieTuneHoBun - 3miHa agpecu BupobHuka [T13 Bisimeq J1abc JTa, IHois, 6e3
nakeTuK, y KOMMNeKTi 3 3MiHM Micu S BUPODHML TBA
MipHOIO FTOXKOIO Ta
NnakeTom curikarenio y
nrnacTuKoBOMY
KOHT eViHepi
131 NAC rpaHynu CKAH BIOTEK IHAis Bisimen Jlabc It IHOis BHECEHHS 3MiH [0 peecTpauiiHux Marepiani: 3mMiHu | Tvny - - UA/10446/01/01
KWLLKOBOPO34UHHI, 80 ThO AnmiHicTpaTusHi 3MiHW. 3MiHa HaliMeHyBaHHa Ta/abo agpecwu
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I1p onoBskeHns noaarka 3

Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

r/100 r,in bulk no 100
Iy NakeTuky 3
antomiHieBoi onbru,
BKIaEHOMY Y
rnomnieTneHoBui
nakeTuk, no 100
NakeTuKiB y MiLLUKy
nonieTureHoBomMy B
KapTOHHIA KopoOLUi; in
bulk no 100 ry
nakeTuky 3
arnomiHieBoi onbru,
BKNafgeHoOMY y
rnonieTuneHoBUi
NakeTuK, Yy KOMMNekT 3
MipHOI MOXKOIO Ta
nakeTuKom
cunikarenio y
MnacTMKOBOMY
KOHTewHepi; no 100
KOHTEMHEpIB B
KapTOHHI KopobLii

MiCLiSt MPOBaKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
roTOBOr0 NiKapCbKoro 3acoby, BKIHOYa4UU OiNbHNLI BUMYCKY
cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
SIKy BignoBiAae BMPOOHUK/IMNOPTEP, BKITOYaUM BUMYCK Cepiit)
- 3miHa agpecu BupobHuka 13 Bisimen Jabc JTa, IHgin, 6e3
3MiHU Micu s BUPODHUL TBa

132,

NPAMINEKC
on

Tabnerkmno 0,25 mrin
bulk no 76 190
TabneTok B
noABIMHOMY MakeTi; in
bulk no 56 500
Tabnerok B
NoABIMHOMY MakeTi; in
bulk no 42 500
TabneTtok B
NnoABIMHOMY MakeTi; in
bulk no 31 500
Tabnertok B
noABIMHOMY MakeTi; in
bulk no 23 500
TabneTok B
noABIMHOMY MaKeTi;
inbulk no 17 400
TabneTok B
noABIMHOMY MakeTi; in
bulk no 13 000
Tabnerok B
NoABIMHOMY MakeTi; in
bulk no 10 000
TabneTok B
NnoABIMHOMY MaKeTi

My6niyne
aKLioHepHe
TOBapMCTBO
"HaykoBo-
BUPOG HUYMI
LeHTp
"BopLy ariBcbk
Wi XiMiKo-
thapmaueBTny
HUM 3aBoa”

YKkpaiHa

BvpobH1uTBO, aHani3 Ta

BUMYCK Cepii:
CiHToH Xicnanis C.J1.

Icnanis

BHECEHHA 3MiH [0 peecTpauiHux Marepianis: 3MiHu | Tuny -
3MmiHn 3 sikocTi. [oToBMIN Nikapcbkui 3aci6. Cuctema
KOHTeMHep/3aKynoptoBanbHWiA  3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO Mikapcbkoro 3acoby (iHLi 3MiHM) - BBEOEHHS
[onycTumoro BiaxneHHs +15% [0 3aTBepaXeHoro po3mipy
yrakoBkW. BBegeHHst 3MiH npoTsirom 3-x micAuiB nicns
3arBepaxeHHsa. 3minu | Tuny - 3miHn 3 skocTi. [oToBMIA
nikapcbkui 3aci6. CncTeMa KOHT eMHep/3aKyropioBar bH Ui
3aci6. 3miHa po3mipy yMakoBKM FOTOBOro IikapcbKoro 3acoby
(3MiHa KinbkoCTi oauHUL b (Hanpyknag TabneTok, amnyrn TOoL o)
B ynakoBLi:) - 3miHa no3a gianaszoHoM 3aTBepAXeHWX po3MipiB
yrakoBKW. BBegeHHs [opaTkoBux BUAIB YTAKOBOK, ©€3 3MiHM
nakysanbHOro marepiany, 3 BignoBiAHUMW 3MiHAMK 0 po3ainy
«YnakoBka». BeegeHHss 3MiH npotarom 3-x MicsiLiB nicnisi
3aTBEPAXKEHHS.

UA/12230/01/01

133

MPAMINEKC
on

Tabnetkmno 1,0 mrin
bulk no 30 000

[TyoniyHe
aKL|ioHEpHe

YKpaiHa

BvpobHmuTBO, aHani3 Ta

BUMYCK CEPIN:

Icnanis

BHECEHHS 3MIH [0 peecTpauivHux Marepianis: 3aMiHu | Tuny -
3MiHn 3 skocTi. FoToBMIN Nikapcbkun 3acib. Cuctema

UA/12230/01/02
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
TabneTok B TOBapMCTBO CiHToH Xicnanis C.J1. KOHTelMHep/3aKynoptoBanbHWiA  3aci6. 3MiHa po3mipy ynakoBku
NnoABIMHOMY MakeTi; in "HaykoBo- roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHW) - BBEOEHHS
bulk no 22 500 BMPOB HUYMIA gonyctumoro BiaxinenHs +15% [o 3arBepdkeHoro po3mipy
Tabnertok B LeHTp yrakoBkW. BBegeHHst 3MiH npoTsirom 3-x micAuiB nicns
NoABIMHOMY MakeTi; in "BopLuariBcbk 3arBepaxeHHsa. 3minu | Tuny - 3miHn 3 skocTi. [oToBMIA
bulk mo 17 000 Wi XiMiKo- nikapcbkui 3aci6. CrucTema KOHTerHep/3aKyrnopoBaribH i
TabneTok B chapmaueBTuy 3aci6. 3miHa po3mipy yMakoBKM FOTOBOro fikapcbKoro 3acoby
NoABIMHOMY MakeTi; in HWA 3aBog” (3MiHa KinbkoCTi oauHUL b (Hanpyknag TabreTtok, amnyrn TOoL o)
bulk no 12 600 B ynakoBLi:) - 3miHa no3a gianaszoHoMm 3aTBepAXeHWX po3MipiB
Tabnertok B ynakoBku. BeegeHHs gopaTkoBux BUAIB YNaKoBOK, 6e3 3MiHn
noABIMHOMY MakeTi; in nakysarnbHOro marepiany, 3 BignoBiAHUMW 3MiHAMK 40 po3diny
bulk no 9 500 «YnakoBka». BeegeHHss 3MiH npotsarom 3-x MicsiLiB nicnisi
Tabnetok B 3aTBEpAKEHHS.
NoABIMHOMY MakeTi; in
bulk no 7 500
Tabnetok B
NnoABIMHOMY MakeTi; in
bulk no 6 000
Tabnertok B
NoABIMHOMY MakeTi; in
bulk mo 5 000
Tabnetok B
NoABIVHOMY NaKeTi
134 | NMPEFABAIIH | nopowok (cybcTaHuis) MAT YkpaiHa Aypicko Kuran BHECEHHSI 3MiH [0 peecTpaliviHux marepianis: - UA/14772/01/01
B Moz BilHMX "KviiBmegnpen dapmacbtoTukan Ko., 3minu | Tuny - noganHs HoBoro CEP (NeRO-CEP 2016-218-Rev
ronieTnneHoBmx apat" IiTa. 01) onsa A®l nperabaniHy Big Aitovoro BUpoGHMKa Aypicko
naketax ans dapmacbtotukan Ko., JItg., Kutan Ta, sik Hacnigok, 3
dhapmaLeBTMYHOrO Bi4NOBIAHMMYW 3MiHAMK y crieludikalii Ta MeTogax KOHTPOMto
3acTOCyBaHHs! AdI.
135| MPUCMACOI | po3uvH aons ambpo Lsewis BIE®OE MELITAJ ITania BHECEHHSI 3MiH [0 peecTpauivHux marepianis: 3Minu Il Tuny - 3a UA/13428/01/01
2 remodinbTpauii Ta IlyHpia AB C.NA 3MiHv Wwopo 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. pey.ennom

remogianisy, no 5000
mny
[,BOKOMMOHEHTHOMY
MiLLKY 3
nonisiHinxnopugy
(mane BigaineHHs 250
MI i BENUKe
BigainexHs 4750 mn,
AKi po3Ainse KpxKui
Hinenb i B
NIOEPIBCLKOMY
3’eAHyBaui MPUCYTHI
knanaH abo Kpuxkuni
HiNenb); No 2 MiLKny
KapTOHHI KopobLii; no
5000 mny

[ BOKOM MOHEHTHOMY
MiLLKY 3 nortionediHy

3MiHU y KOPOTKIiN XapakTepuCcTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT ANS MeQUYHOrO 3acTOCYBaHHSA Y
3B'A3KY i3 HOBVMUW OaHMMM 3 SKOCTi, AOKIIHIYHUM W, KMiHIYHUMW
AaHuMK Ta JaHumuy 3 papmakoHarnsay - 3MiHM BHECEHO [0
IHCTPYKLIT ANS MeQUYHOrO 3acTOCYBaHHSI MiKapcbKoro 3acoby
[o po3ginis "®apmakorepaneBTudHa rpyna" (pegaryBaHHs
iHpopmauii), "®apmakonoriyHi BnacTmBocCTi" (peaaryBaHHs
TekcTy), "lMokazaHHa" (pegaryBaHHA TeKCTY),
"MpoTtunokasanHs”, "B3aemMopgis 3 iHWMMK NikapCbKuMu
3acobamu TaiHWwi Buaun B3aemonin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs Yy nepiog BariTHOCTi abo
rogysaHHs rpynato”, "Cnocib 3actocyBaHHst Ta gosu”, "Oitu"
(3aTBepoykeHo: Jlikapcbkuid 3aci6 Mprcmacon 2 3acTocoBytoTh
OiTSM, SKLLO OdiKyBaHa KOPWUCTb MepeBaxac pu3KK;
3anporoHoBaHo: Jlikapcbkuii 3aci6 MNpucmacon 2
3aCTOCOBWOTbL AiTsIM 3rigHO 3 iHhopMaLli€to, HaBedEeHo Y
po3aini «Cnoci6 3actocyBaHHs Ta Ao3wy), "lMNepenosyBaHHs",
"MNo6GivHi peakuii”. BBegeHHs 3miH npoTarom 3-x micsuiB nicns
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs

(mane BigainenHs 250 3aTBEPAKEHHS.

