MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
22.07.2019 Ne 1655
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

KOHTpOJ’IB 3d BUKOHAHHSAM IbOI'O HAKA3Yy 3d/IMIIAi0 3d coboro.

B.o. MinicTpa Y. CYIIPYH



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

22.07.2019 Ne 1655

MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEP>XABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 ¢hopma, ynakoska) 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3aco6y nocsioYyeHHs1
1. ANb®OPT pO34uH A4 iH ekyiin, 50 Mr/2 mn, Jenbta LLiBeiuapis lgon Inay flonym CaH. TypeuunHa peecTpauisi Ha 5 pokiB 3a He UA/17527/01/01
LOEKCA L.B. no 2 mn B amnynax; Ne 3 Ta Ne 6 Megiken Be Timx. A.LL. peuyenmom niosnsieae
B KOpPOo6kKax MpomoyLLH3 MepiognyHicTb NoAaHHA
Al perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaAHO Ao MNopsaaky
3ailicHeHHA hapMakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HaveHmMn y
nepiogNYHOCTI NOAaHHSA
perynisipHux 3BiTiB 3 6e3MeKu.
2. BEM®O/A PO34UH A5 iH EKLUii B BAT YropwmHa BAT "leneoH Pixtep”, YropumHa/ peecTpaduist Ha 5 pokis 3a He UA/17528/01/01
nonepeAHbO HanoBHEHIN pyuLi "l'efeoH YropumHa (36opka Himeuunna/ peyenmom nionsizae
no 75 MO (5,5 mkr)/0,125 mn; no PixTep" PYUKM ANS iH'EKUIN, AscTpis/ MepiognyHicTb NoAaHHSA
0,125 Mn po3unHy Ans iH'exuili B BTOPMHHA ynakoBKa, PpaHuia/ perynsipHO OHOBJ/IOBAHOrO 3BITY 3
nonepeAHbL0 HanoBHEHIN pyyli B [03BiN Ha BUMYCK cepii); Benvka 6e3neku BignosigHo Ao Mopagky
CK/ISIHOMY KapTpuaxi, 3 'yMOBOIO I'noko Tepa Mv6X, BpuTtaHis/ 3pjiicHeHHs chapMakoHarnsay,
NPO6GKO0-NOPLLUHEM i TYMOBUM HimeuyunHa (KOHTPO/b LLiBeiiuapis 3aTBEPKEHOIO HaKa3oM
[OVCKOM 3 asTlOMiHIEBUM AKOCTI 38 HACTYNMHUMMN MiHicTepcTBa OXOPOHM 340POB’SA
KOBMA4KoM, BMILLLEEHOMY Y PYUKy nokasHukamu: Oxidised Ykpainu Big 27 rpyaHa 2006 poky
0Nns BBefeHHs; no 1 abo 5, abo forms; N-Glycans); Ne 898, 3apeecTpoBaHuii B
10 nonepefHbLO HaAMOBHEHWX Na6opatopis MiHicTepcTBi tocTuii Ykpainu 19
Py4OK 3 04HOPa30BMMU rosIKamm thapmakonorii Ta rpyaHa 2016 poky 3a Ne
(BignosigHo 1 abo 5 a6o 10) i Tokcukonorii 'mM6X u Ko. 1649/29779 (y pegakuii Hakasy
cepseTkamMu, NPOCOYEHNMN KI', HimeuumHa MiHicTepcTBa OXOpPOHM 340pOB'A
cnupTom (BignosigHo 1 abo 5 (KOHTpO/Ib AKOCTI 3a YkpaiHu Big 26 BepecHs 2016
a60 10) B KapTOHHI Kopo6Lyi HaCTYNHWM NOKa3HUKOM poky Ne 996), cTaHOBUTb: 3riHO 3i

Biological Activity (in- CTPOKaMu, 3a3HayeHumun y




Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
vivo)); MonimyH nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

CaeHTigiK
IMMyHbGionoriwe
dopuyHr TM6X, ABCTpis
(anbTepHaTuBHWIA cainT
KOHTPOJII0 SIKOCTI 3a

HacTynHUMu
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
SDS-PAGE; Western

Blot; Isoelectric
Focussing Pattern;
Osmolality); Pecidapm

MoH, ®paHuisa

(BMpPOGHNLTBO

Hepo3acoBaHoi
nNpoAykKLujii, nepBuHHa
ynakoBka (KapTpuaxi);
KOHTPO/Tb AKOCTi 3a

HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;

Visual Appearance;
Visible Particles; Sub-

visible Particles I/l));
CilNi ®apmacbloTikasc

Nimiteq, Benvka
BpuTaHia (BUpobHMLTBO
Hepo3acoBaHoi

NpoAYKL,i; NnepBUHHA

ynakoBka (KapTpuaxi);

KOHTPO/Ib SKOCTi 3a

HacTynHUMu
nokasHukamu: Endotoxin

(LAL-assay); Sterility;

Visual Appearance;

Visible Particles; Sub-

visible Particles I/l);
YDA JlabopatopieH AT,

LLIBeiiuapisi (KOHTPOsb

AKOCTI 38 HACTYNMHUMKN

nokasHukamu: FSH

Content (SEC-HPLC);

Purity (SEC-HPLC);
Purity (Non-reducing
SDS-PAGE); SDS-
PAGE; Western Blot;

Isoelectric Focussing




OVCKOM 3 a/ItOMiHIEBUM
KOBMaYKOM, BMILLLEHOMY Y pyuKy
018 BBefAeHHs; no 1 abo 5, abo
10 nonepeHbLO HaNOBHEHUX
PYYOK 3 OHOPa30BVMW rOSIKaMu
(BignosigHo 1 abo 5 a6o 10) i
cepseTkamu, MPOCOYEHUMMN
cnupTom (BignosigHo 1 abo 5
a60 10) B KapTOHHIi KOpo6Lyi

AKOCTI 38 HACTYNMHUMK
nokasHukamu: Oxidised
forms; N-Glycans);
Na6opatopis
hapmakonorii Ta
Tokcmkonorii F'M6X n Ko.
KI, HimeuunHa
(KOHTpPO/Ib AKOCTI 3a
HaCTYMHVMM MOKa3HNKOM
Biological Activity (in-
Viv0)); MonimyH
CaeHTigiK
IMMyHbGionoriwe
dopyHr TM6X, ABCTpis
(anbTepHaTMBHWIA cainT
KOHTPO/IH0 SIKOCTI 3a
HacTynHUMu
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
SDS-PAGE; Western
Blot; Isoelectric
Focussing Pattern;
Osmolality); Pecicdhapm
MoH, ®paHuis
(BpPOGHNLTBO
Hepo3hacoBaHol
nNpoAykKLjii, NnepBuHHa
ynakoBka (KapTpuaxi);
KOHTPO/Tb AKOCTi 3a
HaCTyMHUMM
nokasHukamu: Endotoxin
(LAL-assay); Sterility;
Visual Appearance;

MiHicTepcTBa OXOPOHW 340POB’SA
Ykpaiuu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnMmn y
nepiognYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
Pattern; pH Value;
Osmolality;
Indentification of
Sucrose; Identification of
L-methionine; L-
methionine Content;
Dose Accuracy)
3. BEM®O/A PO34MH ANA iH EKLN B BAT YropluHa BAT "lepieoH Pixtep", YropwuHa/ peecTpadis Ha 5 pokis 3a He UA/17528/01/02
nonepeAHbLO HanoBHEHIN pyuLli "l'efeoH YropuuHa (36opka Himeuunna/ peyenmom nionsizae
no 150 MO (11 mkr)/0,25 mn; no PixTep" PYUKM ANA iH'EKUIN, AscTpis/ MepioAnyHICTb NOAAHHSA
0,25 MmN po34MHY ANA iH'eKLili B BTOPVHHA YNakKoBKa, PpaHuis/ perynsipHo OHOB/IIOBAHOTO 3BITY 3
nonepeAHbLO HanoBHEHIN pyyl,i B [03BiN Ha BUMYCK cepii); Benvka 6e3neku BignosigHo Ao Mopsgky
CKNAAHOMY KapTpuaxi, 3 'yMOBOIO I'noko Tepa Mv6X, BputaHis/ 3pjificHeHHs hapMakoHarnsay,
NPO6KOI0-NOPLUHEM i TYMOBUM HimeuyunHa (KOHTpOb LLiBeiiuapis 3aTBEPKEHOIO Haka3oM




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

Visible Particles; Sub-
visible Particles I/l));
Cilni ®apmacbloTikasc
Nimiteq, Benvka
BpuTaHia (BUpobHMLTBO
Hepo3acoBaHoi
NpoAyKLii; NnepBUHHA
ynakoBka (KapTpuoxi);
KOHTPO/Ib SKOCTi 3a
HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/l);
YDA JlabopatopieH AT,
LLIBeiiuapisi (KOHTpPOsb
AKOCTI 38 HACTYNMHUMMN
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
Purity (Non-reducing
SDS-PAGE); SDS-
PAGE; Western Blot;
Isoelectric Focussing
Pattern; pH Value;
Osmolality;
Indentification of
Sucrose; Identification of
L-methionine; L-
methionine Content;
Dose Accuracy)

BEM®O/A

PO34MH ONS iH eKLili B
nonepeaHbLO HaMoBHEHIN pyuyLi
no 225 MO (16,5 mkr)/0,375 mn;
no 0,375 M1 po3unHy 4nsa
iH'eKLjn B nonepeaHbo
HamnoBHEHIN pyuyLji B CKNSIHOMY
KapTpuaXi, 3 'yMOBOIO NMPOOKOI0-
MOPLUHEM | TyMOBVM AVCKOM 3
TIOMIHIEBVM KOBMAYKOM,
BMiLLlEHOMY Y PYYKy A5t
BBe[EHHS; no 1 abo 5, abo 10
nonepeaHbLO HaNOBHEHUX PYYOK
3 04HOPa30BVMU rofiKaMm
(BignosigHo 1 a6o 5 a6o 10) i
cepBeTKamu, MPOCOYEHUMM
cnupTom (BignosigHo 1 a6o 5

BAT
"lepeoH
PixTep"

YropmHa

BAT "lepeoH Pixtep",
YropuHa (36opka
PYYKM ANA iH'EKLIN,

BTOPUHHA YNaKoBkKa,
[,03BiN Ha BUNYyCK cepil);
noko Tepa M'M6X,

HimeuunHa (KOHTpONb

AKOCTI 38 HACTYNMHUMM

nokasHukamu: Oxidised
forms; N-Glycans);

Na6opatopis
hapmakonorii Ta
Tokcmkonorii TM6X un Ko.
KI, Himewunxa
(KOHTpPO/Ib SIKOCTI 3a
HaCTYMHVM MOKa3HNKOM

YropumHa/
Himeuunna/
AscTpisi/
PpaHuis/
Benvika
BputaHis/
LLiBeiuapis

peecTpauist Ha 5 pokis

MepiognyHiCTb NOAAHHSA
perynspHO OHOB/HOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsgky

3piicHeHHs1 chapMakoHarnsgay,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i

3a
peyerimom

He
nionsieae

UA/17528/01/03




Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
Biological Activity (in- CcTpokamu, 3a3Ha4eHUuMmn y
nepiognYHOCTI NOAaHHSA

ab60 10) B KapTOHHI kOpo6Lyi

vivo)); MonimyH
CaeHTidik
IMMyHb6ionoriwe
®opuiyHr M'm6X, ABCTpis
(anbTepHaTMBHWI cant
KOHTPOJTIO AKOCTI 3a
HacTynHUMu
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
SDS-PAGE; Western
Blot; Isoelectric
Focussing Pattern;
Osmolality); Pecidapm
MoH, ®paHuis
(BUPOBHULTBO
Hepo3acoBaHoi
NpoAyKLii, NnepBUHHA
ynakoBka (KapTpuoxi);
KOHTPO/Ib SKOCTi 3a
HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles l/Il));
Cili ®apmacbloTikasnc
Nimiten, Benvka
BputaHis (BUpo6HMLITBO
Hepo3dacoBaHol
NPOAYKLUIT; NepBUHHA
ynakoBka (KapTpuaxi);
KOHTPO/Tb AKOCTI 3a
HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles l/ll);
YO®AI NabopatopieH Arl,
LLIseiiuapisi (KOHTpPOsb
AKOCTI 38 HACTYNMHUMM
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
Purity (Non-reducing
SDS-PAGE); SDS-

PAGE; Western Blot;

perynsipHux 3BiTiB 3 6e3neku.




[OUCKOM 3 a/TIOMiHIEBUM
KOBMaYKOM, BMILLLEHOMY Y pyuKy
Ans BBefeHHs; no 1 abo 5, abo
10 nonepefHbO HaMOBHEHMX
PYYOK 3 0JHOPA30BVMW rONIKaMu
(signosigHo 1 a6o 5 a6o 10) i
cepBeTkamu, NpocoYeHNMN
cnupTtom (BignosigHo 1 a6o 5
a60 10) B KapTOHHI kopo6Lyi

AKOCTI 38 HACTYNMHUMM
nokasHukamu: Oxidised
forms; N-Glycans);
Na6opatopis
hapmakonorii Ta
Tokcmkonorii TM6X n Ko.
KI, Himewunxa
(KOHTpPO/Ib SIKOCTI 3a
HacCTYMHVM MOKa3HNKOM
Biological Activity (in-
vivo)); MonimyH
CaeHTidik
IMMyHb6ionoriwe
PopuiyHr Mm6X, ABCTpis
(anbTepHaTuBHWI cant
KOHTPOJII0 AKOCTI 3a
HacTynHUMu
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
SDS-PAGE; Western
Blot; Isoelectric
Focussing Pattern;
Osmolality); Pecidhapm
MoH, ®paHuis
(BUPOGHMLTBO
Hepo3gacoBaHoi
NPOAYKLUiT, NepBUHHa
ynakoBka (KapTpuoxi);
KOHTPO/Ib AKOCTi 3a
HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;

MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
Isoelectric Focussing
Pattern; pH Value;
Osmolality;
Indentification of
Sucrose; |dentification of
L-methionine; L-
methionine Content;
Dose Accuracy)
5. BEM®O/NA PO34nH A1 iH EKLin B BAT YropmHa BAT "lepeoH Pixtep", YropumHa/ peecTpauist Ha 5 pokis 3a He UA/17528/01/04
nonepeaHbLO HaMoOBHEHIN pyuyLli "I'epfeoH YropuHa (36opka HimewunHa/ peyenmom niosisieae
no 300 MO (22 mkr)/0,5 mn; no PixTep" PYYKM ANA iH'EKLIN, AscTpisi/ MepiognyHiCTb NOAAHHSA
0,5 M po3UnHY ANS iH'eKLiin B BTOPVHHA yrnakoBKa, PpaHuis/ perynspHO OHOB/IHOBAHOIO 3BITY 3
nonepeaHbLO HaNoBHEHIN pyYLi B [,03BiN Ha BUNYyCK cepil); Benvka 6e3neku BignosigHo Ao Mopsgky
CKNSAHOMY KapTpuaxi, 3 ryMOBOKO noko Tepa M'M6X, BputaHis/ 3piicHeHHs1 chapmMakoHarnsgy,
NPO6GKOI-NOPLUHEM i TYMOBUM HimeuyunHa (KOHTPOb LLIseliyapis 3aTBEPA)KEHOrO Hakasom




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

MocBi0OYEeHHs

Visual Appearance;
Visible Particles; Sub-
visible Particles l/Il));
Cili ®apmacbloTikasc

Nimiten, Benvka
BputaHis (BUpo6HMLITBO
Hepo3dacoBaHol

NPOAYKLUIT; NepBUHHA
ynakoBka (KapTpuaxi);

KOHTPO/Tb AKOCTI 3a

HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;

Visual Appearance;
Visible Particles; Sub-

visible Particles l/ll);

YO®AI NabopatopieH Arl,
LLIseiiuapisi (KOHTpOsb
AKOCTI 38 HACTYNMHUMM

nokasHvkamu: FSH
Content (SEC-HPLC);

Purity (SEC-HPLC);

Purity (Non-reducing

SDS-PAGE); SDS-
PAGE; Western Blot;
Isoelectric Focussing

Pattern; pH Value;
Osmolality;
Indentification of
Sucrose; |dentification of
L-methionine; L-
methionine Content;
Dose Accuracy)

BEM®O/A

PO34MH ON4 iH EKLi B
nonepeaHbO HaNoBHEHIN pyuyLli
no 450 MO (33 mkr)/0,75 mn; no
0,75 M1 po3unHy ANs iH'ekuili B
nonepeaHbLO HaNoBHEHIN pyyli B
CKMISAHOMY KapTpuaxi, 3 'yMOBOIO
NPOGKOI-NOPLUHEM | TYMOBUM
OVCKOM 3 a/ltoMiHIEBUM
KOBMAYKOM, BMILLLEHOMY Y PYuKy
0N BBeeHHs1; no 1 abo 5, abo
10 nonepeHbLO HANOBHEHUX
PY4OK 3 OJHOPA30BVMM rONIKamMu
(BignosigHo 1 a6o 5 a6o 10) i
cepBeTkamu, NPocoYeHUMU
cnupTom (BignosigHo 1 a6o 5

BAT
"TeneoH
PixTep"

YropumHa

BAT "l'eneoH Pixtep”,
YropwmHa (360pka
PYUKM ANs iH'EKUIN,

BTOPWHHA YNakKoBKa,
[03BiN Ha BMNyCK cepii);
I'noko Tepa M'M6X,

HimeyuunHa (KOHTPO/b

AKOCTi 38 HACTYNMHUMM

nokasHukamu: Oxidised
forms; N-Glycans);

Na6opaTtopin
dhapmakonorii Ta
TokcuKonorii F'M6X u Ko.
KrI, Himewunxa
(KOHTpPO/Ib SKOCTI 3a

YropumHa/
Himeuunna/
AscTpis/
PpaHuia/
Benvka
BpuTtaHis/
LLiBeiuapis

peecTpaduis Ha 5 pokiB

MepiognyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO Ao MNopsaky

3fjiicHeHHs chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHU 340P0OB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakujii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016

3a
peyenmom

He
nionsieae

UA/17528/01/05
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Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
poky Ne 996), cTaHOBWTb: 3rigHO 3i

ab60 10) B KapTOHHI kOpo6Lyi

HaCTYMHVM MOKa3HNKOM
Biological Activity (in-
vivo)); MonimyH
CaeHTidik
IMmyH6ionoriwe
dopyHr TM6X, ABCTpis
(anbTepHaTuBHMIA canT
KOHTPOJII0 AKOCTI 3a
HacTynHUMu
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
SDS-PAGE; Western
Blot; Isoelectric
Focussing Pattern;
Osmolality); Pecidhapm
MoH, ®paHuis
(B1pPOGHMLTBO
Hepo3dacoBaHol
NPOAYKLUiT, NepBUHHA
ynakoBka (KapTpuaxi);
KOHTPO/1b AKOCTI 3a
HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/11));
Cilli ®apmacbtoTikanc
Niviten, Benvka
BpuTaHis (BUpo6HMLITBO
Hepo3acoBaHoi
NpoAyKLii; NnepBuHHa
ynakoBka (KapTpuaxi);
KOHTPO/Tb AKOCTi 3@
HacTynHUMu
nokasHukamu: Endotoxin
(LAL-assay); Sterility;
Visual Appearance;
Visible Particles; Sub-
visible Particles I/l);

LLIBeiiuapisi (KOHTpPOsb
AKOCTI 38 HACTYNMHUMM
nokasHukamu: FSH
Content (SEC-HPLC);
Purity (SEC-HPLC);
Purity (Non-reducing

YO®AI NabopatopieH Arl,

SDS-PAGE); SDS-

CTpoKamu, 3a3HaveHumn y
nepiogNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

PAGE; Western Blot;
Isoelectric Focussing
Pattern; pH Value;
Osmolality;
Indentification of
Sucrose; Identification of
L-methionine; L-
methionine Content;
Dose Accuracy)

BIH®IH

Tabnetku, BKpUTI NNIiBKOBOO
060/10HKOI0, N0 5 Mr no 15
Tabnetok y 6nictepi, no 2
6nictepun y kopobLi 3 kKapToHY

leTepo
Na63
Niviteq

IHAjsA

leTepo /1a63 JlimiTepq,

IHAja

peecTpaduis Ha 5 pokiB

MepiognyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiagHO Ao MNopsaky

3fiicHeHHs chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHU 340POB’A
YkpaiHu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3HaveHumn y
nepiogNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsieae

UA/17517/01/01

BPOAINIM 1
r

NOPOLLIOK A4/191 PO34MHY AN1A
iH'ekuin no 1000 mr mo 1
h1aKoHy Y KapTOHHIli KopooLi

Tynin a6
Mpai.it
Nimiten

IHais

3eiicc Papmac’ioTikenc
Met. /ita,.

IHais

peecTpadis Ha 5 pokis

MepioAnyHICTb NOAAHHSA
perynsapHoO OHOB/IIOBAHOIO 3BITY 3
6e3nekun BigNoBigHO A0 MNopsaky

3pjificHeHHs1 hapMakoHarnsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpaitm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’s
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), CTaHOBUTb: 3ri4HO 3i
CTpoKamu, 3a3HavyeHmMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nidnsieae

UA/17559/01/01

BINATE 1000

MOPOLLOK Ta PO3YMHHIK AS1S1

OkTadapma

ABCTpist

BUPOGHNK,

ABcTpisi/

peecTpaLis Ha 5 pokiB

3a

He

UA/17518/01/02
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Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
MO pO34nHy A5 iH'ekuii no 100 dapmaueBT BiANOBiAa/IbHWIA 3a in Himeuunna/ peyenmom nidnsieae
MO/mn; nka bulk BUpo6HMLTBO, LLseuis MepioAnyHICTb NOAAHHSA
KapToHHa kopobka Ne 1: no 1 MpogaykTioHe NepPBUHHY YMNakoBKY, perynspHO OHOB/IHOBAHOIO 3BITY 3
ch1aKoHy 3 MOPOLUKOM 415 rec. Mm.6.X. KOHTPO/Ib SKOCTI, 6e3neku BignosigHo o Mopsgky
NPUroTyBaHHS PO34uHY Ans BK/TIOHAIOYM BidyasibHY 34ilicHeHHA hapMakoHarnsagy,
iH'ekuiin (1000 MO). iHCNEeKL,it0 NopoLLKy AN 3aTBEPA)KEHOrO Haka3om
KapToHHa kopobka Ne 2: no 1 PO3YUHY ANS iH'EKLM, MiHicTepcTBa 0XOpPOHM 340POB’A
onakoHy 3 pO34MHHUKOM (BOAA Bi3yasibHy iHCNEKL,it0 Ykpaiuu Big 27 rpyaHsa 2006 poky
Ans iH'ekuin 3 0,1% PO3YMHHMKa Ta Ne 898, 3apeecTpoBaHuii B
nonicop6arom 80) no 10 mn y BTOPUHHE NakyBaHHS, MiHicTepcTBi tocTuLi Ykpainn 19
KapTOHHI Kopo6Lji pa3om 3 MapKyBaHHs, BUMYCK rpyaHsa 2016 poky 3a Ne
KOMM/IEKTOM /191 PO3UYMHEHHSA Ta cepii gNs KiHLeBoro 1649/29779 (y pegakuii Hakasy
BHYTPILLHLOBEHHOTO BBELEHHS. npoAayKTy (NopoLuok ans MiHicTepcTBa OXOPOHM 340POB’A
KoMnnekT ans po3ynmHeHHs Ta PO34UMHY N8t iH ekl Ta Ykpaiuu Big 26 BepecHs 2016
BHYTPILLUHbOBEHHOTO BBEAEHHS PO3UYNHHWK): poky Ne 996), cTaHOBWTb: 3rigHO 3i
cknagaetbes 3: 1 wnpuy, OkTachapma CTpoKamu, 3a3HavyeHMn y
ofiHopa3oBuiA, 1 KOMMNNEKT A1A dapmaveBTUKa nepiofnYHOCTI NoAaHHA
nepeHocy (1 AByXKiHLEeBa ronka, MpopykTioHcrec. m.6.X., perynsipHux 3BiTiB 3 6e3neku
1 goinbTpyBanbHa ronka), 1 ABCTpiIs;
KOMMAEKT Ans iHdysiii (ronka- BUpPO6GHYK,
MeTesNuK), 2 MPOCOYEHI CMMPTOM BiANOBIAa/IbHUI 3a
TammnoHu. Bi3yasibHy iHCMEKLt0
KapToHHa kopobka Nel Ta PO3YMHHMKA, BTOPUHHE
KapToHHa Kopobka Ne2 nakyBaHHs Ta
06’eHYIOTbCS MK CO6010 MapKyBaHHS KiHL,eBOro
NAacTUKOBOK NIBKOHO. NpoAyKTy (NOpoLuKy Ans
PO34nHY NS iH eKLin Ta
PO3YMHHNKA):
Oxktadhapma [eccay
'm6X, HimeuunHa;
Bupo6HuK,
BiANoBiAanbHWIA 3a in
bulk BUpo6HMLTBO,
NepBUHHY YNakoBKy Ta
KOHTPONb SIKOCTI
PO3UYNHHMKA:
OkTadpapma AB, LUBeuis
10. BIJTIATE 500 NOPOLLOK Ta PO3UYNHHUK AN Oktadapma ABCTpist BUpPOGHYK, AscTpisi/ peecTpadis Ha 5 pokis 3a He UA/17518/01/01
MO pO3unHy A5 iH'ekuii no 100 PapmanesT BiAnoBigaNbHWI 3a in Himeuunna/ peyenmom nionsizae
MO/mn; mKa bulk BUpo6HMLTBO, LBeuis MepioAnyHICTb NOAAHHSA
KapToHHa kopobka Ne 1: no 1 MpoaykTioHc NepPBUHHY YMakKoBKy, perynsipHo OHOB/IOBAHOTO 3BITY 3
ch1akoHy 3 MOPOLUKOM 415 rec. Mm.6.X. KOHTPO/Ib SKOCTI, 6e3neku BignosigHo o Mopsgky

NPUroTyBaHHS PO3YUHY ANS
iH'exuili (500 MO).