MI i BENuKe

BigaineHHa 4750 mn,

SKKi po3ginse

isonsuivHa nevaTtka i B

NIOEPIBCbKOMY

3’eqHyBaYi NPUCYTHIN

KnanaH); no 2 milkuy

KapTOHHI KopobLii
136 MPUCMACON | posuvH Ans Fam6po Lseuis BIE®GPE MEAITAN ITanis BHECEHHS 3MiH 40 peecTpauiiiix marepianis: 3minm Il Tuny - 3a UA/13428/01/02

4 remodpinbTpadii Ta IlyHpia AB C.NA. 3MiHM Wwopo 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuernmom

remogianisy, no 5000 3MiHM Y KOPOTKill XapakTepuCTuLi MiKapCbKoro 3acoby, TeKCTi

Mny MapKyBaHHS1 Ta iHCTPYKUiT ANS MeQUYHOrO 3acTOCyBaHHA Yy

[1BOKOM MOHEHTHOMY 3B'A3KY i3 HOBUMW AaHUMM 3 SKOCTi, AOKMiHIYHUM W, KMiHIYHAM K

MiLLKY 3 OaHMMK Ta AaHumMu 3 dpapmakoHarnsay - 3MiHv BHECEHO A0

nonisiHiNxnopuay IHCTPYKLiT AN MeQU4HOro 3acTOoCyBaHHA NiKapCcbKoro 3acoby

(mane BigainexHsa 250 0o po3ginis "®apmakorepaneBTudHa rpyna” (pegaryBaHHs

MI i BENnvke iHpopmauii), "®apmakonoriyHi BnacTuBocTi" (pegarysaHHs

BigainexHs 4750 mn, TekcTy), "lMokasaHHa" (peparyBaHHs TEKCTY),

AKi po3ainse Kpuxxun "MpoTunokasanHs", "B3aemoanis 3 iHWMMK nikapcbkumm

Hinenob i B 3acobamu TaiHWwi Buam B3aemogin”, "OcobnueocTi

NIOEPIBCEKOMY 3acTocyBaHHs", "3acTocyBaHHs Yy nepiog BariTHOCTi abo

3’eqHyBaYi NMPUCYTHIN rogyBaHHs rpynat"”, "Crocib 3actocyBaHHsa Ta gosu”, "[iTn"

KnanaH abo Kpuxkuii (3aTBepoyxkeHo: Jlikapcbkuii 3aci6 Mprcmacon 4 3acTocoByloTh

Hinenb); Mo 2 MilKny OiTAM, SKLLO OYiKyBaHa KOPWCTb NMepeBaxae pusuk;

KapTOHHIA kopobLii; no 3anporoHoBaHo: Jlikapcbkuii 3aci6 MNpucmacon 4

5000 mny 3acCTOCOBWOTbL AiTsIM 3rigHO 3 iHhopMalLlieto, HaBedEeHo Y

[ BOKOM MOHEHTHOMYY po3aini «Cnoci6 3acTocyBaHH Ta 4o3uy), "lNepenosyBaHHs",

MiLLKY 3 nonionediHy "MoBiyvHi peakuii”. BeeaeHHs 3MiH npoTsroM 3 micsauiB nicns

(mane BigainexHsa 250 3aTBEPAKEHHS

MI i BENnuKke

BigaineHHs 4750 mn,

aKi po3ginse

i3onsuiviHa neyartka i B

NIOEPIBCEKOMY

3’eQHyBadi NPUCYTHIN

KnanaH); no 2 milkuy

KapTOHHIV KOpOOLii
137 NPUYENKN Tpaea no 50 ry [MpuBaTHe Ykpai Ha IMpAT "TNikTpasu" YkpaiHa BHECEHHSI 3MIH [0 peecTpaLivHux marepianis: be3 UA/5688/01/01

TPABA naykax 3 BHYTPiLLUHIM aKLiioHepHe 3MiHu | Tuny - oHoBneHHA MeToauku «lgeHTudikauisa C. TLX» peuernma

naketom; no 1,5ry TOBapMCTBO (NpvBegeHHs Yy BiAMOBIQHICTb 40 MOHOrpa BHECEHHs] 3MiH 40

GpinbTp-nakeTi; no 20 "JlikTpasn", peecTpauinHux matepianis: il APY «Yepeaoun

inbTp-nakeTiB y TpaeaN»)

nayui 3 BHyTPiLLHIM

nakeTom;

no 1,5 ry ginetp-

nakeTi; no 20 dinbTp-

nakeTiB y nayui
138.| NPUYENU TpaBa (cybcTaHuis) v [MpuBaTHe Ykpai Ha [MpAT "JlikTpaBu", BHECEHHA 3MiH 4O peecTpaLliHux_Marepianis: - UA/5482/01/01
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
TPABA MilLKax, THoKax, Kinax aKuioHepHe YkpaiHa 3MiHM | TUny - oHoBNEeHHs MeToaukun «loeHTudikauis C. TLLUX»
ans TOBapMCTBO (npuBegeHHs y BignoBigHICTL A0 MoHorpadii APY «Yepeau
hapmaL,eBTU4HOrO "JlikTpasn", TpaBaN»)
3aCTOCYBaHHS YkpaiHa
139.| PEHITEK® Tabnetku no 20 Mr no Mepk Wapn i LLisenu api BMPOG HYK Benwvka BHECEHHS 3MiH [0 peecTpauiviHux Marepianis: 3MiHn | Tuny - 3a UA/0525/01/01
14 Tabnetok y Hoym IOEA A Hepo3dacoBaHoI BpuraHis/ ApminicTpaTtusHi 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu peuerimom
6nictepi; no 2 oeX NPOAYKLiT, KOHTPONb HigepnaHgun 3asiBHMKA (BracHWKa peecTpaLliiHoro nocsigyeHHs). 3MiHa
OnicTepuy KapTOHHIN SIKOCTi: Ha3Bu Ta aapecu 3asBHKKA.
Kopob L Mepk LWapn i Joym
NimiTen, Benuka
BpuTtaHis;
naKyBaHHS, BUIMyCK
cepii:
Mepk LWapn i Joym B.B.,
HigepnaHgu
140| PEHITEK® Tabnetkmno 10 mr no Mepk Wapn i LLisenu api BMPOG HYK Benwvka BHECEHHS 3MiH [0 peecTpauiviHux Marepianis: 3aMiHu | Tuny - 3a UA/0525/01/02
14 Tabnetok y Hoym IOEA A Hepo3dacoBaHol BpuraHis/ ApminicTpaTusHi 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu peuerimom
6nictepi; no 2 oeX NPOAYKLiT, KOHTPONb HigepnaHgun 3asiBHMKa (BracHWKa peecTpaLliiHoro nocsigyeHHs)). 3MiHa
OnicTepuy KapTOHHIN SIKOCTi: Ha3Bu Ta afpecn 3asBHUKA.
Kopobui Mepk LWapn i Joym
NimiTen, Benuka
BpuTtaHis;
naKyBaHHS, BUIMyCK
cepii:
Mepk LLapn i doym B.B.,
HigepnaHgu
141 CUHEKOO Kpanni opanbHi 4ns rCK LLseruapi | BMPOOHMLTBO 3@ MNOBHUM LLIseruapis/ BHECEHHA 3MiH [0 peecTpaLiHuX Marepianis: 3MiHW | Tuny - 6e3 UA/5260/02/01
niten, 5 mr/mn, no 20 KoHcbiomep a LUKITOM: ITania AamiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo agpecu peuerma
My dofaKkoHi 3 Xenckep C.A. "CK KoHcbtomep 3asiBHMKa (BracHWKa peecTpaliiHoro MocBigYeHHs!) - 3MiHa
KpanenbHuueto i Xenckep C.A,, HalMeHyBaHHA Ta afgpecu 3asiBHVKa (BeegeHHa 3miH
KpuLKoto; no 1 LLisenu apis; NpoTSAromM 6-T MicsILiB NiCNsi 3aTBEPAXKEHHST); 3MiHu | Tuny -
hNaKOHy y KapTOHHil BMPOGHMLTBO 3@ MOBHWM ApminicTpaTusHi 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu
Kopob L LUKITOM: MicL s NpoBadKeHHs AisnbHOCTI BUpoBHWKa/imnopTepa
OOMnNENb rOTOBOrO MiKapCbKOro 3acoby, BKITHOYaouM AiNbHULI BUNYCKY
DPAPMALEYTILUI C.P.JI., cepii abo MicL e NPOBEOEHHS KOHTPOMIO SKOCTI. (AisnbHICTb, 32
ITanis AKY BiAMoBiAae BUPOOHMK/IMNOPTEP, BKITHOYAOYM BUMYCK Cepilt)
- 3MiHa HalMeHyBaHHa Ta agpecu BUPOOHUKA, sIKWiA BigmnoBiaae
32 MOBHUA LMKN BUPOOHWLTBA, 6e3 3MiHN MicList BUPOGHUL TBa.
3MiHM BHECEHI B iHCTPYKLiO ANS MEQWUYHOTO 3aCTOCYBaHHS
LLoA0 HaiMEeHYBaHHA  Ta MiCLe3HaxXofKeHHA BUPOOHMKa, SK
HacniAoK -Bi4MOBIAHI 3MiHN Yy TEKCT MapKyBaHHS fiKapcbKoro
3acoby (BBeneHHst 3MiH NpoTsrom 6-Tn MicsUiB nicns
3aTBEepPAXEHHS)
142 | CUHEKOO cupon, 1,5 mr/mn no ICK LLIsenuapi 'CK KoHcbtomep LLIsenapis BHECEHHSI 3MiH O peecTpaLiHuX Marepianis: 3MiHu | Tuny - be3 UA/5260/01/01
100 mn abono 200 mn KoHcbiomep a Xenckep C.A. AamiHicTpaTuBHi 3MiHW. 3MiHa HaimeHyBaHHA Ta/abo agpecu peuerma
y PNaKoHi 3 KPULLKOO Xenckep C.A. 3asiBHUKa (BracHWKa peecTpauiiHoOro MocBigyeHHs!) - 3MiHa

Ta MipHOI CKINSIHKOHO;
no 1 dnakoHy y
KapTOHHIV KOpOOLii

HallMeHyBaHHA Ta afpecu 3asiBHVKa (BBegeHHA 3miH
NpOTSIroM 6-TW MicsLiB NiCNS 3aTBEPAXEHHS); 3MiHu | Tuny -
AnmiHicTpaTvBHI 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo afpecu
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
MiCLiSt MPOBaKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
roTOBOr0 NiKapCbKoro 3acoby, BKIHOYa4UU OiNbHNLI BUMYCKY
cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
SIKy BignoBiAae BMPOOHUK/IMNOPTEP, BKITOYaUM BUMYCK Cepiit)
- 3MiHa HalMeHyBaHHs Ta agpecu BUPOOHUKa, KWW Bignosigae
3anoBHUN LIMKIT BUPOOHMLTBA, 6€3 3MiHM Micus BUPOOHML TBa.
3MiHV BHECEHI B iHCTPYKLitO AN MEOQUYHOTO 3acTOCyBaHHs!
LLIOA,0 HAMEHYBaHHA Ta MiCLIE3HaXOAXeHHs1 BUMPODHMKa, SIK
HacnifoK -BiAMOBIAHI 3MiHN Y TEKCT MapKyBaHHSA fiKapCbKoro
3acoby (BBegeHHsi 3MiH NpoTsirom 6-Tu MicsLiB nicrsi
3aTBEPAKEHHS)
143] CIHAPTA® PO34MH ANS IH EKLIN, MAT "®apmak” YKpaiHa AT "®apmak” YkpaiHa BHECEHHA 3MiH O peecTpaLiHuX Marepiarnis: 3a UA/12122/01/01
200 mr/imnno2mn 3MiHn | Tuny - 3miHa agpecn BMpobHUKa AP rnokosamiHy peuennom
po3yMHy B ammnyni cynbgary HaTpieBoi coni 6e3 3amiH1 MicLst BUPOOHUL TBa; 3MiHU
(amnyna A) y I Tuny - BUNydeHHs i3 cneymdikadii Ta aHaniTUMHUX MeToauK,
KOMMMeKTi 3 1 Mn LLLO BUKOPMCTOBYIOTBCS 1151 NEPEBIPKM SIKOCTi CYb CTaHLiT
pO34MHHUKA (rntokosamiHy cynbaty HaTpieBoi coni), TecTy «Baxki
(mieTaHonamiH, BoAa MeTanuy, a TakoX BUMYMEHHS MOBHOTO BUKNaAy MPOBEAEHHs
Ans iHekuin) (amnyna MEeTOAVKM 3a nokadHukom «MikpobionoriyHa ymcToTan
B); no 5 amnyn A i no (KpuTEpii NPUAHSTHOCTI Ta BUMOrKM 3anuiueHo 6e3 3MiH); 3MiHu
5amnyn By | Tyny - 3miHa go po3ainy «CTepunbHicTb» MeToaiB KOHTpOnio
6nicTepax BignosigHo; skocTi J13. Kputepii npunHATHOCTI Ta BUMOrK 3anuweHo 6e3
no 1 6nicrepy3 3MiH. HopmatuveHe nocunaHHs Ha J®Y ponosHeHo
amnynamu Aino 1 nocunaHHaM Ha €®. Metog aHanisy BkntodeHo o Y ta €,
6nicTepy 3 amnynamm TOMY 3anuiLeHo BiAnoBiAHE MOCUNaHHA Ha MoHorpadito Ta
B B nauui 3 BiAMNOBIQHY CTATTIO Ta BUYMEHO MOBHUMA BUKMag NPOBEAEHHs
MapKyBaHHAM MEeTOAVKM.
yKpaiHCbKOK Ta
POCIICbKOI0 MOBaM K1
144 CIHOXAPLOI® | Tabnetku, BKpuTI bepiHrep HimewumH A enp Ewm LliTabTect HimevuunHa, BHECEHHSI 3MIiH 40 PEECTpaLivHUX Marepianis: 3a UA/15721/01/01
NniBKOBOK IHrenbxaim a 6 X, HimeyuunHa Ipeuisn, 3MiHu Il TNy - 3MiHV BHECEHO [0 iHCTPYKLiT ANS Mean4yHoro pey.ennom
obonoHkoto, 12,5 IHTepHeLuHn (KoHTpOnb AKOCTi (3a 3aCTOCYBaHHA MiKapCcbKoro 3acoby Ao po3dinis
mr/850 mr; o 10 M6eX BUHATKOM TECTy "®apmakonoriyHi BNacTuBOCTI" (YTOYHEHHs1 iHdbopmaLii),

Tabnetok B 6nicTepi;
no 6 6nicrepiBy
KapTOHHI KOpoOLii

"MikpobionoriyHa
unctora")); bepiHrep
lHrenbxanm Ennac AE.,
Ipeuis (BMPOGHWLTBO,
KOHTpOIb SKOCTi (3a
BUHATKOM TECTY
"MikpobGiornoriyHa
ynucTora"), NepBUHHE Ta
BTOPWHHE MaKyBaHHS,
BUNycK cepii); BepiHrep
IHrenbxanm Papma
6Xi Ko. KT,
HimewunHa
(BPOBHULTBO,
nepBuMHHE Ta BTOPUHHE
NaKyBaHHsi, KOHTPOINb

"OcobnueocTi 3acTtocysaHHs", "MobivHi peakuii”.
3MiHM BHECEHO [0 KOPOTKOI XapaKTEpPUCTMKMN FiKkapCbkoro
3acoby 0o po3ainis 4.5."OcobnuBi BKkasiBky Ta 3anobixHi

3axoam npu 3actocyBanHi", 4.9."MobGivHi peakuii”, 5.
"®apmakonoriyHi BnacTusocTi 5.1. PapmakogmHaMmiyHi
BrnacTmeocTi".

BBeneHHs 3MiH NpoTaroM 3-X MicsLiB MiCns 3aTBepaXeHHs
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I1p onoBskeHns noaarka 3

Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

SIKOCTI, BUMYCK CepiT);
K*toENCiEc EME, Mpeuis
(anbTepHaTmBHa
naboparopisa Ans
KOHTPOMIO TecTy
"MikpobionoriyHa
ynctora"); Nabop N+C
Al', HimeyunHa
(anbTepHaTMBHa
naboparopia Ans
KOHTpOMIo TecTy
"MikpobiornoriyHa
yuctota"); CI'C IHcTuTyr
DdpeseHiyc MmM6X,
HimevwunHa
(anbTepHaTmBHa
naboparopisa Ans
KOHTPOMIO TecTy
"MikpobionoriyHa
uncrtora"); Papmllor
dapma JlogxicTik TM6X,
HimewunHa
(anbTepHaTmBHa
ainbHUURA ons
BTOPVHHOIO MaKyBaHHS1);
LLreremanH
JlboHdbepriakyHreH yHA,
ToricTiwep Cepsic e. K.,
HimeuunHa
(anbTepHaTVBHA
AinbHALA NS
BTOPVHHOrO MaKyBaHHs)

145

CIHOXXAPOI®

TabneTku, BKpUTi
MniBKOBOKO
obonoHkoto, 12,5
mr/1000 mr; no 10
Tabnetok B GnicTepi;
no 6 6nicrepiBy
KapTOHHI kopobui

BepiHrep
IHrenbxanm
IHTepHeLIHN

M6X

HimeyumH
a

A eHp Em LtabTect
'mo6X, HimewunHa
(KoHTpOnb sKoCTI (3a
BUHSITKOM TECTy
"MikpoGionoriyHa
uucrtora")); bepiHrep
lHrenbxanm Ennac AE.,
Ipeuis (BMPOOHWLITBO,
KOHTpOrnb SKOCTi (3a
BUHSITKOM TecTy
"MikpobionoriyHa
yucTora"), NepBuHHe Ta
BTOPVHHE NaKyBaHHSI,
BUNYCK cepii ); BepiHrep
lHrenbxanm ®apma
m6Xi Ko. KT,
HimevwunHa
(BUpOBHULTBO,

HimeyumHa,
Ipeuis,

BHECEHHSI 3MiH [0 peecTpaliviHux marepianis:

3MiHm Il TvMy - 3MiHM BHECEHO A0 iIHCTPYKLUiT AN Mean4Horo
3acTocyBaHHs Ta fikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BNacTuBOCTI" (YTO4HEHHs iHdopmalLlii),
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii".
3MiHV BHECEHO [10 KOPOTKOI XapaKTEPUCTUKU TTiKapCbKoro
3acoby go po3aginis 4.5."Ocobnusi BkasiBku Ta 3anobixHi
3axoaun npu 3actocyBaHHi", 4.9."MMoGiuHi peakuii”, 5.
"PapmakonoriyHi BnactueocTi 5.1. PapmakoanHamiyHi
BMacTMBOCTI".

BBengeHHss 3MiH NpoTarom 3-X MicALiB MiCNs 3aTBEepAXeHHS

3a
peuernmom

UA/15722/01/01
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Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

nepBuMHHE Ta BTOPUHHE
NaKyBaHHsi, KOHTPOIb
SIKOCTI, BUMYCK CepiT);
K" toENCiEc EME, IMpeuis
(anbTepHaTmBHa
naboparopia Ans
KOHTPOMIO TecTy
"MikpobionoriyHa
ynctora"); Nabop N+C
Al', HimeyunHa
(anbTepHaTVBHA
naboparopisa ans
KOHTpOMIo TecTy
"MikpobiornoriyHa
yuctota"); CI'C IHcTuTyr
PpeseHiyc Mm6X,
HimevwunHa
(anbTepHaTmBHa
naboparopisa Ans
KOHTPOMIO TecTy
"MikpobionoriyHa
uncrtora"); Papmilor
dapma JlogxicTik TM6X,
HimewunHa
(anbTepHaTmBHa
ainbHUURA ons
BTOPMHHOTO NaKyBaHHS);
LLreremanH
JlboHdbepriakyHreH yHA,
ToricTiwep Cepsic e. K.,
HimevunHa
(anbTepHaTVBHA
AinbHALA NS
BTOPVHHOIO MaKyBaHHs)

146.