KapToHHa kopobka Ne 2: no 1
hnakoHy 3 pO34MHHUKOM (BoAda
Ans iH'ekuii 30,1 %
nosnicop6arom 80) no 5 mny

BK/TIOHAI0UM BidyasibHY
iHCNeKL,ito NopoLLKy ANns
PO3UUHY ANS iH'EKLN,
Bi3yaJsibHy iHCNEKL,it0
PO34MHHMKA Ta
BTOPUHHE NakyBaHHs,

3pjicHeHHs hapMakoHarnsay,
3aTBEPPKEHOr0 HaKas3oMm
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpaiuu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YKpaiiun 19
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Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
KapTOHHI Kopo6Lji pa3om 3 MapKyBaHHS1, BUMYCK rpyaHs 2016 poky 3a Ne
KOMMNIEKTOM /151 PO3YMHEHHSA Ta cepii ons KiHLeBoro 1649/29779 (y pegakuii Hakasy
BHYTPILLUHbOBEHHOTO BBELEHHS. npoaykTy (MopoLwoK Ans MiHicTepcTBa OXOPOHM 340POB’SA
KomnnekT 4ns po3yvHeHHs Ta PO34UMHY NS iH KLl Ta YkpaiHu Big 26 BepecHs 2016
BHYTPILLUHbOBEHHOIO BBEAEHHS PO3YMHHUK): poky Ne 996), cTaHOBUTb: 3riHO 3i
cknafaetbes 3: 1 wnpu, OkTadapma CTpoKamMu, 3a3HaYeHMn y
0fiHOpa30BUiA, 1 KOMMNNEKT AN dapmaveBTUKa nepiofNYHOCTI NoAaHHSA
nepeHocy (1 AByxkiHLeBa rosnka, MpogaykTioHcrec. M.6.X., perynspHux 3BiTiB 3 6e3nekun
1 chinbTpyBasibHa rosika), 1 ABCTpISt;
KOMMAEKT Ans iHdysii (ronka- Bupo6HuK,
MeTesnK), 2 NPOCOYEHi CMMPTOM BiANoBigabHMI 3a
TaMrmnoHu. Bi3yasibHY iHCMEKLIt0
KapToHHa kopobka Ne 1 Ta PO3UYMHHWKA, BTOPUHHE
KapToHHa kopo6ka Ne 2 nakyBaHHs Ta
06’€AHYIOTBLCA MK COB0H0 MapKyBaHHs KiHLLeBOro
NAacTUKOBOK NIBKOIO. NpoAyKTy (NopoLuKy Ans
PO34MHY N5t iH ekl Ta
PO3UYMHHVIKA):
OkTadhapma [Jeccay
'M6X, HimeyuunHa;
BUPOGHKK,
BiANOBiAa/IbHWIA 3@ in
bulk BUpo6HMLTBO,
NepBVHHY YNakoBKy Ta
KOHTPO/b SIKOCTI
PO3YMHHYMKA:
OkTadhapma AB, LBeuis
11. AAHABIP Tabnetku, BKpUTI NNIiBKOBOO leTepo IHais leTepo /1a63 JlimiTepq, IHais peecTpaduis Ha 5 pokiB 3a He UA/17519/01/01
060/10HKOH0, 10 400 mr, Ne 60 y Nab63 peuenmom nionsieae
KOHTeliHepi; Mo 1 KoHTelHepy Yy Niviteq MepiognyHicTb NogaHHA
KOpo6Li perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiaAHO Ao MNopsaky
3fjiicHeHHs chapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa OXOpPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0OB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3HaveHnmMn y
nepiogNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.
12. AOAHABIP TabneTku, BKpUTI NNIBKOBOO letepo IHAis leTepo Na63 fimiteq, IHAis peecTpadist Ha 5 pokis 3a He UA/17519/01/02
060/10HKOH, M0 600 mr Ne 60 y JIETK] peyenmom nidnsieae
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Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
KOHTeliHepi; Mo 1 KoHTelHepy Yy Niviten MepiognyHicTb NoAaHHSA
Kopobui perynsipHO OHOBJ/IOBAHOrO 3BITY 3
6e3neku BignosigHo Ao Mopagky
3pjiicHeHHs hapMakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainun 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’SA
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnMmn y
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.
13. AEKCIBYMNPO | nopoLuoK KpucTanivyHui AT YkpaiHa Xyb6eli bioko3 XelineH Kutai peecTpauist Ha 5 pokis - He UA/17529/01/01
®EH (cy6cTaHuis) y noaBiiHMX "KUIBCbKW ®apmacbiotukan Ko., niosisieae
nonieTMNeHoBUX NakeTax Ans % nTa.
hapmaueBTUYHOro BITAMIHHWN
3aCTOCYBaHHS  3ABOA"
14. AVWMETWUNCY | pignHa abo kpuctanm ToBapuncTBo Ykpaina Bunyck cepii: Nartsisi/ peecTpadist Ha 5 pokis - He UA/17520/01/01
Nb®OKCUA (cybeTaHuis) y 604kax 3 TOB "ENNIC", NaTBis; Kutaii nidnsieae
nnactmacosux abo meTanesnx 06MeXeHOI0 BMPOGHMLTBA, 3a
ansa dapmaleBTUYHOro Bignosigaib BUHSITKOM BUMNYCKY cepil:
3acTOCyBaHHS HiCTIO Xy6eii CiHtha Kemikanc
"ENMIC- Ipyn Ko., /14, Kutaii
YKPAIHA"
15. E®CTAT TabneTku, BKpUTI NNIBKOBOIO MpAT YkpaiHa xenechbapm CA pewis peecTpauisi Han 5 pokis 3a He UA/17530/01/02
060/10HKO10, M0 120 mr; no 14 "®apmaueBT peuyenmom niosnsieae
Tabnetok y 6nictepi; no 2 nyHa thipma MepiognyHicTb NoAaHHA
6nicTepn B KAPTOHHIV navw,i "AapHuus" perynspHO OHOB/THOBAHOIO 3BITY 3

6e3nekun BigNoBiaAHO Ao MNopsaaky
34ilicHeHHA hapMakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HaveHmMn y
nepiogNYHOCTI NOAaHHSA
perynisipHux 3BiTiB 3 6e3MeKu.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

16.

E®CTAT

TabneTku, BKpUTI NNIBKOBOIO
060/10HKO10, N0 80 mr; no 14
Tabnetok y 6nictepi; no 2

6nicTepu B KApTOHHIV navw,i

MpAT
"®apmaueBT
nyHa thipma

"fapHuus"

YkpaiHa

[xenecbapm CA

pewis

peecTpauisi Han 5 pokis

MepiognyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 MNopsaaky

3[jiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsieae

UA/17530/01/01

17.

NoryeTt

Kancynm 4 Mnapf. akTUBHUX
KniTvH (KYO), no 30 kancyn y
donakoHax

dapmacaiiH
C IHK.

KaHaga

Hopdpauem, NutBa
(BTOPWHHE NakKyBaHHs);
MeHgodapm nigposain

dapmacaiiHc IHK.,
KaHaga (nepBuHHe Ta
BTOPWHHE MaKyBaHHs);

dapmacaiiHc IHK.,
KaHaga (BMpo6bHULTBO
Hepo3acoBaHoro
NPOAYKTY, KOHTPO/b
AIKOCTI, BUMYCK cepil)

KaHapa/
Nntea

peecTpadis Ha 5 pokis

MepioAnyHICTb NOAAHHSA
perynsapHoO OHOB/IHOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsgky

3pjicHeHHs hapMakoHarnsay,
3aTBEPPKEHOr0 HaKas3oMm
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnmMmn y
nepiognYHOCTI NoAaHHA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/17496/01/02

18.

NoryeT

Kancynv 2 MApA. akTVBHUX
kniTuH (KYO), no 30 a6o no 75
Kancyn y chnakoHax, no 15
Kancyn y énictepax, no 1
6nicTepy B KapTOHHiIll kopobLi

dapmacaiii
C IHK.

KaHaga

Hopchauewm, fintBa
(BTOpUHHE NakyBaHHS);
Mexnpocbapm nigpo3sain

dapmacaiHc IHk.,
KaHaga (nepBuHHe Ta
BTOPWHHE MaKyBaHHS);

dapmacaiHc IHk.,
KaHaga (BMpo6HULTBO
Hepo3acoBaHoro
NpoAyKTY, KOHTPO/lb

KaHapa/
NntBa

peecTpauist Ha 5 pokiB

MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsaky

3ailicHeHHA hapMakoHarnsagy,
3aTBEPPKEHOr0 HaKasom
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 27 rpyaHa 2006 poky
No 898, 3apeecTpoBaHuii B

6e3
peyenma

nidnsieae

UA/17496/01/01
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Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
SIKOCTi, BUNYCK cepi) MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
19. 3ANI3A MOPOLLIOK (Cy6CTaHUis) y ToBapucTBO Ykpaina A-P MAYNb TOMAHH HimeyunHa peecTpaduis Ha 5 pokiB - He UA/17521/01/01
CYNb®AT nosieTuNEeHoBMX NakeTax ans 3 TMBX KI nionsieae
CYXWUiA thapmaLeBTMUHOro 06MEXEHOI0
3acTOCyBaHHA Bignosiganb
HicTI0
"®apmauesT
NyHa
KOMMaHis
"3p0pos'a"
20. KOrHIMET TabneTku, BKpUTI NNIBKOBOO O-p Peppi'c IHais O-p Pepai'c IHais peecTpaduis Ha 5 pokiB 3a He UA/17531/01/01
060/10HKOI0, M0 10 mr, no 60 Na6opaTtopi Na6opaTopic /T4 peuenmom nionsieae
TabneTok y KoHTeliHepi, no 1 c g MepioAnYHICTb MOAAHHS
KOHTelHepy B KapTOHHIiA KOpooLyi perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopagky
3[iiCHEHHS1 chapMakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpaiuu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLi YKpaiHu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’A
YKpainu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun
21. NAMPOHEKC | kpanni 04Hi, po3uuH, 50 mMkr/mn, ToBapuncTBO Ykpaina NOBHUIA LKA Ipeuis/ peecTpauist Ha 5 poki 3a He UA/17532/01/01
T no 2,5 mn 'y chnakoHi- 3 BVMPOGHMLTBA: Himeuunna peyenmom nionsizae
KpanenbHuui, no 1 dpnakoHy- 06MeXeHo PA®APM CA, peuis; MepioAnyHICTb NOAAHHSA
KpanenbHWLj y KapTOHHii Bignosigaib cTepunisauist nepBuHHOT perynspHoO OHOB/HOBAHOIO 3BITY 3
Kopoobui HiCTIO yMaKoBKM: 6e3neku BignosigHo o Mopsgky
"HEKCT®A BB® 3pjiicHeHHs1 hapMakoHarnsay,
PM" CrepiniseliluHccepsic, 3aTBEPA)KEHOrO Hakasom
Himeuunna MiHicTepcTBa 0OXOPOHM 340POB’SA

Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnMmn y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3 6e3nekun

22.

MITPEH

Tabnetkun no 2 mr no 28
Tabnetok y 6nictepi; no 1
6nicTepy y KapTOHHI KopooLyi

3AT
«Papmrira»

JinToBcbKa
Pecny6nika

B1MpO6HMLTBO, KOHTPO/Ib
AKOCTi, NEPBUHHE Ta
BTOPVHHE NaKyBaHHS,
BiANoOBiAaIbHMI 3a
BUNYCK cepii:
JTABOPATOPIOC JIEOH
®APMA C.A., IcnaHis;
BTopvHHE NakyBaHHS:
MAHAHTIANb
IHTEIPA, C.N.Y.,
Icnanis;
KoHTponb skocTi:
NNABEOPATOPIO
EYEBAPHE, C.A,,
Icnanis

IcnaHis

peecTpauist Ha 5 pokis

MepiognyHiCTb NOAAHHSA
perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsgky

3piicHeHHs1 chapmMakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3nekun

3a
peyerimom

He
nionsieae

UA/17523/01/01

23.

HANBY®IH

pO34uH A4 iH ekyiin, 10 mr/mn
no 1 mn B amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIIA ynakoBLii

TOB "AWLA
dopmyneiiL
HC"

YkpaiHa

CTEPWNI-AKEH NA/®
CAVIEHCU3 (M) NT[,

IHais

peecTpauist Ha 5 pokis

MepioAnYHICTb MOAAHHS
perynspHo OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopagky

3[iicCHEHHS1 chapmakoHarnsgy,
3aTBEPAXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHY 3[4,0POB’A
Ykpaiuu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLi YKpaiHu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHY 3[4,0POB’A
YKpainu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun

3a
peyenmom

He
nionsieae

UA/17533/01/01

24.

OKCUTOLVH

PO34uH A8 iH ekyiit, 10 MO/mn
no 1 ma B amnysii, no 10 amnyn

TOB "AWA
dopmynenw

Ykpaina

CTEPW/I-[)KEH NA/®
CAVIEHCU3 (M) NTL,

IHais

peecTpauist Ha 5 pokiB

3a
peyenmom

He
nidnsieae

UA/17534/01/01
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Ne

Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs
Y KapTOHHIil ynakoBLi HC" MepiognyHicTb NoAaHHSA
perynsipHo OHOB/IOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopagky
3pjiicHeHHs hapMakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainun 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’SA
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnMmn y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3 6e3nekun
25. MPOKTOBIH Ma3sb Mo 20 ry Ty6i; no 1 T1y6i y ToBapncTBO Ykpaina BCi CTagii BUpobHMUTBA, YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17535/01/01
Kopoo6Li 3 KOHTPO/1b AAKOCTI, BUNYCK peyenmom niosisieae
06MEXEHOI cepii: MepiognyHICTb NOAAHHSA
BignoBigaIb ToBapucTBO 3 perynisipHoO OHOBJ/TOBAHOIO 3BITY 3
HiCTIO 06MEXEHO 6e3neku BignoBigHo Ao Mopsgky
"®PapmaveBT Bi4NoBiAa/IbHICTIO 3piicHeHHs1 chapMakoHarnsgay,
nyHa "papmaLeBTU4Ha 3aTBEPA)KEHOro Hakasom
KOMnaHis KoMnaHia "3gopos'a”, MiHicTepcTBa OXOPOHU 340P0B’A
"3popos'a” YKpaiHa; Ykpaiuu Big 27 rpyaHsa 2006 poky
BCi CcTagii BUpobHMUTBa, Ne 898, 3apeecTpoBaHuii B
BUNYCK cepii: MiHicTepcTBi tocTuuil Ykpainm 19
ToBapucTso 3 rpyaHsa 2016 poky 3a Ne
06MEXEHOI0 1649/29779 (y pegakuii Hakasy
BiANoBiAa/IbHICTIO MiHicTepcTBa OXOpPOHU 340P0B’A
"PapmaueBTuyHa Ykpaiuu Big 26 BepecHs 2016
KoMnaHis "3gopos'a”, poky Ne 996), cTaHOBUTL: 3rigHO 3i
YKpaiHa; CTpOKaMu, 3a3HaveHMn y
KOHTPO/Ib SIKOCTI: nepiogNYHOCTI NOAaHHSA
TosapucTso 3 perynspHux 3BiTiB 3 6e3neku
06MeXeHo
Bi4NoBiAa/IbHICTIO
"®APMEKC rPyn",
YkpaiHa
26. PA®T PO34MH ANA iH eKLii, 4 mr/mn no MAT YkpaiHa MAT "dapmaxk" YkpaiHa peecTpadist Ha 5 pokis 3a He UA/17536/01/01
1 mn B amnysii; no 5 amnyn y "®bapmak” peuenmom nidnsieae

6nictepi; no 1 a6o no 2
6nicTepun y nayui abo no 5 abo
10 amnyn y navui

MepioAnyHICTb NOAAHHSA
perynsipHo OHOB/IOBAHOTO 3BITY 3
6e3nekun BigNoBigHO Ao MNopsaky

3pjiicHeHHs1 hapMakoHarnsay,
3aTBEPLKEHOr0 HaKa3oM
MiHiCTEepCTBa OXOPOHM 340POB's
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YKkpainn 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’SA
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnMmn y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3 6e3nekun

27.

TOBPOL M-
HEKCT
KOMBI

Kpanni O4Hi, cycneHsia 5 mn
cycneHsii y donakoHi-
KpanenbHuui, no 1 dpnakoHy-
KpanesibHUL Y KapTOHHii
Kopoo6Li

ToBapucTeo
3
06MeXeHo
Bignosigaib
HiCTIO
"HEKCT®A
PM"

Ykpaina

PA®APM CA

pevyis

peecTpauist Ha 5 pokis

MepiognyHiCTb NOAAHHSA
perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsgky

3piicHeHHs1 chapmMakoHarnsgay,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340P0B'A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyerimom

He
nionsieae

UA/17537/01/01

28.

TYNIKCOH-T3
1125 MI

MOPOLLIOK A/151 PO34MHY ANA
iH'ekuii no 1125 mr, no 1
hNakoHy y KapTOHHiIn KOpooL;i

Tynin Nlab
MpaiiBiT
NimiTeq

IHais

3eiicc dapmac’oTikenc
MeT. NiTA.

IHais

peecTpaduis Ha 5 pokiB
MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsaky
3ailicHeHHa hapMakoHarnsagy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuji Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3HaveHmMn y
nepiogNYHOCTI NOAaHHSA
perynsipHMx 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsieae

UA/17569/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

®opma surnyckKy (/ikapcbka
¢hopma, ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

29,

TYNOH 1T

MOPOLLIOK A4/151 PO3UMHY ANA
iH'ekwjn no 1000 Mr no 1
oNakoHy y KapTOHHiIn KOpooL;

Tynin Nla6
MpaiiBiT
Nimiteq

IHgis

3eiicc Papmac’ioTikenc
MeT. NiTA4.

IHais

peecTpauisi Ha 5 pokiB

MepiognyHICTb NOAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNoBiAHO A0 MNopsaaky

3[jiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun

3a
peyenmom

He
nionsieae

UA/17570/01/01

30.

LE®PTPUAKC
OH

NOPOLLOK 47151 PO3UUHY ANst

iH eyt no 1000 mr y doniakoHax,
no 1 a6o 10 cnakoHiB y
KapTOHHIA KOpooLi

AAP
®APMA
nTa

CnonyyeHe
KoponiscTBo

3eiicc Papmac’ioTikenc
Met. 14,

IHais

peecTpadis Ha 5 pokis

MepioAnyHICTb NOAAHHSA
perynsapHoO OHOB/IHOBAHOIO 3BITY 3
6e3neku BignosigHo Ao Mopsgky

3pjicHeHHs hapMakoHarnsay,
3aTBEPPKEHOr0 HaKas3oMm
MiHicTepcTBa OXOPOHM 340POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpOKamu, 3a3Ha4eHnmMmn y
nepiognYHOCTI NoAaHHA
perynspHux 3BiTiB 3 6e3nekun

3a
peyenmom

He
nidnsieae

UA/17571/01/01

31.

LUAPENAKC

Kpansi 04Hi, po3unH no 10 mr/mn
no 5 mn y chnakoHi-kpanesnbHuL;
no 1 donakoHy-kpanenbHuLi B
KapTOHHI KOpooLi

YOPA[,
MEONLIVH
OPTA/BMI
KC NIMITES,

Benuka
BpuTaHis

K.O. Pomdchapm KomnaHi
C.P.N

PymyHis

peecTpauist Ha 5 pokiB

MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsaky

3ailicHeHHA hapMakoHarnsagy,
3aTBEPPKEHOr0 HaKasom
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainu Bif 27 rpyaHa 2006 poky
No 898, 3apeecTpoBaHuii B

3a
peyenmom

He
nionsieae

UA/17526/01/01
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Ne Hassa ®opma surnyckKy (/ikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 c¢hopma, ynakosKa) 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby nocsioYyeHHs

MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB’A
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHMn y
nepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

HavyanbHUK Bigaginy 3 nutaHb (papmaneBTUYHOI
[IANbHOCTI lenapTamMeHTy peanisauii NOAITUK T.M. JIACKOBCbKUWA




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

22.07.2019 Ne 1655

NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1 AKTEMPA® KOHLeHTpaT 415 ®.Xohcpman | Lseiinapis Brpo6HMUTBO AnoHis/ MepepeecTpavis Ha HeEObMeXeHUi 3a He UA/13909/01/01
PO3uunHy ans iHgysiid, 20 H-J17 Pow Hepo3dhacoBaHOl HimeyunHa/ TEPMiH. 3MiHu Il TUny - 3MiHK Woa0 peyenmom niosnsieae
mr/mn; no 80 mr/4 mn Nt NpoAyKLuii, NnepBuHHe Lseliuapis 6e3nekn/edeKTMBHOCTI Ta
ab6o 200 mr/10 mn, abo nakyBaHHs: hapmakoHarnsagy. 3mMiHu y KOpoTkili

400 mr/20 Mn'y dhNakoHi;
no 1 a6bo 4 chnakoHun y
KapTOHHI Kopo6Lyi

Uyraii dapma
MaHyhekTypuHr Ko.
Jita, AnoHis;
BunpobysaHHs
KOHTPOJIIO AKOCTI:
Pow ®apma Al

XapaKTepucTuLli Nnikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHWMU 3 SKOCTI, AOKNiIHIYHUMU,
KMIHIYHMUW JaHUMK Ta JaHUMK 3
thapmakoHarnsgy (3MiHM BHECEHO A0

HimeyunHa,; IHCTPYKLUIT AN1A MEeANYHOro 3aCTOCYBaHHS
BTopuHe nakyBaHHS, nikapcbkoro 3acoby Ao po3ginis
BWMNYCK Cepil: "®apmakonoriyHi BnactusocTi", "Cnoci6

®.XodhdpmaHH-/15 Pow
N1, Weeiiyapis

3acTocyBaHHA Ta 031" (BHECEHI
YTOUYHEHHS LWoA0 6e3nekn
3acTocyBaHHs), "B3aemogis 3 iHwWmmun
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogijit”, "OcobnmBocTi
3actocyBaHHs", "lNo6iuHI peakuii”
Bi4NOBIAHO 00 MaTepianis
peecTpavuiiHoro A0ChLE.)

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 3A4iMCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMKM y NepioANYHOCTI NOAaHHS
perynsipHmx 3BiTiB 3 6e3neku.




23

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

AHANbIIH

Tabnetkv no 0,5 r no 10
Tabnetok y 6nictepax

TOB
"TepHodhap
"

Ykpaina

TOB "TepHodhapm”

YkpaiHna

MepepeecTpavis Ha HeobMeXeHUi
TEePMiH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

niosisieae

UA/1410/01/01

AHACTPO30
N CAHA03®

TabneTkn, BKPUTI
NAiBKOBOK 060/I0HKOH,
no 1 mr; no 14 Tabnetok
y 6nictepi; no 2
6nicTepy B KapTOHHIA
KopooLi

CaHpos
dapmachbHoTi
Kans a.g.

CnoBeHis

Cantotac ®apma M'm6X
(Bpo6HMLTBO "in bulk”,
nakyBaHHs1, BUNYCK
cepil; BTOPUHHe
nakyBaHHs)

HimeuyunHa

MepepeecTpayis Ha HeobMeXeHuI
TEePMiH.

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peuyerimom

He
nionsizae

UA/13575/01/01

AHXENIK

TabneTku, BKpUTI
0060/10HKOI0, N0 28
TabneTok y 6nictepi 3
KasleH4apHOH0 LIKaOoH,
B ManepoBoMy MiLLeYKy
B KapPTOHHIi nayui

Baviep Al

HimeuunHa

nepBUHHA Ta BTOPUHHA
ynakoBKa, KOHTPO/Ib
cepii, BianoBiganbHNi
3a BUNycK cepil:
Baliep All, HimeuunHa,;
BMPOGHNLTBO
Hepo3dgacoBaHOl
NPOAYKLUT:
Baiiep Bailimap M'mM6X i
Ko. KI, HimeuunHa

HimeuyunHa

MepepeecTpauis Ha HEOOMeXeHUIA
TEepPMiH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 3A4iMCHEHHS
thapmakoHarnagy, 3aTBepykeHoro
Hakazom MiHiCTepcTBa OXOPOHMW
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKpainu Bif 26 BepecHsi 2016 poky Ne

3a
peyenmom

He
niossiecae

UA/2242/01/01




Ne
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n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o

996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

nocsio4eHHs

ACKOPBIHO
BA KACNNOTA

ATTEHTO®

TabneTku XyBaslbHi N0
50 mr, no 10 TabneTok y
6nictepi; no 10
TabneTtok y 6nictepi, no
5 6nicTepiB y nayui 3
KapTOHY

NnAT
"Ny6Hndap
et

Ykpaina

MAT "ly6Hucpapm"

Ykpaina

MepepeecTpavis Ha HeobMeXeHUiA
TEpMiH. 3MiHu | TMny - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIIKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkersb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) "3MiHun
BHECEHO A0 IHCTPYKUii A8 MeanyHoro
3acTocyBaHHS fikapcbkoro 3acoby Ao
po3ainis: "B3aemogis 3 iHWNMUK
nikapcbknMmn 3acobamu Ta iHLWi BUam
B3aemogijit", "OcobmnBoCTi
3acTocyBaHHA"BIANOBIAHO O OHOB/EHO!
iHchopmawii 3 6e3neku Ajtoyoi peyoBUHN.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
thapmakoHarnagy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMUHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neKu.

6e3
peyenma

nionsizae

UA/0003/01/01

20/5

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO,
no 20 mr/5 mr; no 14
TabneTtok y 6nictepi; no
1 a6o 2 6nictepu B

KapPTOHHI Kopobui

MeHapiHi
IHTepHeLLOoH
an
OnepeiwoH
[

Jlrokcembypr

Tokcembypr

Bupo6HuuTBO in bulk,
nakyBaHHs1, KOHTPO/b Ta
BUNYCK Cepiii:
[aiui CaHkio FOpoyn
M6X, HimeuuunHa;

MakyBaHHsl, KOHTPO/b Ta

HimeyunHa

MepepeecTpavis Ha 5 pokis. 3MiHu I
TMNYy - 3MiHK WOA0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTULli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii ans

3a
peyenmom

He
nionsiecae

UA/13780/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

C.A.

BWMNYCK Cepiii:
BEP/IH-XEMI AT,
HimeuunHa

MeAMYHOr0o 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHVMU 3 SKOCTI, AOKiIHIYHUMU,
KNIHIYHUMY f@HMK Ta JaHUMK 3
hapmakoHarnsgy -3MiH1 BHECEHO A0
IHCTPYKLUIT AN1A MeANYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby Ao po3ainis
"®apmakonorivyHi BracTmBocTi”,
"MokasaHHA" (pegaryBaHHs),
"MpoTunoka3aHHs", "B3aemogis 3
iHLIMMKM NikapcbKMK 3acobamu Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs rpyaat”
(3acTepexeHHs Woao0 roayBaHHs
rpyaato), "Mobiuxi peakyii”, "Aitn"
(3acTepexeHHs LWoA0 He3acToCyBaHHS)
Bi4NOBIAHO 00 MaTepiasiB
peecTpavuiiniHOro 4oCbeE.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

ATTEHTO®
40/10

TabneTku, BKpUTI
nNiBKOBOK 060/1I0HKOIO,
no 40 mr/10 mr; no 14
TabneTtok y 6nictepi; no
1 abo 2 6nictepu B
KapTOHHI Kopo6Lyi

MeHapiHi
IHTEepHeLLoH
an
OnepeiwoH
c
JNokcembypr
C.A.

Tokcembypr

Bupo6HuuTBO in bulk,
nakyBaHHS, KOHTPO/b Ta
BWMNYCK Cepiit:

[aiui CaHkio FOpoyn
M6X, HimeuuunHa,;
MakyBaHHs, KOHTPONb Ta
BWMNYCK Cepiii:
BEPNIH-XEMI AT,
HimeuunHa

HimeyunHa

MepepeecTpavisa Ha 5 pokis. 3MiHu I
TMny - 3MiHKU LWoa0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeJMYHOrO 3aCTOCYBaHHA y 3B’A3KY i3
HOBUMW JaHVMU 3 SKOCTI, AOKiIHIYHUMU,
KAIHIYHUMY AaHMK Ta JaHUMK 3
hapmakoHarnsgy - 3MiHu BHECEHO [0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis
"apmMakonoriyHi B1acTnsocTi”,
"MokasaHHsA" (pegaryBaHHs),
"MpoTunokasaHHs", "B3aemogis 3

3a
peyenmom

He
nionsizae

UA/13780/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

iHLIMMKW NikapcbKMK 3acobamu Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi

3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs rpyaat”
(3acTepexeHHs Woao0 roayBaHHs
rpyaato), "Mobiuxi peakyii”, "Aitn"

(3acTepexeHHs LWoA0 He3acToCyBaHHS)

Bi4NOBIAHO 00 MaTepiasiB
peecTpavuiiniHOro AoChbeE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

ATTEHTO®
40/5

TabneTku, BKpUTI
NNiBKOBOK 060/1I0HKOIO,
no 40 mr/5 mr; no 14
TabneTtok y 6nictepi; no
1 abo 2 6nictepu B
KapTOHHI Kopo6Lyi

MeHapiHi
IHTEepHeLLoH
an
OnepeiwoH
c
JNokcembypr
C.A.

Tokcembypr

Bupo6HuuTBO in bulk,
nakyBaHHS1, KOHTPO/b Ta
BWMNYCK Cepiit:

[aiui CaHkio FOpoyn
M6X, HimeuuunHa,;
MakyBaHHs, KOHTPONb Ta
BWMNYCK Cepiii:
BEPNIH-XEMI AT,
HimeuunHa

HimeyunHa

MepepeecTpavisa Ha 5 pokis. 3MiHu I
TMny - 3MiHK LWoJ0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOI0 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHWMU 3 SKOCTI, AOKiIHIYHUMU,
KAIHIYHUMY A@aH MK Ta JaHUMK 3
hapmakoHarnsgy - 3MiHu BHECEHO [0
IHCTPYKLUIT ANA MEeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis
"MapmMakonoriyHi B1acTnsocTi”,
"Moka3saHHsA" (pegaryBaHHs),
"MpoTunoka3aHHs", "B3aemogis 3
iHLIMMKM NiKapcbKMK 3acobamu Ta iHLWi
BMAM B3aemogiit", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
(3acTepexeHHs Woao0 roayBaHHs
rpyaato), "MobiuHi peakyii” "Aitn"
(3acTepexeHHs LWoA0 He3acToCyBaHHS)
Bi4NOBIAHO 00 MaTepianiB
pPeECTpaLiiiHOro AOChE.

3a
peyenmom

He
nionsizae

UA/13781/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMM y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

ADNYBIH® Tabnetku no 12 Pixapg, ABCTpis Pixapg bitTHep Al ABCTpis MepepeecTpavis Ha HeObMeXeHUiA 6e3 niossieae UA/10018/01/01
Tabnetok y 6nictepi; no BitTHep Al TEPMiH. 3MiHu | TUny - 3MiHK WoA0 peuyenma
1, 2,3 ab6o 4 6nictepn y 6e3nekn/epeKTBHOCTI Ta
KapTOHHI Kopo6Lyi hapmakoHarnsgy. 3miHa y KopoTkili

XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
neaiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHM BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3giny "MokasaHHs"
(pepaKkTopchbki NpaBku), a Takox 40
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” (4OnoBHEHO
iHbopMmawieto 3 6e3neku), "Cnocid
3acToCyBaHHSA Ta [o3n" (YTOUHEHHS
iHbopmawii), "AiTn", BignosigHo fo
OHOB/EHOI iHGhopMaLlii 3 6e3neku,
3a3HayveHol B MaTepianax
peecTpaLiiHoro A0CbeE.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTseppkeHoro




28

Kpaina

PeecmpayjitiHa npoyedypa Ymosu

Peknamys
aHHA

Howmep

peecmpayiliHo2o

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUPOGHUKa

Bionycky

Haka3oM MiHicTepcTBa OXOpPOHHM

nocsio4eHHs

3acoby

ynakoska)

HimeuunHa

[Op. Talicc HatypBapeH

HimeyunHa

3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

MepepeecTpauis Ha HEOOMeXeHUIA 6e3

peyenma

nionsizae

UA/9105/01/01

10

BAIHBE/b
MA3b
IHTEHCU/B

mMasb no 50r, 75, abo
100 r y Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lyi

[Op. Taiicc
HatypBapeH
rM6X

MM6X (KOHTPOSb SKOCTI
Ta BUNYCK cepil;
BUPOGHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NnepBnHHe Ta
BTOPUHHE NaKkyBaHHS)

TepMiH. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBiAHO A0 NnaHy
negiatpuyHux gocnimkeHs (PIP) (iHwwi
3MiHM) 3MiHM BHECEHO A0 IHCTpYKUii ans
MeJLMYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby Ao po3ginis “MpoTunokasaHHs",
"B3aemopis 3 IHWMMKN NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” (4OnoBHEHO
iHchopmawuieto 3 6esneku), "OiTn",
"MepeposysaHHsa", "T06GIYHI peakujii™
BIANOBIAHO [0 OHOBMEHOT iHdhopmaLi 3
6e3nekn 3acTocyBaHHA /ikapCbKoro
3aco0by, 3a3HavyeHol B MaTepiasiax
peecTpaLiniHoro 4ochbe.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepykeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006

poky Ne 898, 3apeecTpoBaHuii B

MiHicTepcTBi tocTuuii YKpainu 19 rpyaHs
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Kpaina

Bupo6Huk
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

3acoby

ynakoska)

2016 poky 3a Ne 1649/29779 (y pepakuii

Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

6e3

nionsizae

UA/2859/01/01

11

BECANON

TabneTku no 6 abo no
10 TabneTok y 6nicTepi;
no 1 6nictepy y
KapTOHHI kopobuj; no 6
a6o 10 TabneTtok y
6nicTepax

ToBapucTeo
3
obmexeHo
Bignosiganb
HICTIO
"PapmaueBT
NyHa
KOMnNaHis
"3popos'a”

Ykpaina

ToBapucTso 3 Ykpaina
06MeXeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa

KoMnaHis "3gopos'a”

MepepeecTpavis Ha HeobMeXeHUiA
TEPMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxeHnb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKUiT A8 MeanyHoro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ziny "OcobnmnBocCTi 3acTOoCyBaHHA",
BIANOBIAHO [0 OHOBMEHOT iHhopmaLi 3
6e3nekn 3acToCyBaHHA AOMOMIKHUX
PEYOBUH.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
hapmakoHarnagy, 3atsepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), CTaHOBMWTb: 3riAHO 3i CTPOKaMMK,
3a3Ha4YeHUMN y NepiognMYHOCTI NoJaHHs

perynsipHux 3BiTiB 3 6e3neku.

peyenma

6e3

niossiecae

UA/9915/01/01

12

BPOHXOCTO
ne

nactunku no 59,5 mr; no
10 nactunok y 6nictepi;

KBizga
dapma
v6X

ABCTpist

HimeuunHa/

B1po6HWLTBO, KOHTPO/b
ABCTpis

AKOCTI, nepBuUHHE Ta

MepepeecTpauis Ha HeobMeXeHNi
TEepMiH. 3MiHu | TUny - 3MiHW WoA0

BTOpPWHHE NaKyBaHHSA:

6e3nekn/edpeKTUBHOCTI Ta

peyenma

MACTUJIKN

no 2 6nictepu y
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

KapTOHHI Kopo6Lyi

Bonaep ApsHeimitTen
Mv6X & Ko.KT,
HimeuumnHa;
Bunyck cepiii:
Ksizga ®apma MvbX,
AscTpis

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi A1s
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHnX BiAMNOBIAHO A0 NnaHy
negiatpnyHux gocnimpkeHs (PIP) (iHwi
3MiHM) 3MiHU BHECEHO [0 IHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby A0 po3ainis "dapmakonoriyHi
BnacTMBocCTi" (YTOYHEHHS iHchopmawii),
"MpoTunokasaHHA", "OcobanBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHs rpyaat”
(yTOYHEHHS iHdhopMaLlil CTOCOBHO
6e3nekn), "Cnocié 3acTocyBaHHsA Ta
003n" (YTOUHEHHs iHdhopmaLi),
"MepeposyBaHHa", "T06GIYHI peakujii™
BIANOBIAHO [0 OHOBMEHOT iIHhopmaLi 3
6e3nekn 3acTocyBaHHA /likapCbKoro
3aco0by, 3a3HavyeHol B MaTepiasiax
peecTpavuiiniHOro AoChbeE.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

13

BYMNIBAKAIH
y
raPOXNOPU
il

nopoLuok (cybcTaHuis) y
noAgiliHmnx
nonieTuIeHoBNX
naketax gns
chapmav,eBTUYHOrO
3aCTOCYBaHHS

TOB "tOpis-
Papm”

Ykpaina

AiwmeH
dapmac'toTikenc eHp
Kewmikasnc Nimiteq,

IHAjA

MepepeecTpavis Ha HeobMeXeHUiA
TEepMiH

He
nionsicae

UA/13711/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
14 BANANCOBA | nopoLuokK (Cy6cTaHLis) y KatBik Xemi | HigepnaHan KarBik Xemi 6B HigepnaHgm nepepeecTpawis Ha HeobMexeHwi - He UA/1818/01/01
n nonieTuneHoBmx BB TEepMiH nionsieae
naketax gns
dhapmaLeBTU4YHOro
3aCTOCyBaHHSA
15 BIHBOPOH nopoLuok (cybcTaHuis) y My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa MepepeecTpauis Ha HeobMeXeHNI - He UA/13934/01/01
noAgiliHMX akuioHepHe TOBapuncTBO "HaykoBo- TepMiH niossieae
CBITN103aXMCHUX TOBapMCTBO BUPOGHNUNIA LIEeHTP
nonieTUNeHoBMX "HaykoBo- "BopLuariBcbkuii XiMiko-
naketax gns BMPOGHUYNIA thapmaueBTUYHWI
hapmaLeBTUUYHOTO LeHTp 3asofa”
3aCTOCyBaHHSA "Bopuuariscb
KWIA Ximiko-
hapmaueBT
NYHWIA
3asof"
16 FANA3O/IH® | renb HazanbHUiA 0,05 % BapLluaBscbku Monbua MepaHa ®apmva Monbwa MepepeecTpauis Ha HEOOMeXeHUIA 6e3 nionsiecae UA/0401/01/01
no 10 r y chnakoHi 3 7 AkujioHepHe ToBapucTBo TEepMiH. 3MiHn | Tuny - 3MiHK WoA0 peuyenma
HacocoM-403aTopoM; no | dhapmavesT 6e3nekn/edeKTUBHOCTI Ta
1 chnakoHy B nauw NYHUIA 3aBOA, thapmakoHarnsgy. 3MiHa y KopoTkili
KapTOHHIN Monbga AT XapaKTepuCTULLi NiKapcbKoro 3acooy,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT oNns
MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS
niKkapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKW 3BITY 3 AOC/IKEHD,
npoBeAeHNX BiAMNOBIAHO A0 NiaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rOfPKEHO 3 KOMNETEHTHUM
YMOBHOB&XEHUM OpraHom) 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeAnYHOro
3acTocyBaHHs NikapCbKoro 3acooby y
po3ginu: "MpoTtunokasaHHs", "B3aemogis
3 iHWMMU JliKapCbKMMK 3acobamm Ta iHLLi
BMAMW B3aemogiii", "OcobnmsocTi
3acTocyBaHHSA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTtHICTb BNANBATK Ha LUBUAKICTb
peaxuii Npy KepyBaHHi
aBTOTPAHCNOPTOM @60 iHLWIMMK
MexaHismamu', "TMepefo3yBaHHsa",
"Mo6ivHI peakuii” BigNoBigHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3neku aitoyol
peyoBUHM.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKamMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

17

FANA3O/NIH®

renb HasasibHuii 0,1 %
no 10 r y donakoHi 3
HacocoM-£103aTopoM; No
1 chnakoHy B nauuj
KapTOHHii

BapLuaBcbku
n
hapmaueBT
NYHUIA 3aBOS,
Monbcha AT

Monbwa

MepgaHa ®apmva
AKuioHepHe ToBapucTBo

Monbla

MepepeecTpauis Ha HeobMeXeHNI
TepMiH. 3MiHu | TUny - 3MiHK Woa0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL,i nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpaduiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHmx gocnimpkeHsb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeanyHOro
3aCTOCYBaHHS MikapCbKOro 3acoby y
po3ginu: "MNpoTtunokasaHHs", "B3aemogis
3 HWMMK NiKapCbkMMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "3acToCyBaHHSA y nepiop,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"3paTtHiCTb BIMBATK Ha LUBWAKICTb
peaxuii npy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamu', "Mepefo3yBaHHsa",
"Mo6iuHi peakuyji" BignoBigHO A0
OHOBNEHOT iHhopMmaLii 3 6e3neku Aitoyol
peyvoBUHN.

MepioAnYHICTb NOAAHHS PEry/sipHO

OHOB/IHOBAHOrO 3BITY 3 6e3neku

6e3
peyenma

niosnsiecae

UA/0401/01/02
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Ne Hassa Popma sUMyCKY 3assHUK Kpaina Bupo6Huk Kpaina
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa

PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
BUPOGHUKa
3acoby yrnakoska)

Bionycky aHHs peecmpayiliHo2o
nocsio4eHHs1

BiANOBIAHO A0 MopsAaky 3A4iMCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
18 FANCTEHA® | TabneTku no 12 Pixapg, ABCTpis Pixapg bitTHep Al ABCTpis MepepeecTpavis Ha HeobMeXeHUiA 6e3
Tabnetok y 6nictepi; no BitTHep Al TEPMiH. 3MiHu | TUny - 3MiHK WoA0 peuyenma
1, 2,3 ab6o 4 6nictepn y 6e3nekn/epeKTBHOCTI Ta
KapTOHHI Kopo6Lyi hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
neaiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHM BHECEeHO A0 IHCTpyKUii ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3giny "lMokasaHHsa", a
TakoX A0 po3ginis "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaato”
(monoBHeHo iHchopMaLiieto 3 6esneku),
"Cnocib 3acTocyBaHHsA Ta 4031"
(yTouHeHHs iHdpopmauii), "Aitn",
"Mo6iuHi peakuyji" BigNoBigHO A0
OHOB/EHOI iHGhopMaLii 3 6e3neku,
3a3HayeHol B MaTepianax
peecTpaLiiHoro A0CbeE.

nionsizae UA/10024/01/01

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

3acoby

ynakoska)

ITanis

MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

MepepeecTpauis Ha HEOOMeXeHUIA

3a

He

UA/14136/01/02

19

FEMUUTABIH
-BICTA

NMOPOLLIOK
nioghinizoBaHwin aAns
PO34unHy ANns iHdysiii no
1000 wmr, 1 donakoH 3
NOPOLLKOM B KapTOHHIiA
Kopoo6Li

Mictpan
Kenitan
MeHeKmeH
T NimiTeq,

AHrnis

AkTasic ITania C.n.A.

TepMiH. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLUiT y po3ainu
"®apmakonoriyHi BnactnsocTi” (LLoao
6e3nekn), "Oco6/IMBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3u”
(YTOYHEHHS) BIANOBIAHO A0 OHOBEHOI
iHdhopmalii 3 6e3neku AitoHoi pevoBUHN

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepykeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS

perynsipHmx 3BiTiB 3 6e3neKu.

peyenmom

3a

niosnsiecae

He

UA/14136/01/03

20

FEMUUTABIH
-BICTA

NOPOLLOK
niocpinizoBannii ans

Mictpan
Kenitan

PO34MHY A5 iHAIY3ii No

MeHeKMeH

AHrnisA

AkTasic ITania C.n.A.

ITanis

MepepeecTpaLis Ha HEObMeXeHUIA
TepMiH. 3MiHu | TUny - 3MiHKn Woao

6e3nekn/edpeKTNBHOCTI Ta

peyenmom

nionsiecae
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PeecmpayjitiHa npoyedypa

Ymosu

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

hapmakoHarnsgy. 3miHa y KopoTkili

Bionycky

3acoby

2000 wmr, 1 donakoH 3
NMOPOLLKOM B KapTOHHii
KopoobUi

T NimiTepq,

ITanis

negiatpuyHux gocnigxernb (PIP) (3mMiHy

6e3nekn), "Ocob/IMBOCTI 3aCTOCYBaHHS",

XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi A1s
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHnX BiAMNOBIAHO A0 NnaHy

Y3TO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO [0 IHCTPYKL,i y po3ainun

"®apmakooriyHi BracTuBocTi" (LLoao0

"Cnocib 3acTocyBaHHs Ta f03mn"
(YTOYHEHHS1) BigMNoBigHO [0 OHOBMEHOI
iHbopmalii 3 6e3neku Aito4oi pevyoBUHU

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
MepepeecTpauis Ha HeobMeXeHuI

3a

Peknamys Howmep
aHHSA peecmpayiliHo2o
nocsBi0O4YeHHs
He UA/14136/01/01
nionsizae

21

FEMUUTABIH
-BICTA

NOPOLLIOK
niogpinizoBaHWin Ans
PO34mnHy ans iHgysili no
200 wmr, 1 donakoH 3
MOPOLLKOM B KapPTOHHil
KopooLi

Mictpan
Kenitan
MeHeKmeH
T Nimiteq,

AHrnis

AkTasic ITania C.n.A.

TEepMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL,i nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk

peuerimom

pe3ynbTaT OLiHKW 3BITY 3 AOC/IIKEHb,
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

NpoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMOBHOB&XXEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLUIT y po3ainu
"®apmakonoriyni BnactnsocTi” (LLog0
6e3neku), "Ocob/MBOCTI 3aCTOCYyBaHHSA",
"Cnoci6 3acTocyBaHHA Ta 4031"
(YTOYHEHHS)) BigNoOBigHO [0 OHOBMEHOI
iHchopMmawii 3 6e3nekun Ajtoyoi pevyoBUHU

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKY 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

22

FEHTOC®

Tabnetku no 20
TabneTtok y 6nictepi; no
1, 2 a6o 3 6nictepn y
KapTOHHI Kopo6Lyi

Pixapg,
BitTHep Al

ABCTpist

Pixapg BitTHep Al

ABCTpist

MepepeecTpauis Ha HEOOMeXeHUIA
TepMiH. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHs (PIP) (iHwwi
3MiHM) 3MiHM BHECEHO A0 IHCTpYKUii ans
MeLMYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby Ao posginy "lMNokasaHHa", a
TakoX A0 po3ainis "B3aemopia 3 iHWKMMK
nikapcbknMn 3acobamu Ta iHLWi BUuam
B3aemMogiit", "OcobnBoCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaato”

6e3
peuyenma

He
niosnsiecae

UA/10026/01/01
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Ne Hassa Popma sUMyCKY 3assHUK Kpaina Bupo6Huk Kpaina
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa

BUPOGHUKa
3acoby yrnakoska)

PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep

Bionycky aHHs peecmpayiliHo2o
nocgio4eHHs1
(monoBHeHo iHhopMaLieto 3 6esneku),
"Cnoci6 3acTocyBaHHA Ta 031"
(yTouHeHHs iHnchopmavii), "Aitn"
(3aTBepaxeHo: Yepes BiACYTHICTb
[OCTaTHIX AaHuX AiTam Bikom go 12
POKiB He pekOMeHA0BaHO
3aCToCOBYyBaTW npenapar.
3anponoHoBaHo: [itam (Bikom fo 18
POKiB) HE peKOMEHA0BaHO
3aCTOCOBYBaTW npenapart yepes
BICYTHICTb AOCTATHIX AaHWUX WoA0
3actocyBaHHs), "lNo6iyHi peakuii”
BiANOBIAHO 40O OHOBMEHOT iHhopMaLi 3
6e3nekn 3acTocyBaHHA NikapCbKoro
3aco6y, 3a3HayeHol B maTtepianax
peecTpauiiHoro JocCheE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.

rPYAHI pignHa no 25 mny TOB YkpaiHa TOB "TepHodhapm” YkpaiHa MepepeecTpauis Ha HeobMexeHui
KPANI BIA, hnakoHax "TepHodhap TEepMiH. 3MiHu | TUny - 3MiHK WoA0
KALLUTHO M" 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTu,i Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi

perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS

nikapcbKoro 3acoby B

nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,

npoBeAeHnX BiAMnoBiAHO A0 NnaHy
negiatpuyHux gocnimpkeHsb (PIP) (3miHy

Y3rO[PKEHO 3 KOMNETEHTHUM

6e3 niosnsiecae UA/0625/01/01
peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKUii 418 MeguyHoro
3acTOCyBaHHS fikapCcbKoro 3acoby Ao

po3ginis:"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamm abo iHWi Buau
B3aemogiin", "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHOCTi abo rogyBaHHsA
rpyaato”,"MobiuHi peakuii” BignoBsigHO Ao

OHOBJ/IEHOT iHdhopMaLlii 3 6e3neku

3acTOCyBaHHS fjlounX Ta AOMOMIKHNX
PEYOBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpygHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

24 AOMIAOH® TabneTku, BKpUTI MAT YkpaiHa MAT “®apmaxk” YkpaiHa MepepeecTpavis Ha HeobMeXeHUiA 6e3 niossieae UA/2467/01/01
060/10HKO10, M0 10 Mr; "®Papmak” TEPMiH. 3MiHu | TUny - 3MiHK WoA0 peuyenma
no 10 TabneTtok y 6e3nekn/edeKTMBHOCTI Ta
6nicTepi; no 1 abo 3 hapmakoHarnsgy. 3mMiHu y KopoTkili
6nictepu B nauLi 3 XapakTepucTuLli Nikapcbkoro 3acooby,
KapTOHY TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans

Me[MYHOro 3aCTOCYBaHHS
reHepuYHMX/ribpraHNX/6ionoaibHNX
niKapcbknx 3acobiB Nicn1s BHECEHHSA Tiel
camoi 3MiHN Ha pedhepeHTHWI npenapat
(3miHa He NoTpebye HafaHHS XOOHUX
HOBMWX A0AATKOBUX AaHNX) 3MiHU
BHECEHO 10 IHCTPYKLi 419 MeAUYHOro
3aCTOCyBaHHA NikapCbKoro 3acoby Ao
po3ginis "®apmakonoriuHi BacTnBocTi”,
"MpoTunokasaHHA", "B3aemogis 3
iHLIMMK niKapcbkrMy 3acobamm Ta iHLi
BMAM B3aEMOZii", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar”, "3aaTHicTe BNAMBATU Ha
LUBMAKICTb peakLii Npy KepyBaHHi
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

aBTOTpaHCNOPTOM abo iHLWUMK

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

YropLimHa

MexaHizmamu”, "Cnoci6 3acTocyBaHHs
Ta gosun", "MobiyHi peakuii" BiANOBIAHO
[0 iHdhopmaLii pechbepeHTHOro
nikapcbkoro 3acoby (MOTUNTYM®,
TabneTkn, BKpUTI NNiBKOBOKO
060n0Hkot0, No 10 mr).

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
MepepeecTpauis Ha HEOOMeXeHUIA

3a

He

UA/9969/01/01

25

AOMIKAP

Tabnetky no 25 mr/250
mr no 10 TabneTok y
6nicTepi, no 5 a6o no 10
6nictepis y Kopobui

TeBa
dapmaneBTi
Kaun
IHoacTpi3
nra.

13painb

AT dapmaLleBTUYHUI

3aBog TEBA

TEPMiH.
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECEHO [0 IHCTPYKLUiT y po3ainu
"B3aemogis 3 IHWMMKN NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTb
BN/IMBATY Ha LUBWAKICTb peakuii npu
KepyBaHHi aBTOTpaHcnopTom abo

peyenmom

niosnsiecae

iHLWMW MexaHi3mamn®,
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Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

3acoby

"MepepnosyBaHHsa", "No6iyHI peakuii”
BiANOBIAHO 4O OHOBMEHOT iHGhopMaLi 3
6e3nekun fjtoyoi pevoBUHN.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMM y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

26

JIOLIETAKCE
N-BICTA

KOHLUeHTpaT ans
PO3uunHy ans iHgysiid, 20
mr/mn; no 1 mn (20 mr),
abo no 4 mn (80 mr),
a6o 7 mn (140 mr) y
dhnakoHi; no 1 chnakoHy
B KapTOHHIil kopobu,i

MicTpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrniA

AkTasic ITania C.n.A.

ITanisa

MepepeecTpavis Ha HeobMeXeHUi
TEPMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIIKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkersb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHI [0 iHCTPYKLIT A8 Mean4HOro
3aCTOCYBaHHS /iKapcbKoro 3acoby y
po3ainu "Ocob/MBOCTI 3aCTOCYBaHHS",
"3paTtHiCTb BIMBATK Ha LUBWAKICTb
peaxuii npy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
mexaHismamu", "Mo6iuHi peakwi"
BiAMNOBIAHO 40 OHOBMEHOT iHChopMaLi 3
6e3nekun 4ityoi pevyoBUHN.

MepiognyHicTb NOAAHHA PErynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaky 34iNCHEHHS

3a
peyenmom

He
nionsicae

UA/13982/01/01
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Ne

Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKamMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
27 EKOHA3O/Y | nopoLuok (cybcTaHuis) y MpuBaTHe YkpaiHa Onox C.n.A. ITanisa MepepeecTpauis Ha HeobMexeHui - He UA/14304/01/01
HITPAT noAgiliHNX naketax 3 akuioHepHe TepMiH niossieae
nonieTuneHy ans TOBapMCTBO
thapmavLeBTUYHOro “Nekxim —
3aCToCyBaHHsA Xapkis”
28 EHANANPUN | TabneTkn no 10 mr no 10 NAT YkpaiHa MAT "ly6Huchbapm" YkpaiHa MepepeecTpaLlisi Ha HEOBMEXEHWI 3a He UA/1195/01/02
TabneTok y 6nictepi; no "Ny6Hndhap TEepMiH. 3MiHn | Tuny - 3MiHK WoA0 peyenmom niossiecae
2 6nictepn y nauuj 3 M" 6e3nekn/edeKTUBHOCTI Ta

KapToHy

hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT oNns
MeAMYHOro 3aCTOCyBaHHSA Ha niacTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbKoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS
niKkapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKW 3BITY 3 AOC/IKEHD,
npoBeAeHNX BiAMNOBIAHO A0 NiaHy
negiatpuyHux gocnimpxkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHUM OpraHom) 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao
po3ginis “MNpoTunokasaHHs", "B3aemogis
3 iHWKMK nikapcbknMu 3acob6amu abo
iHWi BMAW B3aemogiii", "Oco6nmBoCTi
3acTocyBaHHSA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHchopmauii), "3aaTHicTb
BMN/IMBATY Ha LUBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNopToM abo
iHLWIMMK MexaHismamun”, "Cnoci6
3aCTOCyBaHHA Ta 031" (YTOUHEHHS
iHcbopmawii), “Mo6iuHi peakuii”
BIZANOBIAHO [0 OHOBMEHOT iHdhopmaLii 3
6e3nekmn 4ityoi PevyoBUHN.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMM y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

29

EHJOKCAH®

TabneTku, BKpUTI
LlyKPOBOIO 060/10HKOI0,
no 50 wr, no 10
TabneTtok y 6nictepi; no
5 6/icTepiB y KapTOHHIl
KopoobUi

Bakctep
OHKOonoaXi
M6X

HimeuunHa

Bunyck cepii:
Bakctep OHkoNnoaxi
m6X, HimeyunHa;
Brpo6HMUTBO
Hepo3dacoBaHOl
NpoAyKLUii, NnepBnHHa Ta
BTOPUHHA YMaKoBKa:
Mpacdpapma, C.J1.,
IcnaHisi;

Faynt ®apma Amaper
'M6X, HimeuunHa

Himeuuunna/
IcnaHis

MepepeecTpavis Ha HeObMeXeHUiA
TepMiH. 3MiHu Il Trny - 3MiHK Woao
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeJMYHOrO 3aCTOCYBaHHA y 3B’A3KY i3
HOBUMW JaHVMU 3 SKOCTI, AOKiIHIYHUMU,
KAIHIYHUMY A@aHVMK Ta JaHUMK 3
hapmakoHarnsgy - 3MiHu BHECEHO [0
IHCTPYKLUIT ANA MEeANYHOr0o 3aCTOCYBaHHS
Nikapcbkoro 3acoby 40 po3giny
"Moka3aHHA" (BHECEHi YTOYHEHHS), a
TakoX [0 po3ainis "®apmMakonorivHi
BnacTueocTi", "MpoTmunokasaHHs",
"Cnoci6 3acTocyBaHHA Ta fo3mn",
"B3aemogis 3 IHWMMKN NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aEMOg",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflysaHHs rpyaaro”, "MNepeposysaHHs”,
"Mo6iuHi peakuyji”, "3aaTHiCTb BNAMBaTH
Ha LWBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHiamamu" BignoBigHoO Ao
iHbopMmaLii cTocoBHO 6e3neku, sika
3a3HayeHa B martepianax
peecTpaLiiHoro A0CbeE.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS

(hapmakoHarisigy, 3aTBepaKeHoro

3a
peyenmom

He
nionsizae

UA/0027/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

30

1I30-MIK®

cnpeii cy6niHrBanbHWi
[o30BaHuii, 1,25
mr/go3sy, no 15 mn (300
003) y onakoHi 3
po3nuoBadvem; no 1
hNakoHy y nauui 3
KapTOHY

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB® «MIKPOXIM»

YkpaiHa

MepepeecTpauis Ha HEOOMeXeHUIA
TepMiH. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynspHO OHOB/HOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBiAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVNM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTocyBaHHS fnikapcbkoro 3acoby Ao
posginis "lNpoTunokasaHHs", "B3aemogis
3 iHWMMU flikapCbKMMK 3acobamm Ta iHLWi
BMAM B3aemogiit", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
(oonoBHeHO iHhopMauieto 3 6e3nekn),
"Cnoci6b 3acTocyBaHHs Ta f03mn"
(yTOuHeHHs iHchopMmauii),
"MepeposysaHHsa", "T06GIYHI peakujii™
BIANOBIAHO [0 OHOBMEHOT iHhopmaLi 3
6e3nekv Ajto4oi PeHOBMHW NTiKapCbKOro
3acoby.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
hapmakoHarnagy, 3atsepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300poB’sA Ykpainu Big 27 rpyaHs 2006

3a
peyenmom

He
niosnsiecae

UA/2621/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMUTb: 3iAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
31 IHOOMETALL Masb no 40 ry Ty6i; no 1 NAT YkpaiHa BVMPOGHULITBO, MEPBUHHE YkpaiHa MepepeecTpauis Ha HeobMexeHui 6e3 nionsi2ae UA/8581/01/01
WH NnocC Ty6i B nauui "Ximdhapmsa nakyBaHHs: TEePMiH. peyenma
BO[, TOB "®dapmaueBTUYHA 3MiHM Wwoao 6e3nekun/edpekTMBHOCTI Ta
"YepBoHa KomnaHis "3g0pos'a”, hapmakoHarnsagy. 3miHa y KopoTkili
3ipka” YKpaiHa; XapakTepucTuLi Nikapcbkoro 3acoby,

NOBHUIA LMK
BUPOOHMLTBA, BTOPUHHE
nakyBaHHs1, BUNYCK
cepi:

MAT "Ximchapmsasog,
"YepBoHa 3ipka”,
YkpaiHa

TEeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHI [0 iIHCTPYKLUi ANns MeguyHoro
3aCcTOCYBaHHS MikapCbKOro 3acoby y
po3ginu: "B3aemogis 3 iHWMMK
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiit", "OcobanBocCTi
3actocyBaHHs", "lNo6iuHI peakuii”
BiANOBIAHO 4O OHOBNEHOT iHGhopMaLi 3
6e3nekun Ajtounx peyoBuH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
hapmakoHarnagy, 3aTsepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS

perynsipHmx 3BiTiB 3 6e3MeKu.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

32

33

IHAOMETAL|,
WH
CO®APMA

Ma3b 10 % no40ry
Ty6i; no 1 1y6i B
KapTOHHI nayui

AT
"Cocpapma”

Bonrapis

Brpo6HMUTBO
Hepo3dacoBaHOl
nNpoAyKLUii, NnepBnHHa Ta
BTOPWHHA ynakoBKa:
AT "Codhapma”,
Bonrapisi;
[o3Bin Ha BuNyck cepii:
AT "Codpapma”,
Bonrapis

Bonrapis

MepepeecTpavis Ha HeobMeXeHUi
TepMiH. 3MiHu Il TMny - 3MiHK Woao
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi A1s
MeAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW J@aHVMU 3 SKOCTI, AOKNIHIYHUMU,
KAIHIYHUMY f@HVMK Ta JaHUMK 3
thapmakoHarnsgy - 3MiHM BHECEHO 0
IHCTPYKLUT ANA MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao posgainy "Aitn"
(3aTBEpPMAXEHO: 3aCTOCOBYBATU LiTAM
BIKOM Bif 14 pokiB; 3anponoHoBaHo: He
peKkoMeHAYETbCA 3aCTOCOBYBATH AiTAM
o 15 pokiB) BifNoBiAHO J0 MaTepiasis
peecTpawiiHoro Aocbe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

niosisieae

UA/2304/01/01

KANBL|IIO
FMIOKOHAT

Tabnetkn no 0,5, no 10
TabneTok y ctpunax; no
10 TabneTok y
6nicTepax

NnAT
"MoHdpapm”