CIHOXXAPOI®

TabneTku, BKpUTi
MnriBKOBOO
obonoHkoto, 5 Mr/850
mr; no 10 TabneTtok B
6nicTepi; no 6
6nicTepiB y KapTOHHI
Kopob L

BepiHrep
IHrenbxanm
IHTepHeLIHN

M™M6X

HimeyumH
a

A eHp Em LtabTect
'mo6X, HimewunHa
(KoHTpOnb sKoCTI (3a
BUHSITKOM TecTy
"MikpobGionoriuHa
uucrtora")); bepiHrep
IlHrenbxanm Ennac AE.,
Ipeuis (BMPOOHWLITBO,
KOHTpOInb SIKOCTi (3a
BUHATKOM TeCTy
"MikpobionoriyHa
yucTora"), NepBuHHe Ta
BTOPVHHE NaKyBaHHSI,
BUNycK cepii ); BepiHrep
lHrenbxanm ®apma
'm6Xi Ko. KT,

HimeyumHa,
Mpeuis

BHECEHHS 3MiH [0 peecTpauinHmx martepianis:
3MiHm Il TvMy - 3MiHM BHECEHO A0 iIHCTPYKLUiT AN Mean4Horo
3acToCyBaHHsA fikapcbkoro 3acoby Ao po3ginis
"®apmakonoriyHi BNacTuBOCTI" (YTOYHEHHs iHdopmaLlii),
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii".
3MiHV BHECEHO [10 KOPOTKOI XapaKTEPUCTUKU JTiKapCbKoro
3acoby go po3aginis 4.5 "Ocobnusi BkasiBku Ta 3anob ixHi
3axogun npu 3actocyBaHHI", 4.9 "lMobiuHi peakuii”, 5.
"®apmakonoriyHi BnactmeocTi 5.1. PapmakoanHamiyHi
BMacTUBOCTI".

BBegeHHs1 3MiH NpoTsArom 3-x MicCsiLiB Nicnsi 3aTBepaKEHHs

3a
peuernmom

UA/15723/01/01
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Ne
n/

Hasea
JniKkapcbK020
3acoby

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

HimevunHa
(BUPOOHUL TBO,
nepBuMHHE Ta BTOPUHHE
NaKyBaHHsi, KOHTPOIb
SIKOCTI, BUMYCK CepiT);
K toENCiEc EME, Mpeuis
(anbTepHaTMBHa
naboparopia Ans
KOHTPOMIO TecTy
"MikpobionoriyHa
ynctora"); Nabop J1+C
Al', HimeyunHa
(anbTepHaTVBHA
naboparopisa ans
KOHTpOMIo TecTy
"MikpoGionoriyHa
ynctora"); CI'C IHcTuTyr
PpeseHiyc Mm6X,
HimevwunHa
(anbTepHaTmBHa
naboparopia Ans
KOHTPOMIO TecTy
"MikpobionoriyHa
uncrtora"); Papmilor
dapma JlogxicTik TM6X,
HimeyumHa
(anbTepHaTmBHa
ainbHUURA ons
BTOPUHHOTO NaKyBaHHS);
LreremanH
JIboHd epriakyHreH  yHA
JloricTiwep Cepsic e. K.,
HimevunHa
(anbTepHaTVBHA
AinbHALA NS
BTOPWHHOIO NaKyBaHHs)

147 |

CIHIKAPOI®

TabneTku, BKpUTI
nriBKOBOO
obonoHkoto, 5 Mr/1000
mr; no 10 TabneTtok B
6nicTepi; no 6
6nicTepiB y KapTOHHIl
Kopobui

bepiHrep
IHrenbxanm
IHT epHeLLHN
M™M6X

HimeuvumH
a

A eHp Em LLtabTect
'm6X, HimeyuunHa
(KoHTponb sKOCTI (3a
BUHATKOM TEeCTY
"MikpobGionoriuHa
uucrtora")); bepiHrep
IHrenbxav Ennac AE.,
Mpeuis (BMPOGHWLTBO,
KOHTpOInb SIKOCTi (3a
BUHATKOM TeCTy
"MikpobionoriyHa
yucTora"), NepBuHHE Ta
BTOPUHHE MNaKyBaHHS,
BUNYyCK cepii ); BepiHrep

HimeyumHa,
Mpeuis

BHECEHHSI 3MiH [0 peecTpaliviHux marepianis:

3MiHm Il TvMy - 3MiHV BHECEHO A0 iHCTPYKLiT AN Mean4Horo
3aCcTOCyBaHHs fikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BNacTuBOCTI" (YTOYHEHHs iHdopmaLii),
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii".
3MiHV BHECEHO [10 KOPOTKOI XapaKTEPUCTUKU TTiKapCbKoro
3acoby go posginie 4.5."OcobnuBi BkasiBku Ta 3anobixxHi
3axogu npu 3actocyBaHHi", 4.9."MobGiuHi peakuii”,
5."®apmakonorivHi BnactmsocTi" 5.1. ®apmakoguHamiyHi
BNacTMBOCTI.
BBengeHHss 3MiH NpoTarom 3-X MicALiB MiCNs 3aTBEepAXeHHS

3a
peyernnom

UA/15724/01/01
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Popma eunycky

3aseHUK
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Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

Ymoeu
eidnycky

Homep
peecmpauitiHo2o
noceio4yeHHs1

IHrenbxanm Papma
6Xi Ko. KT,
HimevunHa
(BUPOOHUL TBO,
nepBuMHHE Ta BTOPUHHE
NaKyBaHHsi, KOHTPOIb
SIKOCTI, BUMYCK CcepiT);
K toENCiEc EME, Mpeuis
(anbTepHaTMBHa
naboparopia Ans
KOHTpOMIo TecTy
"MikpobiornoriyHa
ynctora"); Nabop J1+C
Al', HimeyunHa
(anbTepHaTVBHA
naboparopisa ans
KOHTPOMIO TecTy
"MikpoGionoriyHa
ynctora"); CI'C IHcTuTyr
PpeseHiyc Mm6X,
HimevwunHa
(anbTepHaTMBHa
naboparopia Ans
KOHTPOMIO TecTy
"MikpobionoriyHa
ynctora"); Gapmllor
dapma JlogxicTik MM6X,
HimevwunHa
(anbTepHaTmBHa
ainbHUURA ons
BTOPVHHOIO MaKyBaHHS);
LLreremanH
JIboHd epriakyHreH  yHA
JToricTiwep Cepsic e. K.,
HimevunHa
(anbTepHaTmBHa
ainbHUURA ons
BTOPWHHOIO NaKyBaHHs)

148

CcKonpun
nnoce

Tabnetku no 20
mr/12,5 mr; no 10
Tabnetok y 6nicTepi;
no 3 6nictepu B
Kopobui

ANKAIOIO A0
Ckon'e

Pecnybnik
a
MakenoHisn

Ankanoig Al - Ckor'e

Pecny6nika
MakenoHis

BHECEHHS 3MiH [0 peecTpaliviHux marepianis:
BUMPaBIeHHs TexHiYHoi momunku y MKA, y cneundikauii B
po3aini «CynposigHi AOMILLKN»

3a
peyernnom

UA/10253/01/01

149,

COLOEPM

eMYrbCia HaLKipHa

0,1 % no 20 mn, 50 mn
y donakoHi; no 1
hNaKoHy B KapTOHHil
navui

Lepmadapm
Al

HimeyumH
a

Mioe M6 X
ApuHanmiTTenb

HimeyumHa

BHECEHHS 3MIH O peecTpaLiviHuX MarepianiB: YTOYHEeHHSA
peectpaudiiHoro Homepa B Hakasi MO3 YkpaiHu
Ne 1554 Big 05.07.2019 B npoueci BHeCeHHA 3MiH (3miHn |
Tuny - 3miHn 3 skocTi. CepTtudpikar signosigHocTi/lE-
cepTudpikar BignoBiAHOCTI €BponenchbKin
dapmakonei/moHorpadii. NogaHHa HOBOro abo OHOBNEHOrO

3a
peuennom

UA/10254/04/01
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I1p onoBskeHns noaarka 3

Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
cepTudikara BignoBiAHOCTI abo BUNyMeHHS cepTudikara
Bi4NoBiAHOCTI €Bponencekin cdapmakonei: ona A®l; ans
BMXIHOTO MaTepiany/peareHTy/NpoOMiXKHOTO  MPOAYKTY, L0
BMKOPUCTOBYIOTBLCSA Y BUPOOHMUTBI ADI; Ans A0MOMiXHOI
pevoBUHM (cepTudikar BiAMoBIAHOCTI €BponenchbKii
dapmakonei) - OHoBreHW cepTudikar Bif yxe
3aTBepAXEHOro BUPOOHMKA - MOJaHHS OHOBIEHOTO
CeprwudpikaTy BignoBigHoCTI €Bponevicekin dapmakonei R1-
CEP 2003-095-Rev 03 (nonepeanHs Bepcis R1-CEP 2003-095-
Rev 02) Bia BXe 3arBepa)xeHOro BuMpobOHVMKa Teva
Pharmaceutical Industries LTD, India ans A®I 6eTameTasoHy
Banepary). Pepakuia B Hakasi - UA/10254/01/01.
3anponoHoBaHa pegakuia - UA/10254/04/01 .
150| TEBAIOP- Tabnetku ans TOB «TeBa YkpaiHa BankaHdapma-Pa3srpag Bonrapis BHECEHHS1 3MiH [0 peecTpaLiiHuX MaTepianis: 3MiHa 3asiBHMKA bes UA/4271/01/01
TEBA CMOKTaHHs no 20 Ykpai Ha» AT, bonrapis; (BMacHuka peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MO3 peuernma
Tabnetok y 6nicTepi; BankaHdapma-[ynHuu st Bia 23.07.2015 Ne 460).
no 1 abo 2 6nictepu B AT, bonrapis
KapPTOHHIM nayui
151 TETPAKCUM CYCMeH3is Ans iH ekuin CaHodi PpaHuis MOBHUN LIWKI PpaHuis/ BHECEHHA 3MiH O peecTpalinHuX Marepianis: 3MiHu | Tuny - 3a UA/13069/01/01
®/TETRAXIM no 0,5 mn (1 posa); no Mactep BMPOBHML TBA, KOHTPOSb YropLiuHa AnmiHicTpatvBHi 3miHW. 3MiHa HaimeHyBaHHA Ta/abo appecu peuennmom
BAKLUHA 1 nonepeaHLO SIKOCTi, BTOPUHHE 3asBHUKA (BracHWKa PeecTpauiiHoro MocBigYeHHs!) - 3MiHa
and 3aMoBHEHOMY  LLMpULY nakyBaHHs, BUMyCK agpecu TaHaMeHyBaHHA 3asiBHUKa; 3MiHu | Tuny -
MPO®INTAKT 3 MPVIKPINIeHo cepii: ApmMiHicTpaTvBHi 3MiHW. 3MiHa Ha3BK Nikapcbkoro 3acoby -
UK ronkoto (abo 2-ma CaHoopi MacTep, 3MiHa Ha3BW Nnikapcbkoro 3acoby. 3aTBepaKeHo:
OUDTEPI, OKpEMUWMU ronkamm), PpaHuis; TETPAKCUM/TETRAXIM BakuuHa Ans npodinakTuku
NMPABLA, LLLO MICTUTb CYCMEH3i0 BTOPVHHE MaKyBaHHs: AudTepii, NpaBLs, KalntoKy (auentonsipHun KOMMOHEHT) Ta
KALL JTIOKY onsid'ekyin, B CaHodpi-ABeHTic noniomieniTy ancopboBaHa, iHaKTVWBOBaHa, pigka
(ALUENONAP KapTOHHI kopobui abo MpamsiT Ko. JTa., 3anponoHosaHo: TETPAKCUM®/TETRAXIM BakuuHa ans
HUHA B CTaHOapTHO- YropLyuHa npodinakTvku AndTepii, NpaBUs, KalUmioKy (aLentonsapHui
KOMIMOHEHT | ekcropTHin ynakosui B KOMTMOHEHT) Ta noniomienity agcopboBaHa, iHaKTMBOBaHa;
) TA KapTOHHI kopobLui 3MinM | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MiHa HaliM eHyBaHHS
noniomieni Ta/abo agpecn MiCLs NMPOBaAKEHHS AisNbHOCTI
TY BUpOGHWKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
ACOPBEOBA BKITHOYaI0uM AiNbHULI BUNYCKY cepii abo micLie npoBeaeHHs
HA, KOHTPOIto SIKOCTI. (QisNbHICTb, 3a SKY BiAMnosiaae
IHAKTUBOBA BUPOO HUK/iIMMOPTEP, BKIIOYAOYM BUMYCK CEepiii) - NpYBEedEeHHS
HA, PIOKA HallMeHyBaHHA Ta aapecy BUPoDHWKa, Lo BiAMOBIiAaE 3a