YkpaiHa

MAT "MoHcpapm"

YkpaiHa

MepepeecTpauis Ha HeobMeXeHNI
TEePMiH.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTsepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA

6e3
peyenma

niosnsiecae

UA/1933/01/01
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15 mn, abo no 45 mn,
abono 60 mny
hnakoHi; no 1 dpnakoHy
B KapTOHHIi1 kopobui

KOHTPO/b AKOCTI cepii:
IHTac dapmacbioTikans
Nimiteq, IHAis;
BTopuHHe nakyBaHHs:
AKKoppg, Xesnckea
NimiTen, Benuka
BputaHis;
Brpo6HMLTBO roToBOro
nikapcbKoro 3acoby,
nepBUyHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/Tb
AKOCTI cepil
(anbTepHaTMBHWMIA
BMPOGHUK):

IHTac ®apmacbioTikan3
Nimites, HAis;
BignosiganbHuii 3a
BUNYCK cepil:
Akkopf, Xenckea
Nimiten, Benvka
BpuTaHis

hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3neky 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHom) - 3MiHK
BHECeHIi [0 IHCTPYKLi Yy po3ainu:
"MpoTunokasaHHA", "OcobanBiI 3axoam
6e3nekn”, "B3aemogis 3 iHWMMK
nikapcbkMK 3acobamu Ta iHLWi B1uam
B3aemogijit”, "OcobmBocCTi
3acTtocyBaHHS" (Y T. 4. "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LUBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM a60 3 iHWVMU
MexaHismamu"), "Cnoci6 3acTtocyBaHHs
Ta gosun”, "MepenosyBaHHs", "T06IYHI
peakuii” 3rigHo 3 AaHUMW LLoA0 Ge3neku
Lir040l PEYOBUHN.
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHu
[10 y3aranibHeHNX AaHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHvx Npo cuctemy
thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBigasnibHOT 3a 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
chapmakoHarnsgy 3asBHuka ans
3fjicHeHHs hapmakoHarnsagy B YkpaiHi,
AKWO BOHA BiAMIHHA Bif, YNOBHOBaXKEHOI
ocobu, BignoBifasibHOT 3a 3AiCHEHHS
hapmMakoHarniagy (Bkirovaroun
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm

thapmakoHarnagy) - 3miHa

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
PEerynsipHmx 3BiTiB 3 6e3neku.
34 KAPBOINA KOHLeHTpaT ans AkKoppg, Benvka Brpo6HMLTBO roToBOroO IHpia/ MepepeecTpauis Ha HEOOMeXeHUIA 3a He UA/13716/01/01
po3uMHy A5 iHgysin, 10 Xenckea BpuTaHis niKkapcbKoro 3acooby, Benvka TEepPMiH. peyenmom niosnsiecae
mr/mn, no 5 mn, abo no Nimiteq nepBrHHE NakyBaHHS, BpuTaHis 3MiHM Wopo 6e3nekn/edeKTUBHOCTI Ta
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

YMOBHOBaXXEHOT 0CO6Y 3asBHMKA,
BiANOBIAA/IbHOI 3a 34iAiCHEHHS
thapmakoHarnagy: NponoHosaHa
pepakuisi: Dr. Naveen Chamalli Shiva
Kumar
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOI 0Ccobu.
3MiHa KOHTaKTHOT 0CO6U BiANOBiLaNbHOT
3a 3[jicHeHHs hapmakoHarnsagy B
YkpaiHi: MponoHoBaHa pefakujs:
LLnronesa MapiaHHa BikTopiBHa
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu. 3miHa Micusa 34iCHEeHHs
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa agpecu
mMacTep-gaiina.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

35

KAPMIHATUB
YM BEBIHOC

Kpanni opasibHi, PO34uH,
no 30 mn y donakoHi-
KpanenbHuyj; no 1
hnakoHy-kpanenbHuLi B
nauui 3 KapToHy

[eHTiHOKC
lecenbwadg
T
hapmachHoTi
we
npenaparu
NeHk Ta
LynnaH

HimeuunHa

[eHTiHokC ecenbliadT

thapmacbloTille

npenapatu JIeHK Ta

LWynnaH

HimeyunHa

MepepeecTpauis Ha 5 pokis.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
hapmakoHarnagy, 3atsepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), CTaHOBMWTb: 3iAHO 3i CTPOKaMM,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHS
perynsipHux 3BiTiB 3 6e3neku.

be3
peyenma

He
niosnsiecae

UA/8686/01/01

36

KBAUT®

PO34YMH OpasibHMiA Mo

MAT

YKpaiHa

MAT "®apmak”

YKpaiHa

[MepepeecTpauis Ha HeobMeXeHu

6e3

niossicae

UA/13812/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

100 mn y chnakoHi; no 1
dhnakoHy 3 f0O3yUNM
CTaKkaHOM B nauuj 3
KapTOHY

"®apmak”

TepMiH. 3MiHu | Trny - 3MiHK Woao
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOr0 3aCTOCYBaHHS
reHepuyYHuX/ribpnaHnx/6ionodibHNx
nikapcbknx 3acobiB Nicns BHECEHHS TieT
camoi 3MiHU Ha pedhepeHTHUIA npenapar
(3miHa He NOTpebye HafaHHSA XOAHMX
HOBMX A04aTKOBUX AaHMX) 3MiHM
BHECEHI [0 iHCTPYKLiiy po3gin
"PapmakoTepanesTnyHa rpyna. Koz
ATX"; a Takox y po3ginun
"apMakonoriyHi BnactusocTi”,
"MokazaHHa" (YTOUHEHHS),
"MpoTunokasaHHA", "B3aemogis 3
IHLIMMKM NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnoci6 3acTocyBaHHA Ta fosmn",
"MepeposyBaHHa", "T06GIYHI peakujii™
BiANOBIAHO A0 iHchopMmav,i
pedhepeHTHOrO /likapCcbkoro 3acoby
(HOBO-MACWT, po34uH opasibHUIA).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

peyernma

37

KNAPUTPOMI
LMH

TabneTkn, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 250 mr no 10
TabneTtok y 6nictepi; no
1 6nicTepy B nauui

NAT
"Kvismegnp
enapar”

YkpaiHa

MAT
"Kuismegnpenapar”

YkpaiHa

MepepeecTpauis Ha HeobMeXeHuI
TEepMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTuL,i Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[IM4HOr0 3aCTOCYBaHHS Ha nigcrasi

3a
peuerimom

He
nionsizae

UA/2547/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHD,
NpoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkeHb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLUIT y po3ainu
"MokasaHHa" (pegaryBaHHs),
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaaro” BianosigHo o
OHOB/IEHOT iHd)opMaLiii 3 6e3neku gitoyoil
PeyoBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

38

KNAPUTPOMI
LMH

TabneTkn, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 500 mr no 10
TabneTtok y 6nictepi; no
1 6nicTepy B navui

NAT
"Kvismegnp
enapar”

YkpaiHa

MAT
"Kuismegnpenapar”

YkpaiHa

MepepeecTpauis Ha HeobMeXeHNI
TEepMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTu,i Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMnoBiAHO A0 NnaHy
negiatpuyHux gocnimpkeHsb (PIP) (3miHy
Y3rO[PKEHO 3 KOMNETEHTHUM

3a
peuerimom

He
nionsizae

UA/2547/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

YMOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO A0 IHCTPYKLUIT y po3ainu
"MokasaHHa" (pegaryBaHHs),
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” BianosigHo o
OHOB/IEHOT iHdhopMaLiii 3 6e3neku gitoyol
PeYOoBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKamMu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

39 KNOANDEH renb, 10 mr/r, no 45r B YOPNA Benuka K.O. C/NIABIA ®APM PymyHis MepepeecTpauis Ha HeobMexeHui 6e3 nionsi2ae UA/10810/02/01
Ty6i; mo 1 Ty6iy MEOVNLNH BputaHis C.P.N. TEPMiH. peyenma
KapTOHHI Kopo6Lyi NIMITEL 3MiHM Wwoao 6e3nekun/edpekTMBHOCTI Ta

hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTu,i Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpnaHnx/6ionodibHNX
niKkapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHK Ha pedhepeHTHUIA npenapar
(3MiHa He NOTpebye HafaHHSA XOLHWX
HOBUX A0AATKOBUX AaHWX) - 3MiHK
BHECEHI [0 iHCTPYKLIT A8 Mean4HOro
3aCTOCYBaHHS /iKapcbKoro 3acoby y
po3zinu: "Oco6MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar”, "Cnoci6
3acTocyBaHHs Ta
nosun","MepenosyBaHHs", "Mo6IYHI
peakuii” BignosigHo A0 iHdopMaLii
LLLOZI0 MEANYHOIO 3aCTOCYBaHHS
pedyepeHTHOrO JliKapCbKOro 3acoby
(BONNbTAPEH® EMYNbIE/b, 10Mmr/r).

MepiognyHiCTb NOAAHHSA PerynsipHo
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
PerynsipHmx 3BiTiB 3 6e3neku.

40

Knoniaorpee
N-TEBA

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOIO,
no 75 wmr; no 10
Tabnetok y 6nictepi; no
3 abo 9 bnictepiB y
Kopoo6Li

TeBa
dapmaueBTi
Kaun
IHoacTpi3
nra.

13painb

TeBa PapmaLeBTikan

IHpacTpi3 174,

13painb

MepepeecTpauis Ha HEOOMeXeHUIA
TEepMiH
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepuCTULLi NiKkapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHuX/ribpugHnx/6ionodibHmNx
nNikapcbkyx 3acobiB nicns BHECEHH: Tiel
camoi 3MiHM Ha pechepeHTHWIA npenapat
(3MiHa He noTpebye HafgaHHA XOAHNX
HOBMX A0AaTKOBUX AaHuX) - SMiHK
BHECEHO [0 IHCTPYKLIii Yy po3ainu:
"apmMakonoriyHi BnactTusocTi”,
"MokasaHHA" (YTOUYHEHHS iHdhopMmaLiT),
"B3aemopis 3 IHWMMKN NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"Ocob6nmBOCTI 3acTocyBaHHsA", "Cnoci6
3acTocyBaHHs Ta gosun”, "Aditn"
(yTOuHeHHs iHdhopmauii),
"MepenosyBaHHs", "Mo6iyHI peakuii”
3riHO 3 iHhopmaLieto LWoA0 MeanyHoro
3acTocyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (M/1ABIKC,
TabneTku, BKPUTIi 060IOHKOI NO 75 Mr).

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
hapmakoHarnagy, 3atsepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii

3a
peyenmom

He
niosnsiecae

UA/14007/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKamMu,

3a3HayYeHUMM y NepioANYHOCTI NOAAHHS

perynspHux 3BiTiB 3 6e3neku

41

KOMBIrPUN®

Masbno 20ry
KOHTeliHepi; no 1
KOHTelHepy B nauli; no
20 r a6o no 40 r y Ty6i,
no 1 Ty6i y KapTOHHiii
nauuj

OpraHocuH
Naiidp
CaeHcu3
Mer. N14,.

IHais

EHK'106 ETikan3 MNpaiisiT
Nimiteq

IHais

MepepeecTpauis Ha HeobMeXeHNI
TEepMiH
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTu,i Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKW 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHmx gocnimpkeHsb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeanyHOro
3acTOCyBaHHS fikapCcbKoro 3acoby Ao
po3ainis: "B3aemogis 3 iHWNMU
nikapcbkumu 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobanBocCTi
3acTocyBaHHsA", "Tepeno3yBaHHA",
"Mo6ivHi peakuii” BigNoBigHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku fitunx
peyoByVH Npenapary.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiogMyYHOCTI NogaHHSs
perynsipHmx 3BiTiB 3 6e3neKu.

6e3
peyenma

nidnsieae

UA/1920/02/01

42

KYPOCYP®®

cycneHsia ans
eHAoTpaxeanbHOro

K'esi
dapmac'toTik

AscTpist

BMPOGHULTBO in bulk,
nakyBaHHS1, KOHTPO/1b Ta

ITania/
ABCTpist

MepepeecTpauis Ha HEOOMeXeHUIA
TepMiH. 3MiHu |l TMny - 3MiHK Woao

3a
peyenmom

He
niossicae

UA/10170/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
BBefeHHs, 80 mr/mn, no en3 'meX BWMNYCK cepil: 6e3nekn/edeKTUBHOCTI Ta
1,5 mn 'y dpnakoHi; no 1 K'esi dapmaueyTtui hapmakoHarnsgy. 3mMiHu y KopoTkili
h1aKkoHy B KapTOHHIi C.n.A, ltanis; XapakTepucTuLi Nnikapcbkoro 3acoby,
KOpoo6Li BWMNYCK Cepil: TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
K'esi ®dapmac'toTikens MeAUYHOro 3acToCyBaHHSA Yy 3B'A3KY i3
'M6X, ABCTpISt; HOBUMW JaHVWMM 3 SKOCTI, AOK/iIHIYHUMU,
NepBUHHE MakKyBaHHS: KNIHIYHUMKN JaHUMU Ta AaHUMK 3
digia PapmaueyTuui hapmakoHarnsgy - 3MiHuM BHECEHO [0
C.n.A, ltanis; IHCTPYKUIT AN MEANYHOrO 3aCTOCYBaHHS
BTOPUHHE NaKyBaHHs: nikapcbKoro 3acoby Ao poszinis "Cnocib
[.1. dapma M'M6X, 3acToCyBaHHA Ta 031" (BHECEHI
ABCTpISi; YTOUHEHHS), "Oco6mMBOCTI
BMPOGHMLTBO in bulk, 3actocyBaHHs", "lNo6iuHI peakuii”
nakyBaHHs1, KOHTPO/1b Ta BignoBigHO A0 iHhopMaLii CTOCOBHO
BWMNYCK Cepil: 6e3neku, ska 3a3HayeHa B Matepianax
K'e3i dapmaueyTumui peecTpauiiHoro AocbE.
C.n.A,, ltania
MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3nekn
43 NA®EPOBIO cynosutopii no 500 000 TOB "®3 YkpaiHa TOB "®3 "6IOPAPMA" YkpaiHa MepepeecTpaLlisi Ha HEOBMEXEHWI 6e3 nionsieae UA/13779/01/02
H® MO, no 3 cynosutopii no | "BIO®APMA TepMiH. 3MiHu | Tuny - 3MiHK WoA0 peyenma

11y KOHTYpHIiA
YapyHKOBIli ynakoBLi; no
1 KOHTYpHIli YapyHKOBIi
ynakosBLji B nauti 3
KapToHyY; No 5
cynosuTtopiiBno 1 ry
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o no 2
KOHTYPHi YapyHKOBI
ynakoBKM B naulj 3
KapTOHY

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
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Ne Hassa Popma sUMyCKY 3assHUK Kpaina
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa
3acoby yrnakoska)

Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu

Peknamys Howmep
BUPOGHUKa

Bionycky aHHs peecmpayiliHo2o
nocsio4eHHs1

BHECEHO A0 IHCTPYKLT A1 MeAnYHOro
3aCTOCYBaHHs! /likapCbKoro 3acoby Ao
po3gainy" Mo6iyHi peakuii " BiANOBIAHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku gitoyol
PEYOBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.

NA®PEPOBIO cynosuTopii no 150 000 TOB "3 MepepeecTpauis Ha HeobMeXeHuI 6e3 niosnsiecae UA/13779/01/01
H® MO, no 3 cynosutopii no | "BIO®PAPMA TEepMiH. 3MiHu | TUny - 3MiHK WoA0 peyenma
1 1y KOHTYpHIiA " 6e3nekn/edpekTBHOCTI Ta
YapyHKOBIli yNakoBLi; No hapmakoHarnsagy. 3miHa y KopoTkili
1 KOHTYpHIlA YapyHKOBIi XapakTepucTuLi Nikapcbkoro 3acoby,
ynakosLi B nayi 3 TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT ons
KapToHY; Nno 5 Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
cynosutopiiBno 1 ry perynsipHo OHOB/IIOBAHOTO 3BITY 3
KOHTYPHIli YapyHKOBI 6e3nekun nikapcbkoro 3acoby, abo
ynakosui; no 1 a6o no 2 pocnigpkeHb 3 6e3nekn 3acTocyBaHHsA
KOHTYPHi YapyHKOBI nikapcbKoro 3acoby B
ynakoBKu B nauyli 3 nicnsipeecTpauiiinii nepiog, abo sk
KapTOHY pe3ynbTaT OLiHKW 3BITy 3 AOC/IKEHb,

npoBeAeHnX BiAMnoBiAHO A0 NnaHy
negiatpuyHux gocnimpkeHsb (PIP) (3miHy

Y3rO)KEHO 3 KOMNETEHTHUM

YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeanyHOro
3acTOCyBaHHS fikapcbKoro 3acoby Ao
po3ainy” Mo6iyHi peakuii " BianoBigHO A0
OHOBNEHOT iHhopMmaLii 3 6e3neku Aitoyol
PEeYOBUHM.

YkpaiHa TOB "®3 "BIO®PAPMA" YkpaiHa

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioaNYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
45 NA®EPOMAK | cynoautopii no 3 000 TOB "$3 YkpaiHa TOB "®3 "BIOPAPMA" YkpaiHa MepepeecTpavis Ha HeobMeXeHUiA 3a He UA/13779/01/04
C 000 MO; no 3 "BIO®APMA TEePMiH. peyenmom nionsieae
cynosutopiino 1ry "
KOHTYPHIli YapyHKOBIi MepioAnYHICTb NOAAHHS PerynsapHo
ynakosLi; no 1 OHOB/IOBAHOIO 3BITY 3 6e3nekn
KOHTYPHIli YapyHKOBIi BiANOBIAHO A0 MopsAaky 34iNCHEHHS
ynakoBLj B nayui 3 dhapmakoHarnsgy, 3aTBepikeHoro
KapTOHy; No 5 Haka3oM MiHicTepcTBa 0XOPOHM
cynosuTtopiiBno 1 ry 300pOB’A YKpaiHu Big 27 rpyaHs 2006
KOHTYPHIli YapyHKOBIi poky Ne 898, 3apeecTpoBaHuii B
ynakosLi; no 1 a6o no 2 MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
KOHTYPHi YapyHKOBI 2016 poky 3a Ne 1649/29779 (y pegakuii
ynakoBKM B naulj 3 Hakasy MiHicTepcTBa OXOPOHU 30POB’A
KapTOHY Ykpainu Big 26 BepecHst 2016 poky Ne
996), CTaHOBMWTb: 3iAHO 3i CTPOKaMMK,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
46 NA®PEPOMAK | cynosuTtopii no 1 000 TOB "$3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa MepepeecTpauis Ha HeobMeXeHNi 3a He UA/13779/01/03
C 000 MO; no 3 "BIO®APMA TEePMiH. peyenmom niossieae
cynosutopiino 1 ry "
KOHTYPHIlA YapyHKOBIl MepioAnYHICTb MOA4AHHS PErYNSPHO
ynakosLi; no 1 OHOB/IIOBAHOTO 3BITY 3 6e3neku
KOHTYPHili YapyHKOBIlA BiNOBIAHO A0 MOpsAAKY 34iACHEHHS
ynakoBLj B nayui 3 dhapmakoHarnsgy, 3aTsepikeHoro
KapToHy; No 5 Haka3oM MiHicTepcTBa OXOPOHM
cynosuTtopiiBno 1 ry 3[,0p0B’A YKpaiHu Bif 27 rpyaHa 2006
KOHTYPHIlA YapyHKOBIl poky Ne 898, 3apeecTpoBaHuii B
ynakosui; no 1 a6o no 2 MiHicTepcTBi tocTuLii Ykpainn 19 rpyaHs
KOHTYPHI YapyHKOBI 2016 poky 3a Ne 1649/29779 (y pepakuii
yrnakoBKM B naulj 3 Haka3y MiHicTepcTBa OXOPOHU 30POB’A
KapTOHY Ykpainu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
a7 NEBONET TabneTku, BKpUTI [O-p Pepgpi'c IHAis [-p Pegpi'c IHAis MepepeecTpaLlisi Ha HEOBMEXEHWI 3a He UA/9474/01/01
NAiBKOBOK 0O0IOHKOH, NabopaTtopi Na6opaTopic /Ta, TepMiH. 3MiHu | Trny - 3MiHK Woao peyenmom niosisicae
no 250 wr, no 10 c g Bupo6Huya ainbHuus — 6e3nekn/edeKTUBHOCTI Ta

TabneTtok B 6aicTepi; no
1 61icTepy y KapTOHHiIl

hapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapCbKoro 3acooby,
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

KOpoo6Li

TEKCTi MapKyBaHHS Ta iHCTpYyKLii ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBILHO A0 NnaHy
negiatpuyHux gocnigkeHsb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHI [0 iHCTPYKLii y po3gin
"MMoka3aHHA"

Ta po3ginu: "B3aemogis 3 iHWuMmn
nikapcbkMn 3acobamu Ta iHLWi B1uam
B3aemogiit", "B3aemMogisi 3 iHLLMMKN
nikapcbknMmn 3acobamu Ta iHWi B1uam
B3aemogii", "Cnocib 3acTocyBaHHs Ta
nosun", "Mepepno3sysaHHA", "MoobiYHi
peakuii” 3rigHO 3 AaHnMK LWogo 6e3nekn
Ait040i PEYOBUHY.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

48

NEBOJIET

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 500 wmr, no 10
Tabnetok B 6nicTepi; no
1 6nicTepy y KapTOHHii
Kopoo6Li

O-p Peapi'c
NabopaTtopi
c i1g,

IHAis

A-p Peppic

Nabopartopic /114,
Bupo6HMYa ainbHULsA —

IHAis

MepepeecTpauis Ha HEOOMeXeHUIA
TepMiH. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B

3a
peyenmom

He
niosnsiecae

UA/9474/01/02
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

nicnspeecTpauiiinii nepiog, abo sk

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBILHO A0 NnaHy
negiatpuyHux gocnigkeHsb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHI [0 iHCTPYKLii y po3gin
"MMoka3aHHA"

Ta po3ginu: "B3aemogis 3 iHwWuMmn
nikapcbkMn 3acobamu Ta iHLWi B1uam
B3aemogiit", "B3aemMogisi 3 iHLLMMKN
nikapcbknMmn 3acobamu Ta iHWi B1uam
B3aemogii", "Cnocib 3acTocyBaHHS Ta
nosun", "MepepnosysaHHs", "MoobiYHi
peakuii” 3rigHO 3 AaHnMK oo 6e3nekn

Ait040i PEYOBUHY.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

3a

He

UA/9474/01/03

49

NEBOJIET

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOIO,
no 750 mr, no 5 a6o 10
Tabnetok y 6nictepi, no
1 6nicTepy y KapTOHHii
Kopoo6Li

O-p Peapi'c
NabopaTtopi
c i1g,

IHAis

A-p Peppic

Nabopartopic 114,
Bupo6HMYa ainbHULsA —

IHAis

MepepeecTpauis Ha HEOOMeXeHUIA
TepMiH. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM

peyenmom

YNOBHOB&XEHVM OpraHoM) 3MiHu

niosnsiecae
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

BHECEHI [0 iHCTPYKLii y po3gin
"MMoka3aHHA"

Ta po3ginu: "B3aemogis 3 iHwWuMm
nikapcbkMn 3acobamu Ta iHWi BUuam
B3aemogiit", "B3aemMogisi 3 iHLLIMMKN
nikapcbknMmn 3acobamu Ta iHWi BUam
B3aemogii", "Cnocib 3acTocyBaHHS Ta
nosun", "MepepnosysaHHA", "MoobiYvHi
peakuii” 3rigHo 3 AaHnMK LWogo 6e3nekn
Ait040i PEYOBUHY.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKY 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

50

NYMIFAH®

Kpanni o4Hi, po3unH, 0,1
mr/mn; no 3 mny
h1akoHi-KpanenbHuL;
no 1 dpnakoHy-
KpanenbHuui y
KapTOHHIN nayui

AnnepraH
dapmacbtoTi
Kan3
Ipnangis

Ipnangis

AnnepraH
dapmacbioTikans
IpnaHgis

Ipnangis

MepepeecTpauis Ha HEOOMeXeHUIA
TEPMiH.
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeJMYHOro 3aCTOCYBaHHA Yy 3B’AA3KY i3
HOBMMW JAaHUMU 3 SKOCTi, AOKAIHIYHUMMY,
KNIHIYHAMW JaHUMW Ta faHUMA 3
hapmakoHarnsgy - 3MiHuM BHECEHO A0
IHCTPYKUIT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainy
"Oco611BOCTi 3acTOCyBaHHA"
BIANOBIAHO A0 MaTepianis
peecTpaLiiHoro A0CbeE.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepykeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii YKpainu 19 rpyaHs

3a
peyenmom

He
niosnsiecae

UA/13815/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

51

MArHIO
CYINb®AT

PO34unH ANS iH'ekuiid, 250
mr/mn, no 5 mn a6o no
10 mn B amnyni; no 5
amnyn B KOHTYPHil
YapyHKOBIli ynakoBLi; no
2 KOHTYpPHI YapyHKOBI
YyNakoBKMW B nauLli

TOB "tOpis-
Papm”

Ykpaina

TOB "tOpia-Papm”

Ykpaina

MepepeecTpavis Ha HeobMeXeHUiA
TEePMiH.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsicae

UA/14030/01/01

52

MAKCTICTUH

Tabnetku no 16 mr, no
10 TabneTok y 6nicTepi;
no 3 6nictepu y nauui

TOB
"®apmekc
Mpyn”

YkpaiHa

TOB "®apmekc 'pyn”

YkpaiHa

MepepeecTpauis Ha HEOOMeXeHUIA
TEepPMiH.

MepiognyHiCTb NOAAHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 3A4iCHEHHS
thapmakoHarnagy, 3aTBepykeHoro
Hakazom MiHiCTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YKpainu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3HavYeHUMN y NepiognMuHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neKu.

3a
peyenmom

He
niossiecae

UA/10012/01/02

53

MAKCTICTUH

TabneTtky no 24 mr, no
10 TabneTok y 6nictepi;
no 3 6nictepu y nauui

TOB
"dapmekc
Mpyn*

YkpaiHa

TOB "®apmekc 'pyn"

YkpaiHa

MepepeecTpalis Ha HEObMeXeHUIA
TEPMiH.

MepiognyHicTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 3A4iRCHEHHS
thapmakoHarnsay, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3/10pOB’a YKpainu Big 27 rpyaHsa 2006

3a
peyenmom

He
nionsieae

UA/10012/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMUTb: 3iAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
54 MAKCTFICTUH | Tabnetkn no 8 mr, no 10 TOB YkpaiHa TOB "®apmekc pyn" YkpaiHa MepepeecTpauis Ha HeobMeXeHuI 3a He UA/10012/01/01
TabneTtok y 6nictepi; no "®apmekc TEePMiH. peyenmom niossieae
3 6nicTepn y nayui pyn"
MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiogMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
55 MET®OPMIH | nopotuok (cybcTaHuis) y MAT YkpaiHa XapmeH daitHouem IHais MepepeecTpauis Ha HEOOMeXeHUIA - He UA/14033/01/01
Yy noaBinHNX "dapmak” NimiTeq TEepMiH niossiecae
FIAPOXNMOPWU | nonieTmneHoBux millkax
A A5 BUpobHMLTBA
HeCTepusIbHNX
nikapcbknx dhopm
56 MInT Kpanni HasasbHi no 10 MAT YkpaiHa MNAT "®dapmak” YkpaiHa MepepeecTpauis Ha HEOOMeXeHUIA 6e3 nionsieae UA/14055/01/01
HASA/bHI My donakoHi; no 1 "dapmak” TEPMiH. peyenma
KPANNI® hnakoHy y nauui 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta

thapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTumLi Nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT oNns
MeAMYHOro 3aCTOCYBaHHSA
reHepuyYHuX/ribpnaHnx/6ionodibHNx
nikapcbknx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHN Ha pechepeHTHUIA npenapat
(3miHa He nNoOTpebye HafZaHHSA XOLHMX
HOBMX A0AaTKOBUX AaHWX) - SMiHK
BHECEHI [0 iHCTPYKLiTy po3gin
"MokaszaHHs" Ta po3ginu: "OcobnmBocCTi
3acTocyBaHHA" (y T. 4. "34aTHiCTb
BMNAMBATV Ha LWBWAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

iHWKYMK MexaHi3mamun™), "Cnoci6
3acTocyBaHHA Ta ao3un” (y 1. u. "Oitn'":
3aTBEPAXKEHO - "«MinT HasaslbHi
Kpanni®» He pekoOMeHA0BaHO A0
3aCcTOCyBaHHSA AiTAM BikOM A0 1 poky";
3anponoHOBaHoO - "[laHunii nikapcbknii
3acib He pekoMeHA0BaHO 40
3acTOCyBaHHSA AiTsAIM BIKOM [0 2 pokiB"),
"Mepeno3yBaHHs", "Mo6Gi4HI peakuii™
BiAMOBIAHO A0 iHhopMmaw,i
pedyepeHTHOro /ikapcbKoro 3acoby
BIBPOLI, kpanni Ha3anbHi.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpygHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

57 HATPIIO Kancynu Teepgi no 25 AT YkpaiHa AT "KNIBCbKWI YkpaiHa MepepeecTpavis,Ha HeObMeXeHUiA 3a He UA/2091/01/01
ANKNO®EHA | wmr, no 10 kancyny "KNIBCbKU BITAMIHHI 3ABOA" TEePMiH. peyenmom nionsieae
K-KB 6nictepi; no 3 6nictepu " 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
B nauuj BITAMIHHW hapmakoHarnsgy. 3miHa y KopoTkili
" 3ABOA" XapakTepucTuLli Nikapcbkoro 3acooby,

TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIIKEHD,
npoBefeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO A0 IHCTPYKLi 415 MeAUyYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainy "MokasaHHs" (BUYyYeHO
IOBEHI/IbHWI peBMATOifHWI apTpuT) Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

po3gainis “lNpoTunokasaHHs", "B3aemogis
3 HWMMK NiKapCbKMMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHOCTI abo rogyBaHHA rpyaato”
(monoBHeHO iHhopMauieto 3 6e3nekn),
"Cnoci6 3acTocyBaHHA Ta fo3un”
(yTouHeHHs iHdhopMmaLiT), "MobivHi
peakuii” BignoBigHO A0 OHOBNEHOT
iHhopMmawuii 3 6e3nekn 3acToCcyBaHHS
Lit040T PEYOBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

58 HOTTA® Tabnetku, no 12 Pixapg, ABCTpist Pixapg bittHep Al ABCTpist MepepeecTpauis Ha HeobMeXeHuI 6e3 niosnsiecae UA/10043/01/01
TabneTtok y 6nictepi; no BitTTHep Al TepMiH peyenma
1, 2,3 a6o 4 6nictepu y 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
KapTOHHI Kopo6Lyi hapmakoHarnsagy. 3miHa y KopoTkili

XapakTepucTuL,i nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKW 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpnyHmx gocnimxkers (PIP) (iHwi
3MiHW)
3MiHV BHeceHo A0 IHCTpyKuii ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3giny "MokasaHHs"
(Buny4eHo: "lMpodpinaktuka cTpecy nig,
yac niABWLLEHNX NCUXOEMOLHNX Ta
Pi3NYHMX HaBaAHTAXEHbL"), a TaKOX A0
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Howmep

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

peecmpayiliHo2o

nocsio4eHHs

po3ginis "®apmakosnoriyHi BnactTneocTi"
(yTouHeHHs iHdopmadii), "B3aemogis 3
IHLIMMKM NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiop,
BariTHOCTI abo rogyBaHHA rpyaato”
(yTouHeHHs iHchopmauii 3 6e3nekn),
"Cnoci6 3acTocyBaHHA Ta 4031"
(yTOuHeHHs iHchopmauii 3
6e3nekn),"OiTn" (3aTBEpmkeHo: AiTam
[0 5 pokiB 3acTOCOBYBaTV nNpenapar
HoTtTta® y chopmi kpanens.
3anponoHoBaHo: 3acTocoByBaTu
nikapcbkuii 3aci6 Hotta®, TabneTku,
AOiTAam Big, 6 pokis. [na nikyBaHHS fiTein
BikOM Bif 2 [0 6 pokiB cnig,
3acTocoByBaTu npenapar Hotta® y
dhopmi kpanenb) BiAMNOBIAHO A0
OHOBJ/IEHOT iHdhopMaLlii 3 6e3neku
3acToCcyBaHHS Nikapcbkoro 3acoby,
3a3HayveHol B MaTepianax
peecTpauiiHoro AocbE.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

UA/13987/01/01

59

OKCANINNAT
IH-BICTA

NopoLLOK ANs
NPUroTYBaHHS PO3UNHY
ons iHdysili (5 mr/mn)
no 50 wr, 1 chnakoH 3
NOPOLLKOM Y KapTOHHIl
Kopoo6Li

Mictpan
Kenitan
MeHeKmeH
T NimiTeq,

AHrnis

AkTasic ITania C.n.A.

ITanis

MepepeecTpauis Ha HEOOMeXeHUIA
TEPMiH.
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3aCTOCyBaHHSA
reHepuyHuX/ribpugHnx/6ionodibHmNx
nNikapcbkyx 3acobiB Nicns BHECEHHN Tiel

camoi 3MiHM Ha pedepeHTHUiA Npenapart

(3miHa He NoTpebye HafgaHHA XOAHWX

3a
peyenmom

He
niosnsiecae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

HOBMX A0AATKOBUX AaHWX) - 3MiHU
BHECEHi 10 IHCTPYKUii y po3ainn
"apMakonoriyHi BnactneocTi”,

"B3aemogis 3 iHWMMMW SliKapCbKUMun

3aco6amMu Ta iHWi BUAM B3aeMoSiid",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaat”, "Cnocio
3acTocyBaHHs Ta go3u", "MobiuHi
peakuii" BiANOBIAHO A0 iHGopmaLii
pedyepeHTHOro /ikapcbKoro 3acoby
(ENOKCATWIH, KoHUeHTpaT ans
po34uHy A8 iHdysiii, no 50 mr, no 100
Mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKamMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

60 OKCANINNAT | nopoLuok gns Mictpan AHrnis AxTasic ITania C.n.A. ITanisa MepepeecTpauis Ha HeobMexeHui 3a He UA/13987/01/02
IH-BICTA NPUroTyBaHHA PO34YnNHY Kenitan TEePMiH. peyenmom niossieae
ons iHgysili (5 mr/mn) MeHeXMeH 3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta
no 100 wmr, 1 chnakoH 3 T Nimiteq, hapmakoHarnsagy. 3mMiHu y KopoTkili
MOPOLLKOM Y KapTOHHifA XapakTepucTu,i nikapcbkoro 3acoby,
KopooLi TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons

Me[MYHOro 3aCTOCYBaHHS
reHepuyYHuX/ribpnaHnx/6ionodibHNX
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIA npenapar
(3MiHa He NOTpebye HafaHHSA XOLHWX
HOBUX A0AATKOBUX AaHWX) - 3MiHK
BHECEHI [10 iHCTPYKLiT y po3ginu
"apmMakonoriyHi B1acTnsocTi”,
"B3aemogis 3 IHWMMKN NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaat”, "Cnoci6
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

3acoby

ynakoska)

3acTocyBaHHs Ta o3u", "MobiyHi
peakuii” BignosigHO A0 iHGopMaLii
pedyepeHTHOrO JlikapCbKOro 3acoby

(ENOKCATWVIH, KoHUeHTpaT ans
pO34uHy Ans iHgysili, no 50 mr, no 100
Mr).

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

6e3

nionsizae

UA/0235/02/02
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OME3®

kancysv no 10 mr no 10
Kancyn y 6nictepi; no 1
abo no 3 6nictepu B
KapTOHHI Kopo6Lyi

[-p Pegpi'c
Nab6opaTtopi
c Nty

IHAjA

A-p Peppi'c
Nab6opaTopic /T4,

IHAjA

MepepeecTpavis Ha HeobMeXeHUiA
TEpMiH. 3MiHu | TMny - 3MiHK WoA0
6e3nekn/eeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkernb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLi 415 MeguyHoro
3acTocyBaHHS fikapcbkoro 3acoby Ao
po3ainis: "Oco6/MBOCTI 3aCTOCYBaHHS",

"Mo6iuHi peakwyii" BigNoBigHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku aioyol
PEYOoBUHM.

MepiognyHicTb NOAAHHA PErynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn

peyenma

BiANOBIAHO A0 MopsAaky 34iNCHEHHS
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

3acoby

ynakoska)

IHais

300pOoB’A YKpaiHu Big 27 rpyaHs 2006

MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKamMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS

dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU

poky Ne 898, 3apeecTpoBaHuii B

perynsipHmx 3BiTiB 3 6e3neku.
MepepeecTpauis Ha HeobMeXeHuI

3a

He

UA/0235/02/03
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OME3®

kancysim no 40 mr no 10
Kancyn y 6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopob6Ui; o 7 kancyny
6nicTepi; no 4 6nictepu
B KapTOHHIi1 kopobu,i

[-p Peagi'c
Na6opaTtopi
c it

IHais

A-p Pepai'c
Na6opaTopic /iTg,

MEeAMYHOrO 3aCTOCYBaHHS Ha MiacTasi

negiatpuyHux gocnimpkeHb (PIP) (3miHy

po3gainis: "Oco6/MBOCTI 3aCTOCyBaHHA",

OHOB/IEHOT iHd)opMaLiii 3 6e3neku gitoyol

TepMiH. 3MiHu | TUny - 3MiHK WoAa0
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkil
XapakTepucTuL,i nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons

perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMnoBiAHO A0 NnaHy

Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeanyHOro
3acTOCyBaHHS fikapcbKoro 3acoby Ao

"Mo6ivHi peakuii” BigNoBigHO A0
PeyoBUHM.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTsepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne

996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,

peuerimom

3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA

nionsizae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
PEerynsipHmx 3BiTiB 3 6e3neku.
63 OHAAHCETP | po3uvH gns iH'exuit, 2 MpusatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa MepepeecTpauis Ha HEOOMeXeHUIA - He UA/10251/01/01
OH mr/mn in bulk: no 2 a6o akujioHepHe TOBapMCTBO "Jlekxim- TEPMiH. nionsicae
4 mn B amnyni; no 100 TOBapucTBo Xapkis"
amnyn y kopoobui "Jlekxim- MepioAnyHICTb NOAAHHS PErynspHo
Xapkis" OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayeHUMK y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
64 OHAOAHCETP | po34uH ANs iH'ekuii, 2 MpusaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa MepepeecTpalis Ha HEOOMeXeHUIA 3a He UA/10250/01/01
OH Mr/Ma no 2 mn abo 4 mn akujoHepHe TOBapuUCTBO "Jlekxim- TEPMiH. peyenmom nions2ae
B amnyni; no 5 amnyn y TOBapucTBO Xapkis" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
naui; no 2 mn abo 4 mn "Jlekxim- hapmakoHarnsgy. 3mMiHu y KopoTkili
B amnyni; no 100 amnyn Xapkis" XapaKTepucTuLli Nikapcbkoro 3acooby,

y nauyi; no 2 mn abo 4
M/1 B amnyni; no 5
amnyn y 6nictepi; no 1
6nicTtepy B navui

TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT gns
MeM4HOro 3acToCyBaHHSA
reHepuyHnX/ribpuaHnx/6ionodibHNxX
NiKapcbknx 3acobiB Nic/1si BHECEHHS Tiel
camoi 3MiHN Ha pedhepeHTHWI npenapat
(3MiHa He noTpebye HafaHHA XOAHNX
HOBUX A0A4ATKOBMX AAHWX) - 3MiHK
BHECEHO [0 IHCTPYKLi Yy po3ainu:
"Oco6NMBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHsa rpyaar”, "MepenosysaHHS"
3iHO 3 iHhopMaLielo WoA0 MeAUYHOTo
3acTocyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (3OPPAH, po3uunH
ONSA iH'EKLA).

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiAMoBiAHO A0 MNopaaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpainu 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pegakuji
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKamMu,

3a3HayYeHUMM y NepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.

65

OHAAHCETP
OH

TabneTkn, BKPUTI
060/10HKOI0, N0 8 Mr, No
10 TabneTok y 6nicTepi;
no 1 6nictepy B nauui 3
KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

MepepeecTpauis Ha HeobMeXeHNI
TepMiH
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkili
XapakTepucTu,i Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKW 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMNoBIAHO A0 NnaHy
negiatpuyHmx gocnimpkeHsb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO A0 IHCTPYKLUIT y po3ainu
"MpoTunoka3aHHs", "B3aemogis 3
iHLIMMKM NiKapcbKMK 3acobamu Ta iHLWi
BMAM B3aemogiit", "OcobnmBocTi
3acTocyBaHHA", "lNepeno3yBaHHA",
"Mo6iuHi peakuyji" BigNoBigHO A0
OHOBNEHOT iHhopMmaLii 3 6e3neku Aitodol
PEeYOBUHM.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepykeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

3a
peuerimom

He
nionsizae

UA/10081/01/02
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OHAAHCETP
OH

TabneTku, BKpUTI
06010HKOI0, MO 4 M, N0
10 TabneTokK y baicTepi;

MpAT
"TexHonor"

Ykpaina

MpAT "TexHonor"

Ykpaina

MepepeecTpaLis Ha HEObMeXeHUIA
TEepMiH
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta

3a
peyenmom

He
nionsiecae

UA/10081/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

no 1 6nictepy B nauui 3
KapTOHY

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi A1s
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHnX BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnigxernb (PIP) (3mMiHy
Y3TO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [0 IHCTPYKL,i y po3ainun
"MpoTunokasaHHs", "B3aemogis 3
IHLWMMK NiKapcbkMK 3acobamm Ta iHLi
BMAM B3aemogiin”, "OcobmBocCTi
3actocyBaHHsa", "lMepeno3yBaHHA",
"Mo6ivHi peakui” BignNoBigHO A0
OHOB/IEHOT iHdhopMaLiii 3 6e3neku gitoyoi
PeyoBUHN.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

67

OHAAHCETP
OHY

rAPOX/IOPU
LY AVrIAPAT

nopoLuok (cybcraHuis) y
noAgBiliHMX
nonieTnNeHoBnx
naketax gns
thapmavLeBTUYHOro
3aCTOCYyBaHHSA

MpAT
"TexHonor"

YkpaiHa

CaH ®apmacbloTikan
IHpacTpi3 174,

IHAis

nepepeecTpawis Ha HeobMeXeHui
TEepMiH

He
niosnsiecae

UA/14343/01/01

68

NMAHKPEATHA
H

nopoLLoK (CybecTaHuis) y
nakeTi 3 NiBKW
nonieTuneHoBoi ANns
hapmaveBTU4HOro
3aCTOCYyBaHHSA

Hopamapk
ApuHaiimMiTT
enb N'M6X Ta

Ko. KI

HimeuunHa

Hopamapk
ApuHaiimittens MM6X Ta
Ko. KI

HimeuyunHa

MepepeecTpauis Ha HEOOMeXeHUIA
TEepPMiH.

He
niossiecae

UA/14317/01/01
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6as10Hi; No 1 6as10Hy y
nauui 3 KapToHy

6e3nekn/epeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxeHnb (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLi 415 MeAUyYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHSA"
Ta «3gartHiCTb BNNBATY Ha LWUBWAKICTb
peaxuii npy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLLIMMU
MexaHisMamu» BignoBigHO 40
OHOBJ/IEHOT iHdhopMaLlii 3 6e3neku
3aCTOCYBaHHSA Ajl040i Ta AONOMIKHMNX
PEYOBUH.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
hapmakoHarnagy, 3aTsepyKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS

perynsipHmx 3BiTiB 3 6e3MeKu.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
69 MNAMABEPUH | kpucTaniyHWii NOpOLLIOK MpAT YkpaiHa Pekopgaarti IngacTpia ITanisa MepepeecTpavis Ha HeobMeXeHUi - He UA/0722/01/01
Yy (cybeTaHuin) y naketax "papmaueBT Ximika i ®amec'toTika TEepMiH nionsieae
FIAPOXNOPU | nopgiliHux nyHa chipma C.ni.En.
A nonieTuneHoBnx Ais "fapHuua”
chapmav,eBTUYHOro
3aCTOCYBaHHS
70 nPonocorn- cnpeii ans poToBoi AT YkpaiHa AT "CTOMA" YkpaiHa MepepeecTpavis Ha HeobMeXeHUiA 6e3 niossieae UA/1261/01/01
KM NOPOXHUHN N0 25Ty "CTOMA" TEPMiH. 3MiHu | TUny - 3MiHK WoA0 peyenma
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Kpaina

PeecmpayjitiHa npoyedypa

Ymosu

Peknamys
aHHA

Howmep
peecmpayiliHo2o

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUPOGHUKa

NntBa

MepepeecTpavis Ha HeobMeXeHUi

Bionycky

6e3

niosisieae

nocsio4eHHs
UA/3646/01/01
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3acoby
NPOMNPOTEH
-100

Tabnetku, no 20
TabneTtok y 6nictepi; no
1 abo 2 6nictepn y
KapTOHHI Kopo6Lyi

TOB

"Martepia
Meguka-
YkpaiHa"

Ykpaina

3AT CaHToHika

Pixapg bitTHep Al

ABCTpis

TepMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi A1s
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkernb (PIP) (3mMiHy
Y3TO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLi 415 MeAUyYHOro
3acToCcyBaHHS Nikapcbkoro 3acoby Ao
po3ginis "MpoTunokasaHHsa",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” BianosigHo o
OHOB/EHOT iH(hopMmaLlii 3 6e3neku
3aCTOCYBaHHS Ail04Oi PEHOBUHM.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMM,
3a3HayeHUMM y NepioANYHOCTI NOAAHHS

perynsipHmx 3BiTiB 3 6e3neku.
MepepeecTpavis Ha HeobMeXeHUiA

peyenma

6e3
peyenma

nionsizae

72

NYMMNAH®

Tabnetku, no 12
Tabnetok y 6nictepi; no
1, 2,3 ab6o 4 6nictepu B
KapTOHHI Kopo6Lyi

Pixapg,
BitTHep Al

ABCTpis

TEPMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/epeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi

perynsipHo OHOB/IIOBAHOTO 3BITY 3

6e3nekun nikapcbkoro 3acoby, abo

UA/10049/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

JocnifpKeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITy 3 AOC/iKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnigpkeHs (PIP) (iHwi
3MiHM) 3MiHU BHECEHO [0 IHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHA NikapCbKoro
3acoby Ao po3giny "lMokasaHHs", a
TakoX A0 po3ginis “MNpoTunokasaHHs",
"Oco61M1BOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” (LOonoBHEHO
iHbopMmauieto 3 6e3neku), "Cnocid
3acTOCyBaHHSA Ta [03n" (YTOUHEHHS
iHcpopmawii), "Aitn" , "Mo6ivHi peaxuii”
BiANOBIAHO 4O OHOBEHOT iHGhopMaLi 3
6e3nekn 3acTocyBaHHS JlikapCbKOro
3acoby, 3a3HayeHol B maTepianax
peecTpaLjiiiHoro AoCbeE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

73

PENI®®

Masb pekTasibHa, 2,5
mr/r, no 28,4 r B Ty6i, no
1 1y6i pasom 3
annikatopom y
KapTOHHI Kopo6Lyi

TOB
"Baiiep"

YkpaiHa

damap A.B.E. AB/ioH
MnaHT

Ipeuis

MepepeecTpauis Ha HeobMeXeHuI
TEePMiH.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S

6e3
peyenma

niosnsiecae

UA/3173/01/01




73

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
74 PEMEHC® Tabnetku, no 12 Pixapg, ABCTpist Pixapg BitTHep Al ABCTpist MepepeecTpauis Ha HEOOMeXeHUIA 6e3 nionseae UA/10052/01/01
TabneTtok y 6nictepi; no BitTHep Al TepMiH. 3MiHu | Tvny - 3MiHK Woao peyenma
1, 2, 3 abo 4 6nictepn y 6e3nekn/edeKTUBHOCTI Ta
KapTOHHI Kopo6Lyi

hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHO OHOB/HOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimkeHs (PIP) (iHwwi
3MiHM) 3MiHM BHECEHO A0 IHCTpyKUii ans
MeJLMYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby ao posainy "lMNokasaHHa", a
TakoX [0 po3ainis "®apmMakonorivHi
BnacTMBocCTI" (YTOUHEHHS iHchopmawii),
"MpoTunokasaHHa", "OcobanBOCTi
3acTocyBaHHS", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHA rpyaato”
(monoBHeHo iHchopMalLiieto 3 6e3neku),
"Cnocib 3acTocyBaHHA Ta 4031"
(yTouHeHHs indpopmauii), "Aitn",
"Mo6iuHi peakuyii" BigNoBigHO A0
OHOB/EHOI iHGhopMaLlii 3 6e3neku,
3a3HayveHol B MaTepianax
peecTpaLiiHoro A0CbeE.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTsepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA




74

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
PEerynsipHmx 3BiTiB 3 6e3neku.
75 PECT®YN PO34unH aNns iH'ekuii, 100 BEPOC NTA4 Ipeuis BPOC NTA, Ipeuis MepepeecTpalis Ha 5 pokis 3a He UA/7735/01/01
Mr/2 Mi1; No 2 MmN B 3 06I'PYHTOBAHMX NPUYMH, MOB'A3aHNX 3 peyenmom niosnsiecae
amnyni; no 6 amnyny hapMakoHarnaaoM.
6nictepi; no 1 abo no 5 MepioAnyHICTb NOAAHHS PErynspHo
6nicTepiB Yy KAPTOHHIN OHOBJ/IOBAHOTO 3BITY 3 6e3neKkn
Kopoo6Li BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayeHUMK y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
76 PO3TOPOMNW | nnogmno 50T, 100 r MpAT YkpaiHa MpAT ®apmaueBThyHa YkpaiHa MepepeecTpalis Ha HEOOMeXeHUIA 6e3 niossieae UA/13993/01/01
1 nnoan ab6o no 200 ry nayui 3 dapmaveBT habpuka "Biona" TepMiH. 3MiHu | TUny - 3MiHKn Woao peyenma
BHYTPILLHIM NakeTom NyHa 6e3nekn/epeKTBHOCTI Ta
thabpuka hapmakoHarnsgy. 3miHa y KopoTkili
"Biona" XapaKTepucTuLli Nikapcbkoro 3acooby,

TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT gns
MeJMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynspHoO OHOB/IIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3MneKn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpawiiinnii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANoBifHO A0 NnaHy
negiatpuyHmx gocnigpkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXEHNM opraHoM) 3MiHK
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acToCyBaHHs NikapcbKoro 3acoby Ao
po3giny: "OcobnuBi 3axoaun 6e3nekn”
BiANOBIAHO 4O OHOBMEHOT iHGhopMaLii 3
6e3nekun Aitoyoi pevoBUHN

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MOpPsAAKY 34iMCHEHHS
dhapmakoHarnsgy, 3aTsepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
77 CEHWN NNCTSA | nucta Ta naogu, no 50 r MpAT YkpaiHa MpAT "NikTpasun" YkpaiHa MepepeecTpauis Ha HEOOMeXeHUIA 6e3 He UA/2472/01/01
TA nnoaun y naykax 3 BHYTPILLHIM "NikTpasun" TEPMiH. peyenma nionsi2ae
naketom; no 2,0ry
inbTp-nakeTi; no 20 MepioAnyHICTb NOA4AHHS PErynspHo
hiNbTp-nNakeTiB y nauui OHOB/IHOBAHOrO 3BITY 3 6e3neku
abo y nauui 3 BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
BHYTPILLHIM NakeToM; rno chapmakoHarnsgy, 3aTBepxeHoro
2,0 1y doinbTp-nakeTi B Haka3oMm MiHicTepcTBa OXOpPOHHM
iHAMBIAyanbHOMY 3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
nakeTuky; no 20 cinbTp- poky Ne 898, 3apeecTpoBaHuii B
nakeTiB y nauui MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340pPOB’A
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
78 CUMBACTAT | Tabnetku, BKpUTI AHaHTa Benvka MapkcaHc ®apma J1Ta. IHais MepepeecTpauis Ha 5 pokiB. 3a He UA/14019/01/01
VH 10 NNiBKOBOI 060/1I0HKOIO, Megikeap BpuTaHis 3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta peyenmom nionsiecae
AHAHTA no 10 wmr, no 14 Nta. thapmakoHarnisgy. 3MiH1 y KOpoTkil

TabneTtok y 6nictepi, no
2 6nicTepy B KAPTOHHIl
Kopoo6Ui

XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Me[MYHOro 3aCTOCYBaHHS
reHepuYHuX/ribpnaHnx/6ionodibHNx
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
caMoi 3MiHM Ha pedoepeHTHUIA npenapaTt
(3MiHa He NOTpebye HafaHHSA XOAHMX
HOBMX A0AATKOBUX AaHuX) - 3MiHK
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acToCyBaHHs NikapcbKoro 3acoby Ao
po3gainis: «®apmakonoriyHi
BNACTUBOCTI»,"TloKa3aHHsA (YTOUHEHHS)",
"MpoTunokasaHHa", "B3aemogis 3
HLUIMMKW NikapcbKMK 3acobamm abo iHLi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "3acToCyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
«3[aTHICTb BNAMBATK Ha LWBUAKICTb
peaxuii npy KepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLLIMMU
MexaHisMamu», "Cnocié 3acTocyBaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

Ta gosun", "MNobiyHi peakuii" BiANoBIigHO
[,0 OHOBNEHOI iHGhopMaLLiT
pedyepeHTHOrO JlikapCbKOro 3acoby
(BOKOP®).

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

79 CUMBACTAT | Tabnetku, BKpUTI AHaHTa Benvka MapkcaHc ®apma /1TA. IHAis MepepeecTpauis Ha 5 pokiB. 3a He UA/14019/01/02
NH 20 NNiBKOBOI 060JI0HKOHO, Megikeap BpuTaHis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom niosnsiecae
AHAHTA no 20 mr no 14 TabneTok nra. hapmakoHarnsgy. 3mMiHu y KopoTkili
y 6nictepi, no 2 XapakTepucTuLli Nikapcbkoro 3acooby,
6nicTepy B KapTOHHIi TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
KOpo6Li MeM4HOro 3acTOCyBaHHSA

reHepUYHNX/ribpuaHNX/6ionoaibHNX
niKapcbknx 3acobiB Nicn1s BHECEHHSA Tiel
camoi 3MiHN Ha pedhepeHTHWI npenapat
(3miHa He NoTpebye HafaHHS XOOHUX
HOBMWX A0AATKOBUX AaHWX) - 3MiHU
BHECEHO A0 IHCTPYKUii AN MegnuyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby Ao
po3ainis: «®apmMakonorivHi
B/1aCTUBOCTI», "lMoKa3aHHA (YTOUHEHHSR)",
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKW NikapcbkrMmn 3acobamm abo iHLwi
BMAM B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
«3AaTHICTb BNAMBATU Ha LUBUAKICTb
peaxuii npy kepyBaHHi
AaBTOTPAHCMOPTOM ab0 iHLWMMU
MexaHisMamu», "Cnoci6é 3acTocyBaHHs
Ta nosun", "Mo6ivHi peakuii” BignoBigHO
[0 OHOB/EHOT iHdhopmaLii
pethepeHTHOro MikapCbKoro 3acoby
(30KOP®).
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKamMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

80 CUMBACTAT | Tabnetku, BKpUTI AHaHTa Benvka MapkcaHc ®apma /T4, IHais MepepeecTpauis Ha 5 pokiB. 3a He UA/14019/01/03
MH 40 NNiBKOBOK 060/I0HKOH, Megikeap BpuTaHis 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
AHAHTA no 40 mr no 14 tTabneTok nra. hapmakoHarnsgy. 3mMiHu y KopoTkili
y 6nictepi, no 2 XapaKTepuCTULLi NiKkapcbKoro 3acooy,
6nicTepy B KapTOHHIA TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
KOpO6Li MeAMYHOro 3aCTOCyBaHHSA

reHepuyHuX/ribpugHnx/6ionodibHmNx
nNikapcbkyx 3acobiB nicns BHECEHH: Tiel
camoi 3MiHM Ha pechepeHTHWIA npenapat
(3MiHa He noTpebye HafgaHHA XOAHNX
HOBMX A0AaTKOBUX AaHuX) - SMiHK
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3acTOCyBaHHS fikapcbKoro 3acoby Ao
po3ainis: «PapmakosorivHi
BNaCTUBOCTI»,"ToKa3aHHA (YTOUHEHHSR)",
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMKW NikapcbkMK 3acobamu abo iHLWi
BMAM B3aemogiit", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”,
«3[aTHICTb BNAMBATU Ha LWBUAKICTb
peakuii Npn KepyBaHHi
aBTOTPaHCNOPTOM @60 iHLWNMK
MexaHismamux», "Cnocié 3acTtocyBaHHs
Ta gosun", "MobiyHi peakuii" BiANOBIAHO
[0 OHOBNEHOI iHGhopMaLLiT
pedyepeHTHOro ikapcbKoro 3acoby
(30KOP®).

MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsio4eHHs

2016 poky 3a Ne 1649/29779 (y pepakuii

3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs

Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,

3a3HayeHUMM y NepioaNYHOCTI NoAaHHS

perynsipHmx 3BiTiB 3 6e3neKu.

81

CUMJAKC

KOHLeHTpaT ans
NPUroTyBaHHSA PO3UNHY
ons iHdysin, 2,5 mr/mn;
no 5 mn y cpnakoHi; no 1
th1akoHy B KapTOHHIlA
KopoobUi

OpioH
Kopnopeii
H

diHnaHais

OpioH KopropeiiLuH

DiHNAHAIA

MepepeecTpavis Ha HeobMeXeHUiA
TEPMiH.
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
MeAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHVMU 3 SKOCTI, AOKiIHIYHUMU,
KAIHIYHUMY AaHVMK Ta JaHUMK 3
hapmakoHarnsgy - 3MiHu BHECEHO [0
IHCTPYKLUIT ANA MEANYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3gainis
"apmMakonoriyHi B1acTnsocTi”,
"MpoTunokasaHHa", "Cnoci6
3acTOCyBaHHSA Ta A03n" (BHECEHI
YTOYHEHHS LWOoA0 6e3nekn
3acTocyBaHHs), "Oco6/MBOCTI
3acTocyBaHHs", "lNo6iyHI peakuii”,
"HecyMicHicTb" BignoBigHoO f0
marepianis peecTpauiiiHoro AoCbE.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
hapmakoHarnagy, 3atsepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cCTaHOBWTb: 3iAHO 3i CTPOKaMMK,
3a3Ha4YeHUMN y NepiognMyHOCTI NoJaHHs
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsicae

He

UA/1812/01/01

UA/14283/01/01

82

CMEKTUT

nopoLuok (cybcTaHuis) B
noAgiliHmx

nonieTUNEHOBUX MiLlKax
0ns hapmaLeBTUYHOro

TOB "TK
"ABPOPA"

YKpaiHa

LWaHbayH Jlye

PapmacbioTikan Ko.,

nra.

Kutaii

MepepeecTpauis Ha HeobMeXeHNi
TepMiH

nionsizae
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
3aCTOCYyBaHHSA
83 cony- NMOPOLLIOK Ta PO3YNHHUK Mdcpaiizep CWA Mdcpaiizep Benbris MepepeecTpaLlisi Ha HEOBMEXEHWI 3a He UA/2047/01/03
MEAPON OS5 PO3UUHY AR IHK. MeHtochekuypuHr TEPMiH. peyenmom nionsicae
iH'ekuii no 1000 mr; 1 Benbria HB
dhnakoH 3 NOPOLLKOM Ta MepiogUyHICTb NOAAHHS PerynsipHo
1 chnakoH 3 OHOB/IIOBAHOrO 3BITY 3 6e3neku
PO3UYMHHUKOM (CnupT BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
6eH3unoBuii (9 mr/mn), hapmakoHarnsay, 3aTtBepiKeHoro
BOZa 418 iH'EKUin) no Hakazom MiHicTepcTBa OXOPOHMU
15,6 M1y KapTOHHIi 3[10poB’A YKpaiHu Big, 27 rpyaHa 2006
KopooLi poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayeHUMK y NepioaNYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
84 cony- NOPOLLOK Ta PO3YNHHUK Mdpaiizep CWA Mdpaiizep Benbris MepepeecTpalis Ha HEOOMeXeHUIA 3a He UA/2047/01/02
MEAPO/ 015 PO3UKHY A/1A IHK. MeHtochekuypuHr TEPMiH. peyenmom nions2ae
iH'eKuii no 125 mr/2 mn; Benbris HB
1 conakoH Tuny Act-O- MepioAnYHICTb NOAAHHS PerynsapHo
Vial (ABOEMHICHWIA OHOB/IIOBAHOrO 3BITY 3 6e3neku
(b1akoH) 3 MOPOLLKOM Ta BiANoBiAHO A0 MNopaaKy 34iNCHEHHS
PO34MHHKKOM (BoAa AN dhapmakoHarnsgy, 3aTBepikeHoro
iH'eKUili) no 2 mn y Haka3oM MiHicTepcTBa OXOPOHM
KapPTOHHI KOpooLi 3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpainu 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepaku,i
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
YkpaiHu Bif 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMMU,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
85 cony- NMOPOLLIOK Ta PO3YNHHMK Mdpaiizep CLIA Mdpaiizep Benbris MepepeecTpavis Ha HeObMeXeHUi 3a He UA/2047/01/04
MEAPON 0151 PO3YKHY AN1s IHK. MeHtohekyypuHr TEePMiH. peyenmom niossieae
iH'ekw;jii no 500 mr; 1 Benbria HB

dhnakoH 3 NOPOLLKOM Ta
1 chnakoH 3
PO3YMHHMKOM (CnupT
6eH3unosuii (9 mr/mn),
BOAA ANS iH'eKL) no
7,8 My KapTOHHiiA
Kopoo6Li

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
BiNOBIAHO A0 MOPSAAKY 34iMCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 3[0POB’A
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
86 cony- NOPOLLOK Ta PO3YNHHUK Mdpaiizep CWA Mdpaiizep Benbris MepepeecTpauis Ha HEOOMeXeHUIA 3a He UA/2047/01/01
MEAPON OS5 PO3UUHY AR IHK. MeHtochekuypuHr TEPMiH. peyenmom nionsicae
iH'ekuii no 40 mr/mn; 1 Benbria HB
hnakoH Tuny Act-O-Vial MepiognyHICTb NOAAHHS PErynspHo
(ABOEMHICHMIA hnakoH) 3 OHOBJ/OBAHOTO 3BITY 3 6e3neKkn
NOpPOLLKOM Ta BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
PO34MHHKKOM (BoAa AN dhapmakoHarnsgy, 3aTBepxeHoro
iH'ekujin) no 1 mny Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHI Kopo6Lyi 3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3HayeHUMK y NepioANYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
87 CTAM/1IO Tabnetkv no 5 mr no 10 O-p Peppi'c IHais O-p Peppi'c IHais MepepeecTpalis Ha HEOOMeXeHUI 3a He UA/1421/01/01
TabneTok y ctpuni abo Nab6opaTtopi Na6opatopic N14, TEPMiH. 3MiHu | TUNy - 3MiHK WoA0 peyenmom nionsiecae
6nicTepi; no 2 abo 3 cig Bupo6Huya ginbHuus - 6e3nekn/epeKkTBHOCTI Ta

cTpunu abo 6nictepu y
naJui

hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEeKCTi MapKyBaHHS Ta iIHCTPYKUiT gns
MeJ[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3Mnekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpawiiinnii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCNIMKEHD,
npoBefeHNX BiANoBifHO A0 NnaHy
negiatpuyHmx gocnigpkeHb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXEHNM opraHoM) 3MiHK
BHECEHO A0 IHCTPYKLUIT y po3ainu
"apmakonoriyHi BnacTnsocTi” (LLoao
6e3neku), "B3aemogis 3 iHWMMU
nNikapcbkumm 3acobamu Ta iHLWi BUAn
B3aemogiit”, "OcobamBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof
BariTHOCTi ab0 rogyBaHHs rpyaar”,
"Cnocib 3acTtocyBaHHs Ta fo3un” (LLoao
6e3neku), "MobiuHi peaxuii" BigNoOBIAHO
[0 OHOB/IEHOI iHdhopMaLLii 3 6e3nekn
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

3acoby

ynakoska)

2016 poky 3a Ne 1649/29779 (y pepakuii

Ait040i PEYOBYHY.

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs

Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,

3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA

PerynsipHmx 3BiTiB 3 6e3neKu.

3a

He

UA/1421/01/02

88

CTAM/10

Tabnetkv no 10 mr no 10
TabneTok y ctpuni abo
6nicTepi; no 2 abo 3
cTpvnu abo 6nictepn y
navui

O-p Peapi'c
NabopaTtopi
c i1g,

IHAis

O-p Peppi'c
Nabopatopic /114,
Bupo6Huya ginbHuus - I

IHAis

MepepeecTpauis Ha HEOOMeXeHUIA
TepMiH. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
MeAMYHOro 3acTOoCyBaHHA Ha niacTasi
perynsipHo OHOBJ/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigpxkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XEHVNM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLUiT y po3ainu
"®apmakonoriyHi BnactnsocTi” (LLoao
6e3neku), "B3aemogis 3 iHWMMK
nikapcbk1UMK 3acobamu Ta iHLWi BUuam
B3aemogijit”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHA Ta go3un" (LWoao
6e3nekn), "MobiyHi peaxuii" BigNOBIAHO
[10 OHOBJEHOT iHhopMaLii 3 6e3nekn
Lir040l PEYOBUHN.

MepiognyHicTb NOAAHHA PErynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3nekn

BiANOBIAHO A0 MopsAaky 34iNCHEHHS

peyenmom

niosnsiecae
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4eHHs1

dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKamMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

89

TENKONNAHI
H-®APMEKC

niogpinisaT 418 po3UnHYy
ans iH'ekuin no 200 mr; 1
thnakoH 3 niodinizaTtom
y KOMMnekTi 3 1
dhNaKkoHOM PO3UMHHMKA
(Bofa ans iH'ekuiii) no
3,2 M1 Y KOHTYPHiIl
YapyHKOBIli yrnakoBLi; no
1 KOHTYPpHIlA YapyHKOBIi
ynakoBLji y nayuj 3
KapToHy; 1 chnakoH 3
niocpinizatom y
KOMMIekTi 3 1
dhNaKkoHOM pPO3UMHHMKA
(Boza ans iH'ekuiii) no
3,2 M1y KOHTYpHiIl
YapyHKOBIli ynakoBLi; no
15 KOHTYpHUX
YapyHKOBMX YMaKkoBOK y
KOpo6Lli 3 KapTOHY

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC IrPyn*

YkpaiHa

MepepeecTpauis Ha HeobMeXeHuI
TepMiH. 3MiHu | TUny - 3MiHK WoAa0
6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuL,i nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpnaHnx/6ionodibHNX
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIA npenapar
(3MiHa He NOTpebye HafaHHSA XOLHWX
HOBWX A0AATKOBMX AaHMX) 3MiHM
BHECEHI A0 iHCTPYKLiiy po3gin
"Moka3aHHA" Ta po3ainu:
"®apmMakonoriyHi BnactueocTi”,
"MpoTunoka3aHHs", "B3aemogis 3
iHLIMMKM NiKapcbKMK 3acobamu Ta iHLWi
BMAM B3aemogiit", "OcobnmeocTi
3actocyBaHHa" (y T. 4. "3gaTHicTb
BNMBATY Ha LWBUAKICTbL peakLii npu
KepyBaHHi aBTOTpaHcnopTom abo
iHLWMMK MexaHizmamun'), "Cnoci6
3acTocyBaHHA Ta go3un” (y 1. u. "Aitn'™:
3aTBepAXeEHO - "3acTocyBaHHA
npenapary HOBOHapOKEHNM
npoTunokasaHe"; 3anponoHoBaHo -
"Mpenapar MoXHa 3aCTOCOBYBaTU AiTAM
BikOM Bif 2 micsuis"), "MepenosyBaHHA",
"MobiuHi peakyii" - BigNoBigHO A0
iHhopmaLii pechepeHTHOro NikapcbKoro
3acoby TAPTOLINA® (niocpinisat ans
PO34MHY ON5 iH'EKUIN).

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTseppkeHoro

3a
peuerimom

He
nionsizae

UA/13765/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
Haka3oM MiHicTepcTBa OXOpPOHHM
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
920 TEMKOMNAHI | niodinizat ans posunny TOB YkpaiHa TOB "®APMEKC Irpyn" YkpaiHa MepepeecTpauis Ha HEOOMeXeHUIA 3a He UA/13765/01/01
H-®APMEKC ons iH'ekuin no 400 mr; 1 | "®APMEKC TepMiH. 3MiHu | TMny - 3MiHK WoA0 peyernmom niosnsiecae
hnakoH 3 niodpiniizatom reyn

y KOMMekTi 3 1
h/1aKOHOM PO3YMHHUKA
(Boza ans iH'exuiii) no
3,2 M1 Y KOHTYPpHil
YapyHKOBIli ynakoBLi; No
1 KOHTYpHIlA YapyHKOBIi
ynakoBsLi y navui 3
KapTOHY

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpugHnx/6ionodibHmNx
nNikapcbkyx 3acobiB Nicns BHECEHHN Tiel
camoi 3MiHN Ha pechepeHTHWIA npenapat
(3MmiHa He noTpebye HafgaHHA XOAHNX
HOBWX [04aTKOBUX AaHnX) 3MiHU
BHECEHI A0 iIHCTPYKLi y po3ain
"MokasaHHA" Ta po3ginu:
"apmMakonoriyHi B1acTnsocTi”,
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKM NikapcbknMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "Oco6mBocCTi
3acTtocyBaHHA" (y T. 4. "34aTHiCTb
BMAMBATV Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHWMMKY MexaHizmamun'), "Cnoci6
3acTocyBaHHsa Ta go3u" (y T. u. "AOitn'":
3aTBEepPKEHO - "3acTocyBaHHsA
npenapary HoBOHapOKEHUM
npoTunoKasaHe"; 3anpPonoHOBaHo -
"Mpenapar MoXHa 3acToCOBYBaTU AiTAM
BiKOM Bif, 2 micsis"), "Mepefo3yBaHHA",
"Mo6iuHi peakuii" - BigNoBigHO A0
iHdhopmawii pethepeHTHOro NikapcbKoro
3acoby TAProuUnNA® (niocpinizat ans
PO34NHY A5 iH'EKLIN).

MepiognyHiCTb NOAAHHA PEryNsipHO
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnaay, 3aTBepKeHoro

Haka3oM MiHicTepcTBa OXOPOHM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
3[,0p0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioaNYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
91 TENMMICAPTA | Ttabnetku no 80 mr no 7 TOB «TeBa YkpaiHa [MepBUHHA Ta BTOPUHHA YropwmHa/ MepepeecTpavis Ha HeobMeXeHUiA 3a He UA/14020/01/01
H-TEBA Tabnetok y 6nictepi; no YkpaiHa» ynakoBKa, [03BiN Ha IHais TEPMiH. 3MiHu | TUny - 3MiHK WoA0 peyenmom nions2ae
4 6nicTtepu B kopobuj BWMNYCK Cepiit: 6e3nekn/edeKTMBHOCTI Ta
AT dapmayleBTUYHUI hapmakoHarnsgy. 3mMiHu y KopoTkili
3aBof TEBA, YropluHa, XapaKTepucTuLli Nikapcbkoro 3acooby,
Brpo6HMLUTBO TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
Hepo3dacoBaHoi MeAM4HOro 3acTOCyBaHHSA
npoayKuii, nepBrHHa Ta reHepuYHMX/ribpraHNX/6ionoaibHNX
BTOPUHHA ynakoBKa: niKapcbknx 3acobiB Nicns BHECEHHSA Tiel
Tesadpapm IHgia MBT. camoi 3MiHM Ha ped)epeHTHUIA Nnpenapar
nta., IHais (3miHa He NoTpebye HafaHHS XOOHUX
HOBMWX A0AATKOBUX AaHNX) 3MiHU

BHECEHi 10 IHCTPYKLii y po3aiin
"®apmMakonoriyHi BnactusocTi”,
"MpoTrnokasaHHsa" (pefaryBaHHs),
"B3aemogis 3 iHWKMMKN NiKapCbKUMu
3aco6amu Ta iHLWi BUAY B3aeMogiii",

"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (pegaryBaHHs),
"3paTtHiCTb BIMBATK Ha LUBWAKICTb

peaxuii npy KepyBaHHi

aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamu', "Cnoci6 3acTocyBaHHs
Ta gosun", "MepenosyBaHHs", "Mo6ivHi
peakuii" BignosigHO A0 iHGopMaLii
pedoepeHTHOrO JliKapCbKOro 3acoby
(MIKAPONC®, Tabnetku, no 80 mr).

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsBi0O4YeHHs
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMMU,
3a3Ha4YeHMMN y NepiognMYHOCTI NodaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
92 TETPATIAPO | nopowok (cybcTaHuis) y MAT YkpaiHa Couieta ITaniaHa ITania MepepeecTpauis Ha HEOOMeXeHUIA - He UA/14078/01/01
30/1IHY nakeTax noAgiiHMX "®apmak” MegiuiHani CkaHgicci TEepPMiH nionsicae
FAPOXNOPWU | nonietuneHoBux ans cpn (C.I.LM.C. cpn)
A chapmav,eBTUYHOrO
(TETPU3ONI 3acToCyBaHHA
HY
riAPOXNOPU
4)
93 TPUAMUWHO | kpucTasiyHuiA NOPOLLOK MpAT YkpaiHa ®APMABIOC C.ni.EiA. ITanis MepepeecTpalis Ha HeObMeXeHUIA - He UA/1434/01/01
NOHY (cybeTaHuifn) y naketax "PapmaueBT TEePMiH. nionsiecae
ALETOHIA noaBinHNX n4yHa dipma
MIKPOHI3OB | nonietuneHoBux ans "fapHuus”
AHUNA hapmaveBTU4HOro
3aCTOCYyBaHHSA
94 TPUOEPM® Kpem no 15r B LLepiHr- LBeiiLapis LWepiHr-Mnay Jla6o H.B. Benbris MepepeecTpalis Ha HeObMeXeHUIA 3a He UA/2022/01/01
antoMiHiesili Ty6i; no 1 Mnay TEepMiH peyenmom nionsiecae
Ty6i y KAPTOHHIM CeHTpan lct 3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
Kopo6bui; no 30 r B Al hapmakoHarnsgy. 3miHa y KopoTkili

antoMiHiesili Ty6i; no 1
Ty6i y KapTOHHIli kopoobLi

XapaKTepucTULli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLii ons
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynspHoO OHOB/IOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHNX BigNoBifHO A0 NnaHy
negiatpnyHux gocnigkeHsb (PIP) (3miHy
Y3rO[XKEHO 3 KOMNETEHTHUM
YMNOBHOBaXEHVNM OpraHoMm) - 3MiHK
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acTocyBaHHS nikapcbkoro 3acoby Ao
po3ainis "Oco6/MBOCTI 3aCTOCYBaHHA",
"Mepepo3yBaHHs", "Mob6iuHi peakwi "
BiAMNOBIAHO 40 OHOBEHOT iHGhopMaLi 3
6e3nekn Ta MaTepiasliB peecTpauiiHoro
[0CbE.
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHnx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX AaHunx npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa

3acoby yrnakoska)

Peknamys Howmep
BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
nocgio4eHHs1

0cobu, BignoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3
hapmakoHarnsgy 3asBHuka an1s
3[iiCHeHHs dhapmakoHarnisgy B YKpaiHi,
AKLLO0 BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI
ocobu, BignoBigasibHOI 3a 34iICHEHHS
thapmakoHarnsgy (Bkouyatoum
KOHTaKTHi faHi) Ta/abo 3MiHu y
pO3MmilLeHHi MacTep-ghaiina cuctemm
thapmakoHarnsgy) - 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarniagy, 3mMiHa y po3MiLlLeHHi
MacTep-caiina cucremu
thapmakoHarnsgy

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMUTb: 3riAHO 3i CTPOKamMK,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

95 PITOUUNCTO 36ip no 1,5y chinbtp- MpAT Ykpaina MpAT "NikTpasun" Ykpaina MepepeecTpauis Ha HeobMeXeHuI

n nakeri, no 20 inbTp- "NikTpasun"
nakeTiB y nauyui, no1,5r
y hinbTp-nakeTi, no 20
QiNbTp-NakeTiB y navui 3
BHYTPILLHIM NakeTom

6e3 nionszae UA/14188/01/01
TEepMiH. 3MiHu | TUny - 3MiHK WoA0 peyenma
6e3nekn/edpekTBHOCTI Ta
thapmakoHarnisgy. 3miHa y KopoTkil
XapakTepucTu,i nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnigpkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHb,
npoBeAeHnX BiAMnoBiAHO A0 NnaHy
negiatpuyHux gocnimpkeHsb (PIP) (3miHy
Y3rO)KEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 [HCTPYKUii AN MeguyHoro
3aCTOCYBaHHS fikapcbKoro 3acoby Ao
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Kpaina

PeecmpayjitiHa npoyedypa Ymosu

Peknamys
aHHA

Howmep

peecmpayiliHo2o

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

BUPOGHUKa

Bionycky

po3gainis: "MpoTunokasaHHs",

nocsio4eHHs

Ykpaina

"B3aemogis 3 IHWMMKN NiKapCbKUmu
3aco6amu Ta iHLWi BUAY B3aEMOgI",
"MepepnosyBaHHsa", "Mo6i4HI peakuii”
BiANOBIAHO 4O OHOBAEHOT iHGhopMaLi 3
6e3nekun fjtoyoi pevoBUHN.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3oMm MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riAHO 3i CTPOKaMMU,
3a3HayeHUMM y NepioANYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

MepepeecTpavis Ha HeobMeXeHUiA 3a

He
nionsicae

UA/1084/01/01

96

DTYKCEH®

kancynu no 20 mr, no 10
Kancyn y 6nictepi; no 1
abo 3 6nictepu B nauLi

MNAT
"Kuismegnp
enapar"

Ykpaina

MAT

"Kniemegnpenapar”

TEpMiH. 3MiHu | TMny - 3MiHK WoA0 peyenmom

6e3nekn/eeKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYyKLi Ans
Me[MYHOro 3aCTOCYBaHHA Ha nifcrasi
perynspHoO OHOBJ/IIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifpkeHb 3 6e3nekn 3acToCyBaHHA
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnigxkernb (PIP) (3MiHy
Y3rOPKEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKUii A8 MeanyHoro
3acTocyBaHHS fikapcbkoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis
3 iHWMMW flikapCbkMMK 3acobamm Ta iHLwi
BMAM B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHA rpyaato”
(monoBHeHo iHchopMaLiieto 3 6e3neku),
"MepeposyBaHHsa", "T06GIYHI peakujii™

BiANOBIAHO [0 OHOBMEHOI iHopMmaLii 3
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Ymosu

Peknamys

Howmep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHA

peecmpayiliHo2o

nocsio4eHHs

3acoby

ynakoska)

6e3nekun Ajtoyoi pe4yoBUHUN NTiKaPCbKOro
3acoby.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro
Haka3zoMm MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBMWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3

niosnsiecae

UA/13797/02/01

97

DOPTE3A

cnpeii gns poToBoi
nopoXxHuHu 0,15 % no
15 mn a6o 30 mn
PO34MHY Yy h/1aKkoHi 3
posnunioBayem; no 1
h1akoHy B KapTOHHIlA
KopoobUi

[enbta
Megijken
MpomMoyLLH3
Al

Llseiiuapis

AB/Jll IEPAXIM Inau
Canai Be Tigpxapet A.LL.

TypeyunHa

MepepeecTpayis Ha HeobMeXeHuI
TEepMiH. 3MiHu | TNy - 3MiHK WoAa0
6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuL,i nikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpnaHnx/6ionodibHNX
nikapcbknx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIA npenapar
(3MiHa He NOTpebye HafaHHSA XOLHWX
HOBUX A0AATKOBUX AaHWX) 3MiHM
BHECEHI A0 iHCTPYKLiiy po3gin
"MokaszaHHs" Ta po3gin "OcobnusocTi
3acTocyBaHHA", pefaryBaHHs Ha3su
thapmakoTepaneBTUYHOI rpynu Ta TeKCTY
po3gainy "Cnoci6 3actocyBaHHs Ta go3un".
3MiHV BigNOBIAHO A0 iHGopMaLii
pedoepeHTHOrO JliKapCbKOro 3acoby
TAHTYM BEPJE®, cnpeii ons poToBoi
NOPOXHUHW, 1,5 Mr/mn.

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
hapmakoHarnagy, 3atsepKeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs

2016 poky 3a Ne 1649/29779 (y pegakuii

peyernma
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Howmep

Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY
(nikapcbka gpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

peecmpayiliHo2o

nocsio4eHHs

3acoby

ynakoska)

Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKamMu,

3a3HayYeHUMM y NepioANYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.

6e3

niosnsiecae

UA/13797/01/01

98

DOPTE3A

PO34MH A1 POTOBOI
nopoXxHuHu 0,15 % no
60 mn abo 120 mn
pO3unHy y chnakoHi, no 1
h/1aKoHy B KapTOHHIiA
KopooLi

[enbta
Megijken
MpomMoyLLUH3
Al

Llseiiuapis

AB/JlI IEPAXIM Inay
Canai Be Tigpxapet A.LL.

TypeyunHa

MepepeecTpauis Ha HeobMeXeHNI
TEepMiH. 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTu,i Nnikapcbkoro 3acoby,
TEeKCTi MapKyBaHHS Ta iHCTPYKUiT ons
Me[MYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpnaHnx/6ionodibHNX
nikapcbknx 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHK Ha pedhepeHTHUIA npenapar
(3MiHa He NOTpebye HafaHHSA XOLHNX
HOBWX A0AATKOBUX AaHWX) 3MiHM
BHECEHI A0 iHCTPYKLiiy po3gin
"Moka3aHHA" Ta po3ain "®apmMakosiorivHi
BN1acTMBOCTI", pefiaryBaHHsi Ha3su
hapmakoTepaneBTUYHOI rpynun. 3MiHK
BifNoBigHO A0 iHhopmaLi
pedyepeHTHOro ikapcbKoro 3acoby
TAHTYM BEPAE®, po3uuH 4518 poTOBOI
NOPOXHUHW, 1,5 Mr/mn.