BMNYCK Cepii, y BigMNoBiAHICTb 40 BMCHOBKY L0840
NiATBEPOKEHHA BiAMOBIAHOCTI BUPOOHMLTBA MiKapCbKuX
3acobiB Bumoram HBIT; 3minv | Tuny - AaMiHiCTpaTvBHI 3MiHW.
3MiHa HaMMeHyBaHHsT Ta/abo agpecu MicLs MPOBaAXEHHSI
OisNbHOCTI BUPOOHUKa/imnopTepa rOTOBOro fikapcbkoro
3acoby, BKMOYaoum 4inbHULi BUNYCKY cepii abo micue
NPOBEAEHHS1 KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a SKy BiAMnosiaae
BMPODHUK/iIMNOPTEP, BKITHOYaOUM BUMYCK Cepil) - NpuBegeHHst
HallMeHyBaHHA Ta agpecy BUpobHWKa, Lo BiAMOBIAaE 3a
BUMYCK Cepii y BIiANOBIAHICTL 40 BucHoBKy wogo
nigTBepaKeHHs BignOBi4HOCTI BUPOBGHMLTBA NiKapCbKuX
3acobiB Bumoram HBIT; 3minv | Tuny - AOMiHICTpaTMBHI 3MiHW.
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3MiHa HaMeHyBaHHS Ta/abo agpecy MicLs NPOBamXeHHS
OiSNbHOCTI BUPOOHUKa/imnopTepa rOTOBOro MikapcbKoro
3acoby, BKIoYaloum AinbHWLI BUNYyCKy cepii abo micue
npoBeOEeHHs1 KOHTPOIO SKOCTI. (AisnbHICTb, 3a Ky BiANOBiAae
BUPOG HUK/IMMOPTEP, He BKITHYalouM BUMYCK Cepii) -3MiHa
HalMeHyBaHHS Ta agpecu MicLs MPOBaIKEHHS AisnbHOCTI
BMPOOHWKA, BiAMOBIAANBHOTO 3@ BTOPUHHE NaKyBaHHs; 3MiHu |
Tvny - 3MiHM 3 SKocTi. [oToBMI MikapcbKkui 3aci6. 3mMiHny
BMPOOHMLTBI. 3amiHa abo BBeOeHHs1 L4,04aTKOBOI AiNbHUL
BMPOBHMLITBA ANS YaCTMHN abo BCbOro BUPOOHUYOro MpoLecy
FOTOBOrO Mikapcbkoro 3acoby (iHLi 3MiHM) - YTOYHEHHS
G YHKLiV AiNbHWLb BUPOOHMLTBA FOTOBOrO IiKapCbKoro 3acoby,
3MiHM | Tuny - 3MiHuM 3 sikocTi. MoToBUA nikapcbkuii 3aci6.
KoHTpornb rotoBoro nikapcbkoro 3acoby (iHLwi 3miHw) -
nepesaTrBepaXXeHHs AHaniTUYHOI HOPMAaTMBHOI [OKYMeHTauii
(AH[) Ha MeTtoawm koHTponto skocTi (MKA) 3 meToto
npvBegeHHss 4o Bumor Hakady MOS YkpaiHm Ne460 Big
23.07.2015 p.; amitm | Tvny - 3miHn Wono
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi 3miHm) -
3aMiHa rpadpiyHOro 306paXKeHHs1 YNMakoBKW Ha TEKCT
MapKyBaHHS A NEPBVMHHOI Ta BTOPUHHOI yMaKkoBKW ANSA
npuBeaeHHs y BignosigHicTb o Hakasy MO3 Ykpainu Ne 426
BiA 26.08.05 (y pepakuii Hakasy MO3 YkpaiHu Ne460 Big
23.07.2015 p.); 3Minm | TUny - 3miHn WwWono
6esnekn/edpekTUBHOCTI Ta dpapmakoHarnaay (iHwi 3miHu) -
MeTa uiei 3MiHM — 3apeecTpyBaTn anbTepHaTUBHUIA BUA
MapKyBaHHS NS BTOPUHHOI YNakoBKM Y 3B'A3KY 3
BnpoBagxeHHaMm Ctparerii komnaHii «CaHodi MNacTep» LWwono
60poTbbu 3 hanbcugdikoBaHO NMPOAYKLIED, B pamKax AKol
6yne BYMKOPUCTOBYBATUCb MEXaHI3M KOHTPOIIO MEPLLOro
PO3KPUTTA (KnanaH-Haknenka abo eTvkeTKa KOHTPosio
nepLIoro po3kpuTTS). Y 3B'A3KYi3 3anpornoHOBaHMMM  3MiHaMu
[003€TbCA 2 HOBVX BUAW BTOPUHHOI YTaKOBKU

152.

TETPAKCUM
®ITETRAXIM
BAKLIMHA
ans
MPOGINAKT
UKM
OV®TEPI,
KALL TIOKY
(ALENIONSP
HUK
KOMMOHEHT
), MPABLISA
TA
noniomien!
TY
ALCOPEOBA
HA,

cycneHsist ons iH'ekuin
no 0,5 mn (1 gosa); no
1 nonepenHL0
3arMoBHEHOMY  LUMPULLY
3 MPVIKPINIeHo
ronkoto (abo 2-ma
OKPEMUMU ronkamu),
LLLO MICTUTb CYCMEH3ito
aons iH'ekuin, B
KapTOHHI kopobui abo
B CTaHAapTHO-
€KCMOPTHIN ynakoBLi B
KapTOHHI KopoOLii

CaHodi

MacTtep

®paHuin

MOBHWA LIWKN
BMPOBHML TBA, KOHTPOSb
SIKOCTi, BTOPUHHE
naKkyBaHHsi, BWMyCK
cepii:
CaHoopi Mactep,
PpaHuis;
BTOPUHHE MaKyBaHHS:
CaHogpi-ABeHTiC
MpamsiT Ko. JTa.,
YropLyuHa

®paHuis/
YropLyuHa

BHECEHHA 3MiH A0 peecTpauiHux Marepianis: 3Minm | Tuny -
3MiHn 3 sikocTi. APl KoHTponb A®l. 3miHa y napametpax
cneumdikauivi Ta/abo AOMYCTUMUX MEX, BUSHAYEHUX Y
crneymdikayisx Ha ADI, aGo BUXiLHUIA/NPOM iXXHWIA
NPOAYKT/peareHT, LU0 BYUKOPVUCTOBYIOTECS Y MPOLLECI
BUMpoOHMLTBa A®I (3BY)KEHHSI JOMYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauii) - JogaBaHHa Bogu Ans iH'ekuin, wo
BUKOPVCTOBYETLCA A1 MPUrOTYBaHHA  KYNbTypanbHOro
cepenosua Bordet-Gengou Ans pobouux nociBHMX cepii
(Working Seed Lot) Bordetella pertussis y 6yaisni V18. TepmiH
BBEAEHHS 3MiH - civyeHb 2021 p. 3minm Il Tuny - 3miHn 3 sikoCTi.
A®I. KoHntponb A®I. 3miHa y meTogax BunpobyBaHHs APl abo
BUX/AHOTO Martepiany/MpoMiXXHOro MpPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETLCS Y npoueci BupobHnuTBa APl (cyrTeBa
3MiHa y 6ionoriyHoMy/iMyHOMoriYHOM Y/iMyHOXIMiYHOMY  MeTOoA
BMNpOoGYBaHHA abo METOAI, Y SKOMY BVYKOPUCTOBYETLCS
GionoriyHwii peareHT Ansi 6ionoriyHoro AP, abo rioro 3amiHa) -

3a
peuerinmom

UA/13069/01/01
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
IHAKTUBOBA [MoBepHEHHST 4,0 BUKOPUCTaHHA BUPOOHWMYOro CTaHaapTy
HA, PIOKA (batch FPS06-11) ansa FHA antigenicity test Ta ornumisauis
ELISA FHA titration method. BHeceHHs pepakuiiHUX npaBoK
[o po3giny 3.2.5.2.3.
153| TUPOIrEH® MOPOLLOK Ans [hxeHzanm Higepnax BTOpPWMHHA yraKkoBKa, Benwvka BHECEHHS 3MiH [0 peecTpauiviHux Marepianis: 3aMiHu | Tuny - 3a UA/9743/01/01
0,9 MI' MpUroTyBaHHA tOpon B.B. an [03BiN Ha BUMYCK cepii: BpuraHis/ ApminicTpaTtusHi 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecu peuerimom
po3uuHy (0,9 mr/mn) [xeHsanm Jlimiten, Ipnangis/ MicCList MPOBaAKEHHA AisnbHOCTI BUPODHMKa/imnopTepa
aonsiH ekuivno 1,1 mr; Benuka bputaHis; CLLA roTOBOrO NiKapCbKOro 3acoby, BKITHOYA4M OiNbHNLI BUMYCKY
2 pnakoHu 3 BMPOGHULTBO KiHL,EBOro cepii abo MicL e NPOBEOEHHS KOHTPOMIO SKOCTI. (AisnbHICTb, 3a
MOPOLLKOM Y npop Ty (fillffinish), AKY BiAAMoBiAae BUPOOHMK/IMNOPTEP, BKITHOYAO4M BUMYCK Cepilt)
KapTOHHI kopobui KOHTpPOIb Ccepii, - 3MiHa agpecu BupoGHuKka 13 [bkeHsainm JlimiTen, Benuka
nepsBvHHa Ta BTOPUHHA BpuraHia (BTopvHHa ynakoBka, [03BiNn Ha BUMYycK cepii), 6e3
ynakoBKa, [03BiN Ha 3MiHM Micusi BUpobHMUTBa (BBegeHHss 3MiH npoTsirom 6-Tu
BUMYCK Cepii: MicsUiB nicns 3aTBepaXeHHs!)
bxeHzanm lpnang
Jlimiten, lpnaHgis;
nepBrHHa ynakoBKa:
Xocnipa IHk., CLUA;
BMPOB HULITBO
HeposhacoBaHoi
NPOAYKLT:
[xeHsarv
KopnopenwH, CLUA
154 | TOPACEMIO nopowlok (cyoctaHuis) | TAT "®apmak” Ykpai Ha Xyoen bioko3 XeunneH Kutan BHECEHHSI 3MIH [0 peecTpaLivHux marepianis: - UA/10597/01/01
MIKPOHI3OB y nakerax dapmacktoTikan Ko., 3MiHu | Tuny - 3miHa y metogax BunpobyBaHHss AdIl abo
AHUN nonieTneHoBmx Iito BMXQHOO Marepiany/npoMiXHOro MPOAYKTY/peareHTy, Lo
noaBiNHMX Ans BMKOPUCTOBYETBCH Y mpoueci BupobHuuTBa APl - 3miHa
BUPOO HUL TBa METOAMKN KOHTPOMtO NokadHuka «Po3mip 4acTok», BU3HaYEeHHs
CTEepUNbHUX nNpoBOAUTLCH CYYXMM METOAOM; 3MiHM | TUNY - 3MiHM B MPOLLECI
nikapcbkmx opm BMpobHuLyTBa ADI - 3MiHa MeToay MiKpOHi3aLii y npoLeci
BUpobHMYTBa A®I. Ha 5Ta 6 cTagisx BMpobH14oro npoLiecy
(cTanist KoHAEHcaUT Ta OYMCTKN HEOUMLLLEHOro Topacemiay)
BiAGYNUcA He3HayHi 3MiHW y BUPOGHMHOMY MPOLLECi OTpyMaHHs
cybCcTaHLUii Topacemia MiKpoHi30BaHUi, a came, Oyrnu 3amiHeHi
peareHTu, SKi BUKOPUCTOBWOTBCS ANs 3miHv pH cuctemu npu
KpucTanisauii cydctanuii; aminm Il Tuny - 3miHa y napameTpax
cneymdikauivi Ta/abo AONyCTUMUX MEX, BUSHAYEHUX Y
crneymdikauisax Ha ADI, abo BUXi4HUIA/MPOM iXXHWI
NPOAYKT/peareHT, L0 BUKOPUCTOBYOTHLCS Y MPOLLEC
BMpoGHMLTBa A®DI - 3MiHW HOPMYBaHHS 3@ MOKA3HKOM
«Po3mip yactoky» y Cneuudikauii Ha ADI.
155| TPAHEKCAM pO34MH ONs IH eKuin, O "CTALA- Ykpai Ha [MpuBaTHe akuioHepHe YkpaiHa BHECEHHSI 3MIH [0 PEECTpaLiviHUX MarTepiarnis: 3a UA/7884/02/01
50 mr/mn, no5 mn B YKPAIHA" ToBapncTBO "Jlekxim- BUMPABMEHHS TEXHIYHMX MOMWIIOK B METOAaxX KOHTPOIO peuerimom
amnyni; no 5 amnyn B Xapki" roToBOro nikapcbkoro 3acoby B p.«KinbkicHe BU3HAYEHHS»
KOHTYPHI YapyHKOBIVi
ynakosui; no 1abo no
2 KOHTYpHI YapyHKOBI
V1IaKOBKM B nayyi
156 ] TPWOEPM® mMasbno 15 rabo 30 r LepiHr-Inay LLsenuapi LUepiHr-Inay J1abo H.B. benbris BHECEHHA 3MiH O PEECTPaLiHUX Marepianis: 3MiHW | Tuny - 3a UA/2022/02/01
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
y TYOi; no 11y6i B CeHrtpan lct E AnmiHicTpatvBHi 3miHW. 3MiHa HaimeHyBaHHA Ta/abo appecun peuennmom
KapTOHHI Kopobui Al 3asBHUKA (BNacHWKa peecTpauiiHOro MocBigYeHHs!) - 3MiHa
[ pecu 3asBHUKA
157 TPUBUMNUH® | Tabnetkn TOB HB® YkpaiHa TOB HB® "MIKPOXIM" YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis: 3a UA/12303/01/01
JIOHI NPONOHroBaHoi Aii no "MIKPOXIM" 3MiHM | TUNy - 3miHay meTogax BUNpobyBaHHS rOTOBOrO peyennom
500 mr; no 28 nikapcbkoro 3acoby (iHwWwi 3MiHM Yy MeTogax BunpobyBaHb
Tabnetok y 6aHui; no (BKkItOYakoumM 3amiHy abo [oMoBHEHHS)
1 ©aHui B nayui 3
KapTOHY
158 TPUIUNMUH® | TabneTkun TOB HB® YkpaiHa TOB HB® "MIKPOXIM" YkpaiHa BHECEHHSI 3MIiH [0 PEECTPALiVHUX MaTepianis: 3a UA/12303/01/02
NOHI NPOMOHroBaHoi Aii no "MIKPOXIM" 3MiHu | Tuny - 3miHa y meTogax BMNpobYBaHHSI FOTOBOrO peuennom
750 mr; no 28 nikapcbkoro 3acoby (iHwWwi 3MiHM Yy MeTogax BUNpobyBaHb
Tabnerok y 6aHui; no (BKMtOYaouM 3amiHy abo [0MOBHEHHS)
1 6aHui B nayui 3
KapTOHY
159 TPUSWUTIVH® | tabnertkn TOB HB® Ykpai Ha TOB HB® "MIKPOXIM" YkpaiHa BHECEHHSI 3MIH [0 PeeCTpaLiviHuX Martepianis: 3a UA/12303/01/03
NOHIr NPOMNOHroBaHoi  Aii no "MIKPOXIM" 3MiHu | Tuny - 3miHa y meTogax BUMNPoDYBaHHSI FOTOBOrO peuernmom
1000 mr; no 28 nikapcbkoro 3acoby (iHwi 3MiHM y MeTogax BUNpobyBaHb
Tabnetok y 6aHui; no (BKItOYaoumM 3amiHy abo [ oMoBHEHHS)
1 GaHui B nayui 3
KapTOHy
160 TPUHOMIA® Kancynu Teepai no Deppep Icnanis Peppep Icnanis BHECEHHA 3MiH A0 peecTpauinHux martepianis: 3MiHm | Tuny - 3a UA/15408/01/01
100 mMr/20 Mr/10 Mr; no | IHTepHauioHan IHTepHauioHanb, C.A. 3MiHu 3 sikocTi. MoToBMA nikapcbkui 3aci6. CTabinbHICTb. peuennom
7 xancyn y 6nicTepi; b, C.A. 3miHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
no 4 6nictepu B roTOBOrO NiKapCcbkoro 3acoby (36inbLUeHHA TepMiHy
KapTOHHI KopoOLi NpMOATHOCTI FOTOBOrO Nikapcbkoro 3acoby) - [ins Toproeoi
YNakoBKMW (MiATBEPAXYETLCA AaHMMW pearibHoro yacy) -
30inbLUEHHA TEepMiHy NPUOATHOCTI rOTOBOrO MiKapCbKOro
3acoby Ha OCHOBI MO3UTUBHWX PE3yNbTaTiB [0BrocTPOKOBUX
AocnigxeHb cTabinbHOCTI y peanbHOMY 4aci: 3aTBepaXeHo:
TepMiH npugaTHOCTI. 2 poku. 3anpornoHoBaHo:  TepMiH
npuaaTtHocTi. 3 poku. BBedeHHss 3MiH NpoTArom 6-Tu micsuis
nicrs 3aTBepAXKEHHSI.
161.| TPUHOMIA® Kancynu Teepai no Ddeppep IcnaHis Ddeppep IcnaHis BHECEHHSA 3MiH [0 peecTpauitHux Marepianis: 3Minm | Tuny - 3a UA/15409/01/01
100 mr/20 Mmr/5 Mrno7 | IHTepHauioHan IHTepHauioHanb, C.A. 3MiHu 3 sikocTi. MoToBwi nikapcbkun 3aci6. CTabinbHICTb. peuennom
kancyn y 6nicTepi; no b, C.A. 3MiHa y TepmiHax npuaatHocTi abo ymoBax 36epiraHHs
4 6nictepu B roTOBOrO NiKapCcbkoro 3acoby (36inbLUeHH TepMiHy
KapTOHHI KopobLii npuaaTHOCTI roTOBOro fikapcbkoro 3acoby) - [nsi Toprosoi
YNaKoBKM (MiATBEPAXKYETLCA JAHUMMW pearnbHOro Yacy) -
36inbLUEHHA TEPMiHy NPUOATHOCTI rOTOBOrO MiKapCbKoro
3acoby Ha OCHOBI MO3WTMBHMX PE3YIbTaTiB [0BroCTPOKOBUX
AocniaxeHb cTabinbHOCTI y peanbHOMY 4aci: 3aTBepaXeHo:
TepmiH npygatHocTi. 2 pokn. 3anporoHoBaHo:  TepMiH
npuaaTHocTi. 3 pokn. BeedeHHs 3MiH npoTsroMm 6-Tu micsauis
nicrs 3aTBEPOAKEHHS.
162 TPUHOMIA® Kancynu Teepai no Deppep Icnanis Peppep Icnanis BHECEHHA 3MiH A0 peecTpauinHux marepianis: 3MiHm | Tuny - 3a UA/15410/01/01
100 mr/20 mr/2,5 mr; IHTepHaLioHan IHTepHauioHanb, C.A. 3MiHu 3 sikocTi. MoToBMA nikapcbkui 3aci6. CTabinbHICTb. peuennom
no 7 kancyn y b, C.A. 3miHa y TepmiHax npugartHocTi abo ymoBax 36epiraHHs