MepiognyHiCTb NOAAHHSA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMMU,
3a3Ha4yeHMMN y NepiogMyYHOCTI NoAaHHs
perynsipHmx 3BiTiB 3 6e3neku.

peyernma

He

UA/1807/01/01

99

LETUNNIPUL,
WHIIO
Xnopug,

nopoLLoK (CybecTaHuis) y
naketax nogBinHMX
nonieTNeHoBNX AN
hapmaveBTU4HOro
3aCTOCYBaHHS

MpAT
"PapmaueBT
n4yHa dhipma

"AapHuus”

YkpaiHa

[OiwumaH Kap6oreH Amcic
Niviteg

IHais

MepepeecTpauis Ha HEOOMeXeHUIA
TEepMiH

niossiecae
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HavyanbHUK Bigainy 3 nutaHb papmaueBTUYHOI
AiAnbHOCTI [lenapTaMeHTy peasiisauii NONITUK T.M. JIACKOBCbKUA



NMEPENIK

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU

300pOB’A YKpaiHu
22.07.2019 Ne 1655

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
1. | ABUETPUC® | nopoLloK ans Takepa [aHis BrnpobHMuTBO ITania/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13286/01/01
KOHUEHTparty A5 $apma A/IC Hepo3dhacoBaHO( PpaHuis/ 3MiHu Il Tuny - 3miHn 3 AkocTi. A®l. BUpo6HULTBO. 3MiHU B peuyenmom
PO3UMHY Ans iHdys3ilt nNpoAyKLii, AscTpisi/ npoteci Bupo6HuLTBa AP| (3MiHa CTOCYETLCA aKTUBHOT
no 50 wr, 1 donakoH 3 nepBuHHA Benvka PEYOBUHM 6iONOrYHOro/iMyHO/IOMNYHOTO MOXOAKEHHS 260
NOPOLLKOM Y yrnaxkoBKa: BputaHis BMKOPUCTaHHSA XiMiyHux APl y BUpOGHMLTBI NikapcbKoro 3acoby
KapTOHHIA KOpooLi BCIN 6i0N10riYHOro/iMyHO/IOMNYHOrO NOXOMKEHHS, sika MOXe MaTu
dapmacbioTikans 3HAYHWI BNAMB Ha SKICTb, 6e3neKky Ta eqheKTUBHICTb NTiKkapCbKoro
C.N.A,, Itania 3acoby, i He CTOCYETbCA MPOTOKO/Y) - 3MiHW B BUPO6HULTBI AD|
M'ep ®abp 6peHTyKCMMaby BeOTVHY, a caMe: BBefeHHs1 6iopeakTopa
MegnkameHT 06’emom 1000 N 4nst 0o4HOPA30BOro BMKopucTaHHs (SUB), B
MpoaakLLH, AKOCTi @bTepHaTUBHOTO 3aTBEPAKEHOMY Ha faHWI Yac
PpaHLin 6iopeakTopy 06'emom 3000 n gns craHuii N — 1 BupobHUYoro
BTOPUHHA npouecy NpoMikHOT pevoBuHK S13 cACLO0; 3miHu Il Tuny - 3MiHK 3
ynakoBKa, [03Bin akocTi. A®l. Bupo6HMUTBO. 3MiHM BUNpoGyBaHb abo
Ha BUMYCK cepii: [ONyCTUMMX MEX Y NpoLieci BUPo6HMLTBA ADI, L0 BCTAHOB/EHI
Lendapm HoBapa y cneyudpikauisix (PO3LWNPEHHS 3aTBEPAYKEHMX [OMYCTUMUX MEX
C.p.n., Itanisa y NpoLeci BUpO6GHMLTBA A151 NOKA3HWKIB, SKi MOXYTb ICTOTHO
Takepa ABCTpIs BMAIVHYTW Ha AKICTb A®DI) - po3LLUMPEHHS JoNyCTUMUX MeX (Sstep
'M6X, ABCTpist action limit) gs1a Kpoky BipyCHOI iHakTMBauii HM3bkoro pH cAC10
KOHTPO/Ib AKOCTI Big ? 90 % n0 84 % B p. 3.2.5.2.3.; 3MiHu Il TMny - 3MiHK 3
cepii: akocTi. A®l. BupobH1UTBO. 3MiHM BUNpo6yBaHb abo
KoBaHc [0nyCTUMUX MexX y npoueci BupobHuuTea A®I, L0 BCTaHOB/EHI
Na6opaTopi3 y cneuudikauisix (PO3LWNPEHHNA 3aTBEPIKEHNX AOMYCTUMMUX MEX
Nimiten, Benuka y npoueci BUPOBGHULTBA /151 NOKA3HYIKIB, SKi MOXYTb ICTOTHO
BpuTaHis BM/IMHYTW Ha KiCTb A®I) - po3LWMPEHHS AONYCTUMUX MeX (Step
action limit) ans kpoky HaHodpinbTpauii cAC10 ? 90 % o 86 %
2. | ASAKC® TabneTkun, BKPUTI HOBE INAY TypeuunH | Ho6en lnay CaHai | TypeuunH BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/5811/01/01
060/10HKOI0, N0 500 Mr CAHAI BE a Be TigxapeT A.LL. a TeXHiYHa NOMUSIKa B TEKCTI MapKyBaHHS Ha BTOPWHHI ynakoBLj peyenmom
no 3 Tabnetkny TIOKAPET nNiKapcbkoro 3acoby
6nictepi, no 1 A.LLl.
6nicTepy B KAPTOHHIi
ynakoBLi
3. | ASUTPOMIL, niocpinisat ans TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauiinux martepianis: 3MiHun | Tuny - 3a UA/14369/01/01
NH- PO34uHy ANs iHQy3il "®APMEKC reyn" AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
DPAPMEKC no 500 mr 1 donakoH 3 reyn" 3asBHMKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
nioghinizatom y nauui 3 afipecy 3anBHVKa. BBegeHHs 3MiH npoTsarom 6-Tv micsuiB nicns
KapToHY 3aTBEPKEHHS.
3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMEHYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IKOYAOUM AiNbHUL BUMYCKY cepii abo miclie NnpoBeaeHHs
KOHTPOJIIO SIKOCTI. (ZisNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK cepili) 3MiHa agpecu
BMPO6HMKA, 6€3 3MiHM Micus BUpOOHMLTBA: BBEAEHHS 3MiH
NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMXEHHS. 3MiHuW | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. 3MiHa
y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36i/1bLUeHHs TepMiHY NpMAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [1ns Toprosoi ynakosku (MiATBEPAKYETbCA
JaHnMK peasibHOro Yacy) 36i/bLUEeHHS TeEPMiHY NPUAATHOCTI
rOTOBOrO JliKapCbKOro 3acoby Ha OCHOBI MO3UTVBHUX pe3y/bTaTiB
[0BrOCTPOKOBUX A0OCAIMKEHb CTAbiNbHOCTI y peasibHOMYy Yaci:
3arBepakeHo: TepmiH NpuAaTHOCTI.
2 poku. 3anponoHoBaHo: TepMiH NPUAATHOCTI. 3 POKK.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
4. | AKBAJETPU pO34nH BOAHUIA ANs MepaHa Monbwa MegaHa ®apma Monbuwa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/9205/01/01
M® BITAMIH nepopasibHOro Papma AKLjOHepHe 3MmiHu | TURY - 3MiHK WoAo0 6e3nekn/edheKTUBHOCTI Ta peyenmom
D3 3acTocyBaHHs, 15000 AKLiOHepHe ToBapucTtso thapmakoHarnsgy. BeefeHHs abo 3miHW 40 y3arasibHEHUX AaHUX
MO/mn; no 10 may ToBapucTtso npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHNX
donakoHi 3 npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXkeHoi ocobu,
KpanenbHUM BiZiNOBIAANbHOI 32 34jICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
posaropom; no 1 0cob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
h1aKoHY B KapTOHHIi hapmakoHarnsay B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
nauui YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 3a 34iiCHEHHS
hapmakoHarnsay (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3miHa KOHTaKTHUX
[laHnX YyNOBHOBaXEHOI 0CO6M, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy.
5. | AJIEPITO3AH TabneTku, BKPUTI AT Bonrapis AT "Codpapma” Bonrapis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/17179/01/01
® NNiBKOBOIO "Cocpapma" AAMIHICTpaTVBHI 3MiHW. 3MiHA Ha3BW NiKapCbLKOro 3acoby - 3MiHu peyenma
060/10HKOH), MO 5 Mr, BHeCeHi Wwoa0 Haseu /13. 3atBepaxeHo: AE3/TOPATALVNH
no 10 TabneTok y CO®APMA JE3NOPATAAVNH COPAPMA (DESLORATADINE
6nictepi; no 1 a6o 3 SOPHARMA) 3anponoHosaHo: AJIEPFTO3AH® AJTEPTO3AH®
6icTepV B KAPTOHHIN (ALLERGOSAN®)
navui
6. | ANNEPBEN TabneTkun, BKPUTI [O-p Pepgpi'c IHAis [-p Peppi'c IHAis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny - 6e3 UA/15436/01/01
NAiBKOBOO Na6opatopic Na6opaTopic /174, AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenma
060/10HKOI0, N0 5 Mr, nra IHAis; MicUs NpOBaKEHHS AiSNbHOCTI BUPOGHMKa/imnopTepa roToBoro
no 10 TabneTtok y O-p Peppj'c nikapcbKoro 3acoby, BKIUaKUM 4iibHUL BUNYCKY cepii abo
6nictepi, no 1 a6o 2 Na6opaTtopic /T4, MicLie NpOBeAEHHS KOHTPOIHO SKOCTI. (AIANBHICTb, 3a Ky
6nicTepn B KapTOHHIiA (BupobHuua BiANOBiAae BMPOGHUK/iMNOPTEpP, BK/IOUAOUM BUMYCK Cepild) -
Kopoo6ui AinbHuus - VI), 3MiHa afpecun Micus NpoBapKeHHs AisNbHOCTI BUPo6HWKa [-p
IHais Pepagi'c JlabopaTtopic /g, IHAiA, y 3B'A3Ky 3 peopraHisadieto
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
wiTaTis IHAjT, 6e3 3MiHM Micusa BUpo6HULTBA (BBEAEHHS 3MiH
NPOTArom 6-Tv MicAILIB NicNs 3aTBEPIKEHHS)
7. | ANNIEPTEK® cnpeli HasaNbHWUIA, MegaHa Monba "®bapmea" dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14933/01/01
HA30 [030BaHuii, cycneHsis, Papma 3MmiHu | TURY - 3MiHK Woao0 6e3nekn/edhekTUBHOCTI Ta peyenmom
50 mkr/go3sy, no 60 AKujioHepHe thapmakoHarnsgy. BeefeHHs abo 3miHW L0 y3arasibHEHUX AaHUX
a6o 120 a6o 140 pos ToBapucTtso npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHNX
cycneHsii B MNET- npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXkeHOi ocobu,
hnakoHi 3 LO3y0UNM BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
HacocoM-[03aToOpPOM- 0cob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
posnunoBayem; no 1 hapmakoHarnsagy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
(h1aKoHY Y KapTOHHilA YNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 3a 34iiCHEHHS
Kopoo6ui thapmakoHarnsgy (BKIouvalum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3milLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy: Lirova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3MiHa KOHTaKTHMX
[laHnX YNOBHOBaXEHOI 0CO6Y, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy.
8. | A/IMATENNIb® | cycneHsia ans TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3mMiHa 3asiBHUKa 6e3 UA/7938/01/01
HEO nepopasnibHoro YkpaiHa" TposiH AT (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
3aCcTOCyBaHHS Big, 23.07.2015 Ne 460): 3miHu | Tuny - 3MiHK Wo[0
no 170 mn a6o no 200 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
My CKNsiHOMY a6o 3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy
nonieTnneHTaaTHoO (BBEAEHHA Y3araslbHEHVX AaHNX NPo cucteMy hapmakoHarnagy,
My ch1akoHi; no 1 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
chnakoHy pa3om 3 thapmakoHarnsgy; KOHTakTHoOT ocobu 3 dhapmakoHarnagy
MipHO JTOXKOIO B 3as1BHMKA 4115 34iCHEeHHA hapMakoHariagy B YKpaiHi, Ko
KapTOHHI navi; BOHa BiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignoBiganbHoT 3a
no 10 mMn y nakeTuky; 3pjiicHeHHs hapmakoHarnagy (BKYatoUy KOHTaKTHI AaHi)
no 10 a6o 20 Ta/abo 3MiHM y po3MileHHI MacTep-goaiina cuctemm
NakeTVKiB y KapTOHHIl thapmakoHarnsgy) fitoya pegakuis: YnoBHoBaxeHa ocoba
nauui 3asBHUKA, BiAnosifabHa 3a hapmakoHarnag — Dr. Hedva
Voliovitch MD, PhD, MBA. KoHTakTHa ocoba 3asBHUKa,
BignosigasibHa 3a papmakoHarnsag — buctposa OkcaHa
BitaniisHa. MponoHoBaHa pegakLisi: YnosHoBaxeHa ocoba
3asBHUKa, BignoBifabHa 3a hapmakoHarnsg — buctposa
OkcaHa BiTtaniiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI
ocobu, BignoBifasibHOI 3a dhapmakoHarnag.
3MiHa MicLsa 34iICHEHHS OCHOBHOI Aisi/TbHOCTI 3
hapMakoHarnsay. 3miHa MicLie3HaxomKeHHs1 MacTep-thaina
9. | A/iIbMEP TabneTkun, BKPUTI TOB «TeBa YkpaiHa Axtasic NT[, ManbTa BHECEHHS 3MiH 10 peecTpaLiiiHnx MmaTepianis: 3mMiHa 3asBHMKa 3a UA/5816/01/01
NAiBKOBOO YkpaiHa» (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom

060/10HKOI0, N0 5 Mr,
no 10 TabneTtok y
6nictepi, no 3
6nictepun y nayui

Big, 23.07.2015 Ne 460): 3aTBepmxeHo: AkTasic rpyn AT,
IcnaHgis Actavis group HF, Iceland, 3anponoHosaHo: TOB
"TeBa YkpaiHa", YkpaiHa. 3miHu | Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy dhapmakoHarnsagy
(BBEAEHHSA Y3araJlbHEHVX A@aHNX NPOo cucteMy papMakoHarnsay,
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3a8BHMKa 415 34ICHEHHA dapmakoHarnsagy B YKpaiHi, SKwo
BOHa BigMiHHa Bif, yNMOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHarnaay (BK/IYakun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy). ditoua pegakuis: YnoBHoBaxeHa ocoba
3asBHVKa, BignoBigasibHa 3a hapmakoHarnsag — llse Sjoholm.
KoHTakTHa ocoba 3asBHUKa, BignoBigaibHa 3a thapmakoHariag,
— Boratuyk KatepnHa MuxaiiniHa.
MponoHoBaHa pefakLis: YnoBHoBaxeHa ocoba 3asaBHUKa,
BiAnoBigasbHa 3a hapmakoHarnag — bucrposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKeHOT 0cobwm,
BiANOBiAanbHOI 3a chapMakoHarnsg. 3miHa Micus 34iiCHEHHS
OCHOBHOI Ajsi/IbHOCTI 3 chapmakoHarnagy. 3miHa
MicLie3Hax0MKEHHs1 MacTep-haiina.

10.

ANNbMEP

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKot0, 1Mo 10 Mr,
no 10 TabneTtok y
6nictepi, no 3
6nictepun y nauui

TOB «TeBa
YkpaiHa»

YkpaiHa

AkTaBic T/,

ManbTa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepiasis: 3MiHa 3asiBHMKa
(BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460): 3aTBepmxeHo: AkTasic rpyn AT,
IcnaHgis Actavis group HF, Iceland, 3anponoHosaHo: TOB
"TeBa YkpaiHa", YkpaiHa. 3minu | Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHW [0 y3araJlbHEHVX AaHnX Npo cucteMy papMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NpPo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHMKa AN5 34iICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BifMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHarnaay (BK/IYakoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-ghaiina cuctemm
hapmakoHarnsgy). ditoua pegakuis: YnoBHoBaxeHa ocoba
3asBHVKa, BignoBigasbHa 3a hapmakoHarnsag — llse Sjoholm.
KoHTakTHa ocoba 3asBHUKa, BignoBigaibHa 3a thapmakoHariag,
— Boratuyk KatepmHa MuxaiiniBHa.
MponoHoBaHa pefakLis: YnoBHoBaxeHa ocoba 3asBHUKa,
BiAnoBiganbHa 3a hapmakoHarnag — bucrposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKeHOT ocobwm,
BiANoBiAanbHOI 3a chapMakoHarnsAg. 3mMiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy. 3miHa
MicLle3Hax0MKEHHs1 MacTep-haiina.

3a
peyenmom

UA/5816/01/02

11.

ANb®A 13-
TEBA

Kancynm m'ski no 0,25
mkr, no 30 abo no 60
Kancysn y KoHTeliHepi;
no 1 KoHTelHepy y
Kopoobui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

BUPOGHWK, KNI
BignoBigae 3a
BMPOGHULITBO in
bulk:
KaTtaneHt
HimeuyunHa
E6epbax Mmo6X,
HimeuunHa,;

HimeuuunH
a/
I3painb/
Yecbka
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny -

3MiHM 3 IKOCTI. [0TOBWIA NiKapCbkuii 3aci6. 3MiHWM Y BUPOOHMLTBI.

3amiHa abo BBeAEeHHS 10AATKOBOI Ai/IbHUL BUPOGHULTBA NSt
YacTuHN abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
NiKapcbKoro 3acoby (4iNbHMULA 4151 BTOPMHHOIO MaKyBaHHS) -
BBE/EHHS1 4,0AaTKOBOI BUPOOHNYOI AiNbHWL, WO BiANOBIAAE 3a
BTOPVHHE nakyBaHHs /13 TeBa Yex IHgacTpi3 c.p.o., Yecbka
Pecny6nika

3a
peyenmom

UA/9309/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

TeBa
dapmaueBTikan
IHpacTpis N14.,

I13paine (KoHTponb
SAKOCTi; BUPOBHUK,
AKWIA BigNoBigae
3a NnepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii);
BTopuHHe
nakyBaHHs:
TeBa Yex
IHpacTpis c.p.o.,
Yecbka
Pecny6nika

12.

ANb®A 13-
TEBA

Kancynu m'ski no 0,5
Mkr, no 30 a6o no 60
Karcyn y KoHTeliHepi;
no 1 KoHTelHepy y
Kopoo6ui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

BUPOGHUK, SIKWiA
Bignosigae 3a
BMPOGHULITBO in
bulk:
KataneHt
HimeuunHa
E6epbax Mv6X,
HimeuunHa;
TeBa
dapmaueBTikan
IHpacTpis N14.,
I13painb (KoHTponb
SKOCTi; BUPOBHUIK,
AKWIA BigNosigae
3a NepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii);
BTopuHHe
nakyBaHHs:
TeBa Yex
IHpacTpis c.p.o.,
Yecbka
Pecny6nika

HimeyuuH
a/
I3painb/
Yecbka
Pecny6nik
a

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -

3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.

3amiHa abo BBeAEeHHSA 40AATKOBOI Ai/TbHNL BUPOGHMLTBA AN
4acTUHM ab0 BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (4iNbHULA 418 BTOPUHHOIO NakyBaHHS) -
BBEEHHS 404aTKOBOI BUPOOHNYOI AiNbHWL, WO BiANOBIAAE 3a
BTOPVHHEe nakyBaHHs /13 TeBa Yex IHgacTpi3 c.p.o., Yecbka
Pecny6nika

3a
peyenmom

UA/9309/01/02

13.

ANb®A 13-
TEBA

Kancynm m'ski no 1,0
Mmkr, no 30 a6o no 60
Karcyn y KoHTeliHepi;
no 1 koHTeliHepy y
Kopoobui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

BUPOGHWK, KNI
BignoBigae 3a
BMPOGHULITBO in
bulk:
KaTtaneHt
HimeuyunHa
E6epbax Mmo6X,
HimeuunHa,;

HimeuuunH
a/
I3painb/
Yecbka
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny -

3MiHM 3 IKOCTI. [0TOBWIA NiKapCbkuii 3aci6. 3MiHWM Y BUPOOHMLTBI.

3amiHa abo BBeAEeHHS 10AATKOBOI Ai/IbHUL BUPOGHULTBA NSt
YacTuHN abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
NiKapcbKoro 3acoby (4iNbHMULA 4151 BTOPMHHOIO MaKyBaHHS) -
BBE/EHHS1 4,0AaTKOBOI BUPOOHNYOI AiNbHWL, WO BiANOBIAAE 3a
BTOPVHHE nakyBaHHs /13 TeBa Yex IHgacTpi3 c.p.o., Yecbka
Pecny6nika

3a
peyenmom

UA/9309/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
TeBa
dapmaueBTikan
IHpacTpis N14.,
I13paine (KoHTponb
SAKOCTi; BUPOBHUK,
AKWIA BigNoBigae
3a NnepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii);
BTopuHHe
nakyBaHHs:
TeBa Yex
IHpacTpis c.p.o.,
Yecbka
Pecny6nika
14. | AMBPOKCON | cupon, 15 mr/5 mn no TOB "TeBa YkpaiHa Mepkie M'meX HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepiasis: 3MiHa 3asiBHMKa 6e3 UA/1853/02/01
-TEBA 100 My chnakoHi; no YkpaiHa" (#03BiN Ha BMNYCK a (BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
1 chnakoHy pa3om i3 cepit; Big, 23.07.2015 Ne 460); 3miHu | TUNY - 3MiHW WOA0
MIPHUM CTakaH4yMKOM Yy BUPOGHMLTBO 6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
Kopoo6ui Hepo3chacoBaHol 3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy dhapmakoHarnsgy
NPOAYKLT, (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapMakoHarnagy,
nepBuHHa Ta 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
BTOPVIHHA hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy
ynakoBkKa, 3asBHUKa 419 34iICHeHHA ddapMakoHarniagy B YKpaiHi, kLo
KOHTPO/b SKOCTI) BOHa BifjMiHHa Bif, yNOBHOBaXXeHOT 0cO6MU, BiANOBIAabHOI 3a
3[jiCHeHHs hapmakoHariagy (BK/IYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina cuctemu
thapmakoHarnsagy) - [iroya pefakuisi: YnoBHoBaxeHa ocoba
3asBHUKa, BiAgnoBigabHa 3a hapmakoHarnsg — Dr. Hedva
Voliovitch MD, PhD, MBA. lNponoHoBaHa peakLis:
YnoBHOBaXxeHa ocoba 3asBHMKa, BignoBiganbHa 3a
thapmakoHarnsag — buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0c06M, BiANOBIAALHOI 3a
hapmakoHarnsg. 3MiHa MicLsa 34iiCHEHHS] OCHOBHOI AisiNIbHOCTI
3 (hapmakoHarnsgy. 3miHa micuesHaxomKeHHs MacTep-gaiina
15. | AM1IOAUNIH | Ta6neTku no 5 mr, no MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiHux maTepianis: 3MiHu | Tuny - 3a UA/1586/01/01
10 TabneTtoKy "Kuismegnpen "Kvismegnpenapa 3MiHK 3 siKOCTi. TOTOBWIA Nnikapcbkuid 3aci6. CTabinbHICTb. 3MiHa peyenmom
6nictepi; no 3 apat" T y TepMiHax npugaTHOCTi abo yMmoBax 36epiraHHs roTOBOro
6nictepu B navyi nikapcbKoro 3acoby (36i/1bLUeHHs TepMiHY NpUMAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBku (MiATBEPAKYETLCA
LAaHUMK peasibHOro Yacy) - 36i/IbLUEHHSI TEPMiHY NpUAATHOCTI
roTOBOrO NiKapCbKOro 3acoby Ha OCHOBI NO3UTVBHUX pe3y/bTarTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbiNLHOCTI y peasibHOMY Yaci:
3arBepkeHo: TepMiH NPUAATHOCTI. 2 pokn 3anponoHOBaHO:
TepMiH npugatHocTi. 3 pokun (BBeLEeHHS 3MiH NPOTAroM 6-Tn
MicALIB MiCN1A 3aTBEPLKEHHS)
16. | AMOKCUK/A | Tabnetku, Lo CaHpo3 CnoBeHisi Jlek CnoBeHis BHECEHHS 3MiH 0 PEECTPaLiiHNX MaTepiasiB: 3MiHuM | TNy - 3a UA/3011/04/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
B® KBIKTAB AvcnepryoTbes, no dapmacbloTika dapmaneBTMYHA 3MmiHM Wwoao 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsay. 3miHu peyenmom
500 mr/125 wmr, no 2 n3 a.a. KoMnaHia g.4. Y KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TeKCTi
TabneTkun y 6nictepi; (mo3Bin Ha BMNycK MapKyBaHHS! Ta IHCTPYKLi A1 MEAMYHOTO 3aCTOCYBaHHS
no 5 a6o 10 6nictepis cepii; reHepuyYHUX/ribpuagHMx/6ionogibHNX NikapcbkMx 3acobiB nicns
Y KapTOHHiIli kKopoobLi BMPOBHULTBO 3a BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa He
MOBHVM LK/I0M) noTpebye HafaHHS XOAHWUX HOBMX AOAATKOBUX AaHWX) - 3MiHW
BHECEHI [0 iHCTPYKLiT 415 MeAnYHOro 3acToCyBaHHS NiKapCbKoro
3acoby y posginu: "®apmakoTepanesTuyHa rpyna” (yTo4HeHHs
Ha3Bswu), "®apmakonoriyHi BnactmsocTi”, "Moka3aHHA" (YTOUHEHHS
iHchbopmawii), "B3aemogis 3 iHWMMK nikapcbkumuy 3acobamu Ta
iHWi BMAM B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHA rpyaar”,
"Mepepo3yBaHHsa", "MobiyHi peakuii” BiANOBIAHO A0 iHhopmaw,i
OO0 MEAMYHOIO 3aCTOCyBaHHS peddepeHTHOro JlikapCbKoro
3acoby (AYTMEHTWH Twv) (BBegeHHs 3MiH NnpoTArom 6-tu
MicsILiB Micnsi 3aTBePAKEHHS)
17. | AHANbIIH- PO3YUH AN1s1 iH'EKLLINA, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5706/02/01
340POB'A 500 mr/mn no 1 mn 0bMexeHot 06MexeHo 3MiHuY Il TMny - 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIXKHOIO peyenmom
abo 2 mn1 B amnyni; no BignoBigasbHi BiANOBIAA/IbHICTIO npoAyKTy/peareHTy, W0 BUKOPUCTOBYIOTLCS Y BUPOOHUYOMY
10 amnyn y KapTOHHii CTIo "®apmMaueBTUYHA npoueci A®l, abo 3miHa BUpo6HMKa (BKOUatoum, ae HeobxiaHo,
Kopo6ui; no 1 mn abo "apmavneBTn KOMMaHis MiCLie NpoBeAeHHS KOHTPOIO SKOCTi) Ad| - BBEAEHHSA
2 mn B amnyni; no 5 YHa KOMMaHis "3p0poB'a” [04aTKoBOro BUpobHuka ans A®l MeTamizon HaTpito
amnyn y 6nictepi; no 2 "3popos'a" MOHorigpar 3 HagaHHssM DMF Ha Adl
6nicTEPN Y KAPTOHHIN
Kopo6Li; no 10 amnyn
y 6nictepi; no 1
6nicTepy y KapTOHHIl
Kopo6ui
18. | AHACTPO30O | Tabnetku, BKpUTI CaHpo3 CnoBeHis Cantotac dapma HiMeuumH | BHECEHHS 3MiH A0 peecTpauiiHx MaTepianis: TEXHIYHA NoMUIKa 3a UA/13575/01/01
N CAHA03® NNiBKOBOIO dapmacbloTika meX a (3rigHo Haka3ly MO3 Big 23.07.2015 Ne 460), BunpasieHHs peuyenmom
060/10HKO0, M0 1 Mr; n3 a.a. (BMPO6HMLTBO "in opdhorpacpiyHoro HanucaHHsa agpecu BupobHrka Cantotac
no 14 tTabneTok y bulk", nakysaHHs, dapma 'M6X, HimeyurHa nos'a3aHo 3 HEKOPEKTHUM
6nictepi; no 2 BUNYCK Cepil; nepek1agoM Ha yKpaiHCbKy MOBY Ha3BU BY/ULL
6nicTepn B KapTOHHIiA BTOPWHHE
Kopoo6ui nakyBaHHs)
19. | AHAPOXXE/b | renb AN15 30BHILUHLOTO BeseH Benebris BeseH Benebris BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB:3miHu | Tuny - 3a UA/5301/01/01
3acTocyBaHHs, 0,01 Xenckea CA MeHbloghekuypiHr 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsmy. peuyenmom
r/lr,no5ry Benpxiym CA BeefeHHs abo 3MiHM [0 y3araslbHEHUX AaHnX Npo cuctemy

[030BaHOMY MakeTuKy
3 MapKyBaHHsIM
YKparHCbKOo Ta
aHrNincoLKo MoBamu;
no 30 nakeTukiB y
KapTOHHIl Kopobui 3
MapKyBaHHSAM
YKPaiHCLKOHO,
pocilicbkoto Ta
aHrNiNcbKo MoBaMun

thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHnX npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0co6w, BifnoBiAanbHOI
3a 3[jicHEHHsT hapMakoHarsay; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS hapMmakoHarnsay B
YKpaiHi, K0 BoHa BiAMiHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (BKuarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daina
cuctemu chapmakoHarnagy) 3mMiHa KOHTakTHOT 0co6u 3asiBHMKA,
BiNOBIAaNbLHOI 3a 34jiCHEHHS hapmakoHarnsaay B YKpaiHi:
[itoya pepgakuisi: HaropHa KatepuHa IBaHiBHa. MponoHoBaHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
pepakuisi: Lknapesny Irop OnekcaHgpoBuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asiBHMKA,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy B YKpaiHi.
20. | APIEBEPT® | Tabnetku no 20 MeHapiHi Tokcemby XeHHir HimeuuunH BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/14331/01/01
Tabnetok y 6nictepi, IHTEepHeLLoHan pr ApuHaiimitTTens a 3MiHuM | TUNY - BUPOGHNKOM FOTOBOIO NiKapCbKoro 3acoby, Hennig | peuyenmom
no 1 6nictepy B OnepeiioHc 'm6X & Ko KT Arzneimittel GmbH & Co KG, HimeuunHa, 4ONOBHEHO
KapTOHHI Kopo6uj; no INokcembypr creundikaLito Ta MeToAM KOHTPOJIHO Ha Ailody PeYOBUHHY
15 TabneTok y C.A. OVMeHrigprHaTy NoKa3HUKOM «PO3Mip 4acTok» Asis 060X

6nictepi, no 2
6nicTepn B KapTOHHIiA
Kopobui; no 25
TabneTtok y énicrepi,
no 2 abo 4 6nictepu B
KapTOHHiA KopooLi