6nictepi; no 4

rOTOBOrO NiKapCbKoro 3acoby (306inbLIEHHA TEPMiHY
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Ymoeu

Homep

Ne
n/

Hazea
JniKkapcbK020

Popma eunycky

3aseHUK

Kpaina

Bupob6Huk

Kpaina

Peecmpaujitina npoyedypa

eidnycky

peecmpauitiHo2o
noceio4yeHHs1

3acoby

6nicTepn B KapTOHHIN
Kopobui

npuaaTHOCTI rOTOBOro fikapcbkoro 3acoby) - [ns Toprosoi
YNaKkoBKU (NigTBEpOXYETbCA AaHUMW pearbHOro 4acy) -
30iNbLUEHHA TEPMiHy NPUOATHOCTI rOTOBOrO MiKapCbKoro

3acoby Ha OCHOBI MO3UTUBHMX PEe3yrbTarTiB [OBroCTpPOKOBMX

AocniaxeHb cTabinbHOCTI y peanbHOMY 4aci: 3aTBepaKeHo:
TepmiH npygaTHocTi. 2 pokn. 3anporoHoBaHo:  TepMmiH

npuaaTtHocTi. 3 pokn. BeeaeHHa 3MiH npoTarom 6-Tm Micsauis

nicrisi 3aTBepOKEHHSI.
BHECEHHS 3MiH A0 peecTpauiviHux Marepianis: 3MiHM | Tuny -

3a

UA/12137/01/01

163,

TPUCOJ1b

po34MH AN iHDY3iN,
no 200 a6ono 400 mn
y nnswkax

MpueaTHe
aKLiioHepHe
TOBapUCTBO

"IHpyzia"

Ykpai Ha

MpuBaTHe akuioHepHe
ToBapucTBo "IHdyzia"

YkpaiHa

3MiHu 3 skocTi. [oToBUM Mikapcbkum 3aci6. 3mMiHny
BMPOOHMLTBI. 3amiHa abo BBeAeHHst [0AaTKOBOI AinbHULI
BMpPOOHMLTBA ANS YacTuH1 abo BCbOro BMPOOHWYOrO MpoLiecy
roTOBOrO Nikapcbkoro 3acoby (AinbHWLSA, Ha SKili NPOBOASATbCS
6yab-sKi BUpoGHWYI cTafii, 3a BUHATKOM BUMYCKY cepil,
KOHTPOIIO SIKOCTi Ta BTOPUHHOTO MaKyBaHHS A5l CTEPUIMBbHUX
nikapcbknx 3acobiB (BKIO4a0um BUpPOOeHi acenTuiHum
METOAOM), KpiM NiKapCbKnx 3acobiB
Gionori4yHoro/iMyHoMoriYHoro noxoakeHHst). CymyTHa 3MmiHa -
3MiHu 3 skocTi. [oToBUM Mikapcbkum 3aci6. 3mMiHny
BMPOOHMLTBI. 3amiHa abo BBeOeHHs1 L4,04aTKOBOI AiNbHUL
BMPOBHMLITBA ANS YaCTMHN abo BCbOro BUPOOHUYOro MpoLecy
roTOBOrO Nikapcbkoro 3acoby (AinbHULS ANS BTOPUHHOIO
nakyBaHHs1) - 3MiHM 3 siKocTi. FoTOBWMIA nikapcbkuii 3aci6. 3miHu
y BUpPOOHML TBI. 3MiHW Y NpoLeci BUPOOHWLTBA FOTOBOTO
nikapcbkoro 3acoby, BKIHOYaYM NPOMIXKHUIA MPOOYKT, LLO
3aCTOCOBYETLCS MPU BUMPOOHWLTBI FOTOBOrO MikKapCbKoro
3acoby (iHWi 3miHW) - BBEAEHHA A00aTKOBOI AinbHUL
BMpOOHULTBa. Cxema, TexHOMOoriyHi cTagii BUpoOHUL TBa,
napameTpy KOHTPOSO B MPOLLECi BUPOOHWLTBA He
3MiHIOTbCA. HesaHauHi 3MiHM B 06naaHaHHi BignoBiaalTb
Bumoram GMP; 3miHa BuknageHHs iHdopmMaLii y cxemi i onuci
BMPOOHMLTBA; 3MiHa TepMiHy 36epiraHHa MpoMidXHOI mpogyKLuii
;3MiHm | Tuny - 3miHn 3 sikocTi. [oToBMIA Nikapcbkuin 3aci6.
3MiHn y BUpobHMLTBI. 3MiHa iMMopTepa/aMiHK, L0 CTOCYOTLCS
BUNYCKY Cepii Ta KOHTPOMIO SKOCTi FOTOBOrO f1iKapCbKoro
3acoby (3amiHa abo fodaBaHHA BUPOOHMKA, LLLO BiAMOBIAAE 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bkntovatoun
KOHTpOnb/BUNPOOYBaHHS  cepii - BBEAEHHA [,04aTKOBOI
OinbHALI BUPOOHMLTBa (3aranbHa KinbKiCTb Y1akoBOK 3 HOBOHO
a[pecol0 CTaHOBUTb 4 LUTYKW, LLO MOB'A3aHO 3 BUKOPUCTaHHAM
Y BUPOOHMLTBI MNSILLIOK ABOX TUMNIB 3 AiaMeTpoM roprnosuHu 17
MM Ta 3 JiaMeTpoM roproBuHn 22 MM). 3MiHV BHECEHI B
po3ain "Micue3HaxogkeHHs BUpoOOHWMKA Ta agpeca Micus
NPOBaAKEHHS MOro AisnbHOCTI" (BBEAEHHS AodaTKoBOl
AiNbHULI BUPOOHUL TBA) B iHCTPYKLIiO AN MEeAN4YHOro
3aCTOCyBaHHA MiKkapcbKoro 3acoby Ta sk HacniaokK -
3aTBEPAKEHHS TEKCTYMapKyBaHHsI YaKoBKW NS HOBOI
BUPOGHMYOI AinbHULi; 3MiHM | Tvny - 3MiHM 3 sikocTi. MoToBU
nikapcbkui 3aci6. 3MiHn y BUpoOGHMLTBI. 3MmiHa po3mipy cepii

(BK1HOYAKOYM Aiana3oH po3Mipy cepii) roToBOro Nikapcbkoro

peyernmom
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
3acoby (3meHweHHA [0 10 pasiB) - 3MEHLLEHHS] TEOPETUYHOrO
pO3Mipy cepii roTOBOro Nikapcbkoro 3acoby (3aTBepaKeHo:
2000,00 n, 3anponoHoBaHo: 2000,00 n Ta 500,00 i)
164| ®ABPA3BUM® | nopowlok Ans [breHzanm HigepnaH bxeHzanm lpnang Ipnangis, BHECEHHSI 3MiH 40 PEECTPaLiiHUX MarTepianis: 3a UA/10306/01/01
MpUroTyBaHHA HOpon B.B. aon Timiten, lpnaHgis Benvka 3MiHM | TUNy - 3miHay meTogax BUNpobyBaHHS rOTOBOrO peyennom
KOHUeHTpaTy (5 mr/mn) (BMPOBHULTBO KiHLLEBOIO BputaHis, nikapcbkoro 3acoby (HesHayHa 3MiHay 3aTBepaXeHUX
059 po3ynHy Ans npop Ty (fillffinish), CrionyyeHi Metoaax BunpobyBaHHs); 3MiHu Il Tvny - 3MiHa y napameTpax
iHY3i; mo 5 mr abo KOHTpPOMb Ccepii, Wratn cneumdikauivi Ta/abo AOMyCTUMUX MEX, BUSHAYEHUX Y
no 35 Mry nakoHi; nepeBvHHa Ta BTOPUHHA Amepukun cneuundikauisx Ha APl, abo ByXOHUA/NPOMIiXXHWIA
no 1 dorakoHy B yMaKkoBKa, [03BiN Ha NPOAYKT/peareHT, LU0 BUKOPUCTOBYOTLCS Y MPOLLECI
KapTOHHI kopobui 3 BUNYCK cepii (4ns BUpoGHMLTBa ADI (BUNYydeHHs napameTpa cneuumdikauii, akuin
MapKyBaHHSIM dnakoHy no 35 mr)); MOXe MaTu CyTTeBUA BNvB Ha sKkicTb AP| Ta/abo rorosoro
yKpai HCbKOK MOBOIO [bkeHzanm Jlimites, nikapcbKkoro 3acoby)
Benvka BpuraHis
(BTOpVHHA YNaKoBKa,
[03BiN Ha BUMYCK cepii);
Xocnipa IHK., CnonyyeHi
Lratn Amepukn
(BPOBHULTBO,
nepBrHHa YNakoBKa)
165 ®EPUHXEKT | po3uuH gnsiHekuinTa Bicbop Weenuapi | An i Ti Bionorika TM6X | HimeuunHa, BHECEHHA 3MiH 4O peecTpauiiHuX Marepiarnis: 3a UA/13356/01/01
® iHpysin, 50 mr/mn, no (IHTepHeLwHn) A , HimewunHa LLiseruapis BvnpaBneHo TexHiYHy MOMWIKY B TEKCTi MapKyBaHHs peuernmom
2mnabono 10 mny IHK. (BMPOBHUL TBO BTOPVHHOI YNAKOBKWM FOTOBOrO JiKapCbKoro 3acoby y p. "Ymosu
nakoHi; no 1 abo 5 Hepo3dacoBaHoI 36epiraHHs".
hNaKoHIB Yy KapTOHHI NpoAYKLii, NepBvHHa Ta
Kopobui BTOpVHHA yNakoBKa );
BINCO N'm6X,
HimevwunHa
(BUPOBHML TBO
Hepo3dacoBaHoi
nNpoAYKUIiT, NepeuHHa Ta
BTOPUHHA YMNaKoBKa);
BAJIOA, Weenuapis
(BTOPMHHA ynakoBKa);
Bicbop (IHTepHeLuHmn)
IHk., WBenuapis
(BTOpPMHHA ynaKkoBka,
[03BiN HA BUMYCK cepii )
166.| ®OTUN® Kpanni o4Hi; no 5mny Canten AT PiHnsHgina Burpob Huk DinnaHais/ BHECEHHA 3MiH 0 peecTpauinHux Marepianis: 3MiHu | Tuny - 3a UA/2384/01/01
b nakoHi-KpanenbHUL; BignoBiganbHUN 3a Kuran AnmiHicTpatvBHi 3miHW. 3MiHa HaiMeHyBaHHA Ta/abo appecun peu.ennom

no 1 drakoHy-
KpanenbHuui B
KapTOHHI KOpoOLii

BMPOOHMLTBO in bulk,
NEPBUHHY Ta BTOPUHHY
JMaKOoBKY, KOHTPOIb
SAKOCTI:
Hexkct®apma AT,
diHnaHain;
Bupob Huk
BiANOBiganbHUN 3a
BMPOOHMLITBO in bulk,

MiCLISi MPOBaAKEHHA AifnbHOCTI BUPOBHMKa/imnopTepa
rOTOBOrO MiKapCbKoro 3acoby, BKITHOYalouM AinbHUL BUNYCKY
cepii abo MicLe NPoBeAEHHs1 KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a
SIKY BiAMNoBiAae BUPOOHMK/IMMOPTEP, HE BKIOYaKUM BUMYCK
cepili) - 3MiHa Ha3BW BMPOOHWMYOI AinbHWLI BigNOBiAanbHOI 3a
BUPOOHUL TBO, NEPBUHHOI Ta BTOPWHHOI YNaKOBKW, KOHTPOSHO
sikocTi CaHteH AT, ®iHnsHaia Ha Hekct®apma AT, OiHnaHais
BHaCnigok npogaxy BUMPOGHWYOI AinbHULi. BupobHuK,
BiZINOBiJaNbHUA 38 BUMYCK cepii 3anuviiaeTbecs 6e3 3MiH
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Ne

Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpaujitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
NEPBUHHY Ta BTOPUHHY
YMaKOBKY:
CaHteH dapmacktoTikan
(Kutan) Ko. Itg, Kuram;
Bupo6 Huk
Bi4NOBIigANbHWA BUMYCK
cepii:
CaHteH AT, ®DiHnsHgia
167 ®OTUN® Kpanni o4Hi; no 5mny CaHteH AT PiHnsHOisa Burpob Huk PinnsHais/ BHECEHHA 3MiH 0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 3a UA/2384/01/02
®OPTE ronieTuneHoBoMy BiANOBiganbHU 3a Kutan AnmiHicTpaTusHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuernmom
b NaKoHi-KpanenbHULi; BMPOBHMLTBO in bulk, MiCLISi MPOBaKEHHA AisnbHOCTI BUPOBHMKa/imnopTepa
no 1 drakoHy B NepBVHHY Ta BTOPUHHY roTOBOr0 NiKapCbKoro 3acoby, BKIHOYaUM OiNbHULI BUMYCKY
KapTOHHI KopoOLii YaKoBKY, KOHTpPOIb cepii abo MicLe NpoBeOEHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3@
SIKOCTi: SIKy BignoBigae BMPOOHUK/iIMNOPTEP, He BKIIOYauM BUMyCK
Hekctd®apma AT, cepii). 3MiHa Ha3BM BMPODHWYOI AinbHWLI BigMNOBiAaNbHOI 3a
DiHnaHgis; BMPOOHUL TBO, MEPBMHHOI Ta BTOPMHHOI YNAKOBKW, KOHTPOIIO
Bupo6 Hrk sikocTi CaHteH AT, ®iHnsHais Ha HekcTt®apma AT, OiHnaHais
BignoBiganbHUin 3a BHacNigoK NPOAaXy BUPOOHWMYOI AinbHWLI. BUpobHUK,
BMPOBHMLTBO in bulk, BiANOBIAaNbHUA 3a BUNYCK cepii 3anuwaeTtbest 6e3 3MiH.
NepBYHHY Ta BTOPUHHY
YMaKOoBKY:
CaHteH ®apmacbtoTikan
(Kutan) Ko. ITg, Kutan;
Bupob Huk
BiANOBiganbHUN 3a
BUMYCK Cepii:
CanteH AT, ®iHnsaHain
168 ®YIIKYTAH mMa3b2 %mno5r, 151 Hepmacapm HimewumH mibe FTmM6X HimevunHa BHECEHHA 3MiH O peecTpalinHuX Marepianis: 3MiHW | Tuny - 3a UA/10307/02/01
abo 30 ry Ty6i; no 1 Al a ApuHanmiTTenb 3MiHv Wwopo 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuennmom
TYOi B KAPTOHHIV nauLi 3MiHa y KOPOTKIiN xapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHSI Ta iHCTPYKUIT ANA MeQUYHOro 3acTOCyBaHHA Ha
nifACcTaBi PerynspHO OHOBIIOBAHOTO 3BiTYy 3 6esnekun
nikapcbkoro 3acoby, abo gocnifxeHb 3 6e3nekn 3acTocyBaHHs!
nikapcbkoro 3acoby B nicnspeecTpauiiii nepioq, abo sk
pesynbTaT OUiHKM 3BiTYy 3 AOCMiAXeHb, MPOBEAEHUX BiAMOBIgHO
A0 nnaHy negiatpudHux gocnigxers (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTH/M YOBHOBAXXEHUM OpraHoM) - 3MiHV BHECEHI [0
iHCTPYKLIT ANS MeQMYHOrO 3acTOCYBaHHS MiKapcbKoro 3acody B
po3ain "MNokasaHHs", Ta po3ginu: "lMNpoTunokasaHHs",
"B3aemMogist 3 iHWMM K nikapcbkMMu 3acobamu Ta iHLWi Bugmn
B3aemogin", "OcobnmeocTi 3acTocyBaHHa" (y T. M.
"3acTocyBaHHA Yy nepion BariTHocTi abo rogyBaHHs rpynat”),
"Cnocib 3acTocyBaHHa Ta go3u",y 7. u."Oitn",
"Mepeno3yBaHHs", "MobiyHi peakuii” 3rigHO 3 AaHUMK OO0
6e3nekn Aito4oi pevoBUHN
169 XENMNEKC® Ma3bno 20 rabo 40 r Mosi Xenc LLisenuapi Casa Xenckea JIta IHois BHECEHHS 3MiH [0 peecTpauiviHux marepianis: 6e3 UA/11390/01/01
EDEKT y TYOi: no 1 Ty0i B mM6X 2l 3MiHM | TVNy - 3MiHW Lo o Ge3nekn/edd ek TUBHOCTI Ta peuenna
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Ne Hasea Popma eunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbKo20 eidnycky peecmpauitiHo2o
n 3acoby noceio4yeHHs
navui 3 KapToHy hapmakoHarnsay, OHOBIEHHS BXe 3aTBEPAXEHOro TEKCTY
MapKyBaHHsi BTOPWHHOI Ta MEPBMHHOI YNAKOBKW NikapcOKoro
3acoby. BBeneHHst 3MiH NpoTsArom 6-Tu MicsLiB nicns
3aTBEPAKEHHSI.
170| LUEHTPABIH® | TabneTku, BKpUTi MAT "®apmak” YkpaiHa BupoGHMLTBO, IHgis/ BHECEHHSI 3MiH [0 peecTpauiHux Marepianis: 3miHu | Tuny: 3a UA/16757/01/02
MniBKOBOKO nepsBvHHE Ta BTOPUHHE ManbTa ApmiHicTpaTvBHi 3MiHW. 3MiHa Ha3BK Nikapcbkoro 3acoby - peuerimom
obonoHkoto, no 300 naKyBaHHs: 3asHayeHHs1 3HaKy ToBapiB Tanocnyr y Hassi J13:
mr; no 10 Tabnetok y IHTac ®apmacstoTikanc 3arBepaxeHo: Centrabin LleHTpabiH Tabnerku, BKpuTi
6nicTepi, no 6 NimiTen, IHais; nniskoBoto obornoHkow no 300 mr 3anponoHoBaHo: Centrabin
6nicTepiB y mavui KoHTponb Ta Bumyck LleHTpabiH® TabneTku, BKpUTI NniBkoBoto oboroHkow no 300
cepii: Mr. BBegeHHs 3MmiH npoTarom 6-Tu micauis nicnsa
Papmakea [Npemiym 3aTBEPAKEHHS.
JiItn, ManbTa
171] UEHTPABIH® | TabneTku, BKpUTi MAT "®apmak” YkpaiHa BvpobHML TBO, IHgis/ BHECEHHS 3MiH [0 peecTpauiHux Marepianis: 3MiHv | Tuny: 3a UA/16757/01/01
MnriBKOBOIO nepBvHHE Ta BTOPUHHE ManbTa AamiHicTpaTuBHi 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - peuennom
obonoHkoto, no 150 naKyBaHHs: 3asHayeHHs1 3HaKy ToBapiB Tanocnyr y Hassi J13:
mr; no 10 Tabnetok y IHTac ®apmacstoTikanc 3arBepaxeHo: Centrabin LleHTpabiH TabneTku, BKpuTi
6nictepi, no 6 NimiTen, IHais; nniskoBoto o6ornoHkoto no 150 mr 3anporoHoBaHo: Centrabin
6nicTepiB y mavui KoHTponb Ta Bumyck LleHTpabiH® TabneTkn, BKpUTI MniBkoBoo obonoHkow no 150
cepii: Mr. BBeaeHHa 3MiH npotarom 6-Tm micauis nicns
Papmakea [Npemiym 3aTBEPAKEHHS.
JlIto, ManbTa
172 | UEHTPABIH® | TabneTku, BKpUTi MAT "®apmak” YkpaiHa BupoGHMLTBO, IHgis/ BHECEHHA 3MiH [0 peecTpauiHux Marepianis: 3miHu | Tuny: 3a UA/16757/01/03
MnriBKOBOIO nepBvHHE Ta BTOPUHHE ManbTa AamiHicTpaTuBHi 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby - peuennmom
obonoHkoto, no 500 naKyBaHHs1: 3asHayeHHs1 3HaKy ToBapiB Tanocnyr y Hassi J13:
mr; no 10 TabneTtok y IHTac ®apmacbtoTikanc 3areepaxeHo: Centrabin LleHTpabiH Tabnetkn, BKpUTi
6nictepax, no 12 Nimiten, IHgis; nniekoBoto 06onoHkot no 500 mr 3anponoHoBaHo: Centrabin
6nicTepiB y mavui KoHTponb Ta Bumyck LleHTpabiH® TabneTkn, BKpUTI MniBkoBoo 0b6onoHkow no 500
cepii: Mr. BBeaeHHa 3MiH npotarom 6-Tm micauis nicns

Papmakea [Npemiym
JItg, ManbTa

3aTBepOKEHHS.

HavanbHuK Bigainy 3 nutaHb papmaue BTUYHOI
AianbHOCTI [lenapTamMe HTy peanisaudii nonitmk

T.M. JlackoBCbKU#"
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