BMpo6HukiB APl (Recordati Industria Chimica e Farmaceutica
S.p.A., ITania Ta Chemisch Fabrik Berg GmbH, HimeuunHa);
3MiHuM | TUNY - BUPOBHNKOM FOTOBOIO NiKapcbkoro 3acoby, Hennig
Arzneimittel GmbH & Co KG, HimeuunHa, 4ONOBHEHO
cneumaikalito Ta MeToAun KOHTPOSIK0 Ha [itoyy peyoBUHY
[AMMEHTiApUHaTY NOKa3HUKOM «3a/IMLLKOBI PO3UMHHUKMY» [AN1s1
BMpobHuka A®| Recordati Industria Chimica e Farmaceutica
S.p.A., ITanis; 3minm Il Tvny - NogaHo oHoBneHuin ASMF Ha
LitoYy peyoBUHHY AMMEHTigpUHaTy Big, BUpobHuka Recordati
Industria Chimica e Farmaceutica S.p.A., ITanis;
3anponoHoBaHo: November 2017 Revision O; 3miHu | Tuny -
3MiHW TEPMiHY NepeMillyBaHHS rpaHynsaTy 3 4ONOMDKHUMMN
peyoBMHaMK /1 3aTBEPAKEHOrO PO3Mipy cepii 7,5 MifbiioHiB
TabneTok, Ta pefakuiiiHi 3MiH1 onyucy BUPOGHMYOTO MpoLiecy;
3MiHKM | TUNY - He3HaYHa 3MiHa Ha cTagil rpaHynauii (3MiHEHO
NOPSA0K 3aBaHTAXEHHS Ai0UMX Ta AONOMIKHUX PEYOBUH); 3MiHM
| TMNY - BUTy4YEHHA 3acTapinioro napameTpy «CUTOBWIA aHaui3» 3
NPOMIXHOr0 KOHTPOIO Nicnsa cTagii TabneTyBaHHs; 3MiHW | Tuny -
BUIyYEHHS 3acTapifioro napameTpy «KpuxkicTb» 3 MPOMIXKHOIO
KOHTPOI0 NicnsA cTagii TabnetyBaHHs; 3MiHW | TUMY - BUTYYEHHS
3acTapisioro napametpy «Po3nogin Aitoyoi peyoBnHU» 3
MPOMIXXHOTrO KOHTPOIO Nic/iA cTagii TabneTyBaHHS, a Takox
BUy4YeHHs 3 nigpo3giny 3.2.P.3.3. tabnuuto 3.2.P.3.3.-5
«KOHTpOsb TabneTkn nicnsa 34asntoBaHHSA»; 3MiHW | TUMY - 3MiHW
KpUTepiiB NPUAHATHOCTI NapameTpy «ToBLWMHa» nicnsa ctagil
TabneTyBaHHs 3anponoHoBaHo: 3,6 MM + 0,20 MM); 3MiHK | Tuny
- 3MiHM KpUTEPIiB NPUIAHATHOCTI NapameTpy «BMicT Bonori»
nicnsa ctagii rpaHytoBaHHA (3anponoHoBaHo: 4,5 — 7%); 3MiHK |
TMMy - NO4AHO OHOBJIEHMIA cepTuddikaT BignosigHocTi E® No.
R1-CEP 2000-235-Rev 03 Ha 3aMiHy 3aTBEpKEHOr0
cepTudikaTy 4715 AiH0Y0i PeYOBUHW AVMEHTIAPUHATY Bif
3aTBepaxeHoro BupobHunka Chemisch Fabrik Berg GmbH,
HimeuuunHa; 3miHu | TMny - BUIyYeHHs1 BUPOGHMKa Ajto4ol
peyoBuHM LUmMHapu3nHy Hikal Limited, IHgis 3 cepTudiikatom
BignosigHocTi EP (R1-CEP 2004-271-Rev 01) npu HasiBHOCTI
iHLLIOro 3aTBEpKEHOro BUPO6HMKa 3a3HaveHoro APl FDC
Limited, IHgisa; 3miHun | Tuny - npuBeaeHHs cneumdikavii Ta
METO/IB KOHTPOJIIO Ha Ajlody PEHOBUHHY AVUMEHTIAPUHATY,
BUpo6HMKOM /13 Hennig Arzneimittel GmbH & Co KG,
HimeuumnHa, y BigNoBigHICTb o MoHorpadii «Dimenhydrinate»
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
EP, Ana a came NokasHuKN «30BHiLLHIl BUTNSA» Ta
«lgeHTudikayis»; 3miHn | TMNY - nogaHo HoBUIA cepTudikaTt
signosigHocTi E® No. RO-CEP 2017-283-Rev 00 3amicTb ASMF
0115 Ailo40T pevoBVHN AUMEHTiApUHaTY Bif BUpo6HMKa Recordati
Industria Chimica e Farmaceutica S.p.A., ITanis
21. | ATOPBACTA | TabneTku, BKpUTI KPKA, 4.4., CnoBeHis Kewminab f.0.0, CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14301/01/01
TUH KPKA NNiBKOBOIO HoBo mecTo CnoseHis 3MiHM | TUNY - NOAAHHA OHOB/IEHOTO cepTudlikaTa BifgNoBI4HOCTI peyenmom
060/10HKO10, 1Mo 10 wmr, (kOHTpO/b cepii); €Bponeiicbkilt hapmakonei Ne RO-CEP 2013-024-Rev 02
no 10 TabneTok y KPKA, 4.4., Hoso ANs fditoyoi peyoBrHK Atorvastatin calcium trihydrate Big,
6nictepi; no 3 abo no mecTo, C/oBeHis 3aTBepaAxeHoro BupobHuka KRKA, sik Hacnifgok BBefieHHs1 HOBOT
9 6nictepiB y (BMPOGHMLTBO "in BUPOBHNYOT AinbHULT AD| Ta BBEAEHHS AiNbHULI NPOMIXHOrO
KapTOHHI Kopoo6Li bulk", nepsuHHe npoaykty ATZ1
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/b cepii Ta
BUNYCK Cepil;
KOHTPOb cepii)
22. | ATOPBACTA | TabneTku, BKpUTI KPKA, 4.4a., CnoBeHisi Kewminab g.0.0, CnoBeHis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/14301/01/02
TUH KPKA NNiBKOBOIO HoBo mecTo CnoseHis 3MiHM | TUNY - NOAAHHA OHOB/IEHOTO cCepTudlikaTa BifNoBILHOCTI peyenmom
060/10HKOI0, N0 20 Mmr, (koHTpoOnb cepil); €sponeiicbkiii hapmakonei Ne RO-CEP 2013-024-Rev 02
no 10 TabneTok y KPKA, 4.4., HoBo 0N fitoyoi pedoBnHM Atorvastatin calcium trihydrate Big,
6nictepi; no 3 abo no mecTo, CnoBeHis 3aTBepAXeHoro BupobHuka KRKA, sik Hacnigok BBeileHHs1 HOBOT
9 6nicTepiB y (BUpPOGHMLTBO "in BMPOGHNYOI AinbHUL AP Ta BBEAEHHS AiNIbHUL MPOMIKHOIO
KapTOHHI KOpoOLj bulk", nepBrHHe npopykty ATZ1
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepil;
KOHTpO/b cepii)
23. | ATOPBACTA | Tabnetku, BKpUTI KPKA, a.4a., CnoBeHisi Kewminab g.0.0, CnoBeHis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/14301/01/03
TUH KPKA nNiBKOBOIO HoBo mecTo CnoseHis 3MiHM | TUNY - NOAAHHA OHOB/EHOTO cepTudikaTa Bi4NoBIAHOCTI peuyenmom
060/10HKOI0, N0 40 Mmr, (koHTpoOnb cepil); €sponeiicbkiii hapmakonei Ne RO-CEP 2013-024-Rev 02
no 10 TabneTok y KPKA, a.4., HoBo Ons pitoyoi pevoBrHK Atorvastatin calcium trihydrate Big,
6nictepi; no 3 abo no mMecTo, CnoBeHis 3aTBEpAXeHOro BupobHuka KRKA, sik Hacnigok BBeileHHS1 HOBOT
9 6nicTepiB y (BUpOGHMLTBO "in BMPOGHWYOI AinbHNL APl Ta BBEAEHHSA AiNIbHULI MPOMIKHOIO
KapTOHHIA KOpoo6Li bulk", nepBuHHe npoaykty ATZ1
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepil;
KOHTpPO/b cepii)
24. | ATOPBACTE | Tabnetku, BKpUTI dapmaueBTny Monbwa BA/IKAHOAPMA- Bonrapis/ BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/11325/01/01
POn NNiBKOBOIO HWI1 3aBOg, OYNMHNUA AT, Monbwa/ 3MiHuM | TUNY - nogaHHA oHoBneHoro CEP Ne RO-CEP 2011-009- peyenmom
060/10HKOI0, N0 10 mr "MONIb®APM Bonrapis Cepbis Rev 04 ana A®| atopsBacTaTuHy KaubLiito Bif 3aTBEPIKEHOrO
no 10 TabneTok y A" C.A. (BMpOGHMLTBO, BMPOGHMKA; 3MiHK | TUNy - nogaHHsa HoBoro CEP Ne RO-CEP
6nictepi; no 3 nepBuHHE Ta 2011-009-Rev 03 ana A®| atopBacTaTuHy kasbLito Bif
6nicTepun y KapTOHHIl BTOPVHHE 3aTBEPAKEHOr0 BUPOOHYMKa BianoBigHO ASMF 3aMiHeHO Ha

Kopo6ui

NnakyBaHHA,

naHuii CEP
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25.

BiANOBiAA/IbHWIA 32
BUNycK cepii);
dapmauleBTUYHNI
3aB0f,
"Monbapma”
C.A., NonbLa
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BiAnoBiganbHMIA 3a
BUNYCK cepil);
dPapmaueBTUYHO-
XiMiyHa IHaycTpis
3apasrnie AT,
Cepbis
(BUPOGHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)

ATOPBACTE
PoOn

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOH0, N0 20 Mr
no 10 TabneTok y
6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6ui

PapmaneBTny
HWiA 3aBOf,
"MONb®APM
A" C.A.

Monbwa

BA/IKAHPAPMA-
AYMHWLA AT,
Bonrapis
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BiANOBiAa/IbHWIA 3a
BUNYyCK cepii);
dapmaueBTUYHNI
3aBof,
"Monbapma”
C.A., NonbLa
(BMpOGHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BiAnoBiganbHNI 3a
BUNYCK cepil);
dPapmaueBTUYHO-
XiMiyHa IHaycTpis
3ppasne AT,
Cepbis
(BUPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)

Bonrapisi/
Monbwa/
Cepbis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MiHuM | TUNYy - nogaHHA oHosneHoro CEP Ne RO-CEP 2011-009-
Rev 04 ans A®l aTtopBacTaTuHy KanbLilo Bif, 3aTBEpAXEHOro
BMPOGHMKA; 3MiHM | TUNy - nogaHHa Hosoro CEP Ne RO-CEP
2011-009-Rev 03 ana A®| atopBacTaTtuHy KasbLito Bif
3aTBEPAKEHOro BUPOGHYKa BignoBigHO ASMF 3aMiHeHO Ha
AaHvin CEP

3a
peyerimom

UA/11325/01/02

26.

ATOPBACTE

TabneTkn, BKpUTI

PapmaueBTmy

MonbLa

BA/IKAHPAPMA-

Bonrapisi/

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

3a

UA/11325/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Pon NNiBKOBOIO HWA 3aBO OYNHNUA AT, Monbwa/ 3MiHM | TUNY - NogaHHa oHoBneHoro CEP Ne RO-CEP 2011-009- peyenmom
060/10HKOH0, M0 40 Mr "MONb®APM Bonrapis Cepbisn Rev 04 ans A®I aTopBacTaTuHy KasbLilo Bif, 3aTBEpAXEHOro
no 10 TabneTok y A" C.A. (B1pO6HMLTBO, BMPOGHWKA; 3MiHM | TUny - nogaHHa Hosoro CEP Ne RO-CEP
6nictepi; no 3 nepBuHHE Ta 2011-009-Rev 03 gns A®| atopBacTaTVHy KasbLiito Bif,
6nicTepun y KapTOHHiIl BTOPVHHE 3aTBEepKEHOro BUPO6HYKa BignoBigHO ASMF 3aMiHeHO Ha
Kopoo6ui nakyBaHHs, AaHvin CEP
BiANOBiAA/IbHWIA 32
BUNycK cepii);
dapmauleBTUYHNI
3aB0f,
"Monbapma”
C.A., NonbLa
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWUHHE
nakyBaHHs,
BiAnoBiganbHNIA 3a
BUNYCK cepil);
dPapmaueBTUYHO-
XiMiyHa IHaycTpis
3apasrnie AT,
Cepbis
(BUPOGHULTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)
27. | ATPONIHY pO3unH ANs iH'ekuin, 1 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny: 3a UA/10545/01/01
CYNb®AT mr/mn; no 1 mn B 06MexeHo 0bMexeHot AfMiHiCTpaTWBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenmom
amnyni; no 10 amnyny | BignosigasibHi BiANOBIAALHICTIO MiCLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
Kopobui; no 1 mn B CTHo "XapkiBcbke nikapcbKoro 3acoby, BK/IOUAKUM 4ifibHUL BUNYCKY cepii abo
amnyni; no 5 amnyn y "XapkiBcbke hapmaueBTuyHe MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
6nictepi; no 2 thapmaueBTny nignpueMcTBO BiAANOBigae BUPOGHMK/IMNOpTEp, BKIOYaOUM BUMYCK Cepiid) 3MiHa
6nictepun y Kopobui He "300poB's HaliMeHyBaHHSA Ta agpecu BMpo6Huka /13 ToBapncTBO 3
nigNpUeEMCTBO Hapoay" 06MeXeHOH0 BignoBiganbHiCTIO "XapkiBcbke hapmaLleBTUyHe
"340poB's nignpuemMcTBo "340p0B'A Hapoay", YkpaiHa, 6e3 3MiHu Micus
Hapoay" BMPOG6HMLTBA: BBEAEHHSA 3MiH MPOTAroM 6-X micsuis nicns
3aTBepPMKEHHSA. 3MiHN | TUNy: AOMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
peecTpauiiHoro NocBigYeHHs) 3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa TOBapUCTBO 3 06MEXEHOH0 BiAMNOBiJaNbHICTIO
"XapkiBcbke hapmaleBTuyHe nignpuemMcTBo "340poB'a Hapoay",
YKpaina
28. | AYTMEHTUH NOpPOLLOK A5 nakcoCmiTKn Benvka CMIiTKnsliH Bivem Benuka BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/0987/04/01
™ opasibHOT CycneHsil, AliH EkcrnopT BputaHis dapmacbioTvkanic, | bpuTania/ ApMiHicTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu peyenmom
ES 600 mr/42,9 mr/5 mn; 1 Nimiteq Benvika bpuTaHis; dpaHuis MiCLst MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro

(h/1aKOH 3 NOPOLLKOM
pasom 3 MipHO
JIOXKKOH B KAPTOHHIN

nakco Bennkom
MpoAakLLH,
PpaHuis

nikapcbKoro 3acoby, BKIYauy AinbHULI BUMYycKy cepii abo
MicLie NpoBeAEeHHS KOHTPOIO AKOCTI. (AISNbHICTb, 3a AKy
BiNoBiAae BUPOGHMK/iMNopTep, BKAKOYAKUM BUNYCK Cepiit) -
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Kopoo6Li

3MmiHa agpecu BupobHuka 13 CmitKnaiH Bivem
dapmacbioTukanc, Benuvka bputanis, 6e3 3miHM Micus
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6 MicALIB MicnsA
3aTBEPAKEHHS)

29.

AUMKNOBIP
BENYMNoO

Kpem ans
30BHILLHLOIO
3acTocyBaHHA 5 %;
no2rab6onob5r, abo
no 10 ry Ty6i; no 1
Ty6i B KQpTOHHI navi

Benyno, nikn
Ta KOCMeTwKa,
a.a.

Xopsaris

Benyno, nikn Ta
KocmeTwuka, A4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURNY - 3MiHK 3 SKOCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHKn
Yy BUPOBGHMLTBI. 3MiHM y Npoueci BUpO6GHMLTBA rOTOBOrO
NikapcbKoro 3acoby, BK/IKOUYAKUM NPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPY BUPOOHMLTBI TOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3MiHa y mpoueci BUpOOHMLTBA) HE3HAYHa 3MiHa B
npoueci BUpOGHULITBA NiKapCbKOro 3acoby Npv BBEAEHHI HOBOI
BMPOGHWYOI MiHIT (TpaHcdep Ha HOBWit BUPOBHNYMIA 06'EKT):
BBEJEHHA [0AaTKOBOro etany npu BUPOOHWLTBI cepii po3mipoM

1000 kr.3miHu | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NlikapCbKuMii 3aci6.

3MiHV Yy BUPOBHMUTBI. 3MiHa po3mipy cepii (BKovatoun
[JianasoH po3Mipy cepil) roTOBOro /ikapCcbKoro 3acoby
(36inbeHHs f0 10 pasiB NOPIBHSAHO i3 3aTBEPLKEHNM
pO3MipoM) BBEAEHHST fO4ATKOBOro po3mipy cepii 1000 kr (3
paHiwe 3arBepaxeHum po3mipom cepii 180 kr, 300 kr i 400 Kr).
3MiHu | TMNY - 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHKM
y BUPOGHMLTBI. 3MiHM BUNpOo6yBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneyudikauisx, nig vyac BUpo6HMLTBA rOTOBOrO
niKapcbkoro 3acoby (BUy4YeHHS HECYTTEBOrO BUNPOGYBaHHS B
npotieci BUpO6HMLITBA) 3MiHa BUNPOOYBaHHS NpY KOHTPOTI0
npouiecy nig Yac BUPO6HMLTBA Npenapary: BUKNIOUYEHHS
BMNPOBYBaHHA "cepefHa maca" 3 napameTpa
BHYTPILLHLOBMPOBGHNYOrO KOHTPO "CepeaHsa mMaca i
BiAXMNEeHHA MacK”. 3MiHun | Tuny - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOBGHMLTBA FOTOBOIO /iKAPCbKOro 3aco0y, BKIOUaoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOBHULITBI
roToOBOro NikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHULITBA) HE3HAYHA 3MiHA Y BUPOGHMLTBI FOTOBOTO
NikapcbKoro 3acoby: BBeAEeHHA [40AaTKOBOro KOHTenHepa
(pyxomuii koHTelHep ans 36epiraHHs) A5 36epiraHHs
npoaykTy-6aka B OCHOBHE 061a4HaHHS.
3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHKM
Yy BUPOGHMLTBI. 3MiHW BUNPOGYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BUpo6HMLTBA roTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHX) 3MiHKN B NPOLLeCi
BHYTPILLUHBOBMPOBHNYOrO KOHTPOAIO: 415 NapameTpa
BHYTPILLUHbOBUPOBHNYOro KOHTPOIH0 "Mexi ANns OANHUYHOTO
HanoBHEHHA" BBOAATLCA Mexi 2.00-2.40 r, 5.00-5.50 r i 10.00-
11.00r (3amicTb paHiwe cxBaneHmx 2.10+0.10r, 5.15+0.15 r i
10.20+0,201).

6e3
peyenma

UA/14085/01/01

30.

AUMKNOBIP
BENYMNO

Kpem ans
30BHILLHLOrO
3acTocyBaHHs 5 % no

Benyno, nikn
Ta KOCMeTVKa,
a.a.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHM | TUNy - NofaHHA oHoBneHoro cepTudikaty CEP (R1-CEP
2001-283-Rev 03) Bif yxe 3aTBepAkeHoro BMpobHuka anst Adl

6e3
peyenma

UA/14085/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
2ra6ono5r, abo no auvkIoBip
10 ry Ty6i; no 1 Ty6i B
KapTOHHIM nayui
31. | BAIHBE/Nb Masbno 50T, 75T, [Op. Taiicc HimeuuunH [Op. Taiicc HimeuuunH BHECEHHS 3MiH 40 peecTpauiiHux maTepiasis:3miHu |l Tuny - 6e3 UA/9105/01/01
MA3b a60 100 r y Ty6i; no 1 HaTypBapeH a HaTypBapeH a 3MiHa BMPOGHWMKa BUXIAHOro/MPOMIDKHOIO NPOAYKTy/peareHTy, Lo peyenma
IHTEHC/B Ty6i B KAPTOHHIN 6X 'm6X, HimeuyunHa BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AP, a6o 3MiHa
KopooLi KOHTPO/Ib AKOCTI BMPOGHUKa (BK/IKOYauK, e HeobXigHo, MicLie MPoBeAEHHS
Ta BUNycK cepi: KOHTPO/II0 IKOCTi) AD| — 3amiHa BUpo6HMKa APl Kamdopu
BVMPOGHMLTBO npUpPoAHoT
Hepo3dacoBaHO|
NpoAYyKLUiT,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
32. | BE/IAPA® TabneTkn, BKpUTI BAT "lefeoH YropwumHa BAT "leneoH YropwmHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/2059/01/01
NNiBKOBOIO PixTep" PixTep" 3MiHK | TUNY - NOAAaHHA HOBOrO cepTudikaTa BignoBiAHOCTI peuyenmom
060/10HKot0, 2 Mr/0,03 €sponeiicbkiii hapmakonei Ne R1-CEP 2001-400-Rev 01 gns
Mmr, o 21 Tabnetuiy nitoyoi pevoBuHM Ethinylestradiol Big HoBOro Bupo6Huka
6nictepi, no 1 a6o 3
6nicTepn y KapTOHHiIl
ynakoBLii
33. | BE/IAPA® TabneTkn, BKpUTI BAT "l'egeoH YropwuHa BAT "l'egeoH YropwuHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/2059/01/01
NNiBKOBOO Pixtep" Pixtep" 3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHULI (BKNOYa0Un peyenmom
o6osoHkoto, 2 mMr/0,03 AinbHuui 4na A®l, npoMixHOro npoaykTy abo roToBoro
Mr, no 21 Tabnetuiy nNikapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS NakKyBaHHS,
6nictepi, no 1 a6o 3 BUPOGHMKA, BifNOBIAAILHOMO 3a BUMYCK Cepili, MicLe
6nicTepun y KapTOHHIl NpoBefeHHS KOHTPOSIO cepii) abo nocTavasibHVKa BUXIAHOTO
ynakoBLi maTepiany, peareHTy abo AONOMiXHOI PEYOBWHY - BUSTYYEHHS
3aTBEpPAKEHOro BUpo6HMKa APl xopMaguHOHy aueTary y
3B'A3KY 3 BNPOBaMKEHHAM HOBOr0O BUpoOHUKa AdI; 3miHu Il Tuny
- 3MiHa BMPOGHMKa BUXiLHOro/MPoMKHOIo NPOAyKTy/peareHTy,
LLIO BMKOPUCTOBYIOTLCS Y BUPOBHMYOMY npoueci AdDl, abo 3miHa
BMPO6HUKa (BK/TKOYaAKUYM, e HeobXigHO, MicLie MPOBEeAEHHS
KOHTPONO SIKOCTi) ADI - BeAeHHS HOBOro BUPOGHMKa AdI|
X/10PMaZIMHOHY aueTaTy, 3 HaflaHHAM MacTep-ghaiina Ha AdI
34. | BEHE®IKC Niodpinizat gns MNeANIEP CLIA BioNa6, C.J1., Icnanis/ BHECEHHS 3MiH [0 peecTpavuiliHix maTepianis:3miHu | Tuny - 3a UA/16134/01/01
PO34UHY O151 iH EKLit EVY.CL.MIL. IcnaHis CuwA/ BHECEHHS peflakLiiiHMX NPaBoK [0 p. «YNakoBKa» MeToay peyenmom
no 250 MO; 1 conakoH | KOPTMOPEWLL (anbTepHaTMBHa HimeuuunH KOHTPOJI0 SIKOCTI NMIKapPCbKOro 3acoby; OHOBNEHO
3 niogpinizatom, 1 H nab6oparopia gns a hopMy/IHOBaHHS LLOAO PO3MILLEHHS IHCTPYKLIT 415 MeAUYHOro
nonepegHsL0 TeCcTyBaHHs 3acTocyBaHHSA (3MiH B yNakoBLii He Big6ynock)
HaNoOBHEHWUI WNpuL, 3 npenapary 3a
po3unHHKKOM (0,234% NMOKa3HMKOM

PO34MH HaTpito
xnopugy y Bogj gns
iH'ekyin) mo 5 mn, 1

"CTepubHICTbL");
Baet bio®apma
niBixH och Baet

apantep Ans dapmaceyTukanc
nakoHy, 1 cuctemy IHK., cebcigiepi ogh
ONns iHysii, 2 Mdparizep IHK.,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
TamnoHu 3i cnuptom, 1 CLUA (koHTposnb
nnactvp, 1 mapneBy AKOCTi PO3YMHHUKA
noayLueyky

BKM1aal0Tb y
KapTOHHY KOpPOBKy

(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
BeTTep ®apma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns

rno4yaTtkoBoro
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3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3unHHMKa (KpiM
TecTiB "Cuna gns
no4YaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTunyHocTi"));
BeTTep ®apma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO34MHHMKA
(nvwe TecTn
"Cuna gnsa
noYaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmMeTuyHOCTI")

35.

BEHE®IKC

Niogpinizar ana
PO3UnNHY A1 iH KL
no 500 MO; 1 dnakoH
3 niodpinizatom, 1
nonepeaHL0
HanoBHEHWI Wwnpuy, 3
po3urHHKKoM (0,234%
PO34nH HaTpito
xnopuay y sogi ons
iH'ekyiin) no 5 mn, 1
afantep gns
chnakony, 1 cuctemy
Ans iHdysild, 2

MPANSEP
EAY.CLOI.
KOPMOPEWLL
H

CWA

BioNa6, C.1.,
Icnanis
(anbTepHaTNBHA
na6oparopis Ans
TeCTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepunbHicTb");
Baet bio®apma
niBbkH oh Baet
PapmaceyTukasic
IHK., cebcigiepi ot
Mcpaiizep IHK.,

IcnaHis/
CuwA/
HimeyuuH
a

BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis:3miHu | Tuny -
BHECEHHS pefakLuiiiHMX NpaBokK [0 p. «YNakoBka» MeToay
KOHTPOJTI0 AKOCTi /TiKapCbKOro 3acoby; OHOB/IEHO
POPMY/IOBAHHS LLOAO PO3MILLEHHS IHCTPYKLiT A1s MeANYHOro
3acToCyBaHHS (3MiH B ynakoBLi He Bifbynoch)

3a
peyenmom

UA/16134/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
TamnoHu 3i cnuptom, 1 CLUA (koHTposnb
nnactvp, 1 mapneBy AKOCTi PO3YMHHUKA
noayLueyky

BKM1aal0Tb y
KapTOHHY KOpPOBKy

(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
BeTTep ®apma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns

rno4yaTtkoBoro
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3unHHMKa (KpiM
TecTiB "Cuna gns
no4YaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTunyHocTi"));
BeTTep ®apma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO34MHHMKA
(nvwe TecTn
"Cuna gnsa
noYaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmMeTuyHOCTI")

36.

BEHE®IKC

Niogpinizar ana
PO3UnNHY A1 iH KL
no 1000 MO; 1
donakoH 3
niocpinizatom, 1
nonepeaHL0
HanoBHEeHWIA Wwnpu, 3
po3unHHKKOM (0,234%
PO34MH HaTpito
xnopuay y Bogi onsi
iH'ekyiin) mo 5mn, 1
apanTep gns
chnakony, 1 cuctemy

MPANSEP
EAY.CLOI.
KOPMOPEWLL
H

CWA

BioNa6, C.1.,
Icnanis
(anbTepHaTNBHA
na6oparopis Ans
TeCTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepunbHicTb");
Baet bio®apma
niBbkH oh Baet
PapmaceyTukasic
IHK., cebcigiepi ot
Mcpaiizep IHK.,

IcnaHis/
CuwA/
HimeyuuH
a

BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis:3miHu | Tuny -
BHECEHHS pefakLuiiiHMX NpaBokK [0 p. «YNakoBka» MeToay
KOHTPOJTI0 AKOCTi /TiKapCbKOro 3acoby; OHOB/IEHO
POPMY/IOBAHHS LLOAO PO3MILLEHHS IHCTPYKLiT A1s MeANYHOro
3acToCyBaHHS (3MiH B ynakoBLi He Bifbynoch)

3a
peyenmom

UA/16134/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ans iHdysii, 2

TamnoHu 3i cnuptom, 1

nnacTtup, 1 mapnesy
noAayLIeyKy
BK/1afanTb y
KapTOHHY KOpOOKy

CLUA (koHTposnb
AKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
BeTTep ®apma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns
noYaTKOBOr0
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3unHHMKa (KpiM
TecTiB "Cuna gns
no4YaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTunyHocTi"));
BeTTep ®apma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO34MHHMKA
(nvwe TecTn
"Cuna gnsa
noYaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmMeTuyHOCTI")

37.

BEHE®IKC

Niogpinizar ana
PO3UnNHY A1 iH KL
no 2000 MO; 1
donakoH 3
niocpinizatom, 1
nonepeaHL0
HanoBHEeHWIA Wwnpu, 3
po3unHHKKOM (0,234%
PO34MH HaTpito
xnopuay y Bogi onsi
iH'ekyiin) mo 5mn, 1
apanTep gns
chnakony, 1 cuctemy

MPANSEP
EAY.CLOI.
KOPMOPEWLL
H

CWA

BioNa6, C.1.,
Icnanis
(anbTepHaTNBHA
na6oparopis Ans
TeCTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepunbHicTb");
Baet bio®apma
niBbkH oh Baet
PapmaceyTukasic
IHK., cebcigiepi ot
Mcpaiizep IHK.,

IcnaHis/
CuwA/
HimeyuuH
a

BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis:3miHu | Tuny -
BHECEHHS pefakLuiiiHMX NpaBokK [0 p. «YNakoBka» MeToay
KOHTPOJTI0 AKOCTi /TiKapCbKOro 3acoby; OHOB/IEHO
POPMY/IOBAHHS LLOAO PO3MILLEHHS IHCTPYKLiT A1s MeANYHOro
3acToCyBaHHS (3MiH B ynakoBLi He Bifbynoch)

3a
peyenmom

UA/16134/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ans iHdysii, 2

TamnoHu 3i cnuptom, 1

nnacTtup, 1 mapnesy
noAayLIeyKy
BK/1afanTb y
KapTOHHY KOpOOKy

CLUA (koHTposnb
AKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
BeTTep ®apma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns
noYaTKOBOr0
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3unHHMKa (KpiM
TecTiB "Cuna gns
no4YaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTunyHocTi"));
BeTTep ®apma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO34MHHMKA
(nvwe TecTn
"Cuna gnsa
noYaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmMeTuyHOCTI")

38.

BEHE®IKC

Niogpinizar ana
PO3UnNHY A1 iH KL
no 3000 MO; 1
donakoH 3
niocpinizatom, 1
nonepeaHL0
HanoBHEeHWIA Wwnpu, 3
po3unHHKKOM (0,234%
PO34MH HaTpito
xnopuay y Bogi onsi
iH'ekyiin) mo 5mn, 1
apanTep gns
chnakony, 1 cuctemy

MPANSEP
EAY.CLOI.
KOPMOPEWLL
H

CWA

BioNa6, C.1.,
Icnanis
(anbTepHaTNBHA
na6oparopis Ans
TeCTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepunbHicTb");
Baet bio®apma
niBbkH oh Baet
PapmaceyTukasic
IHK., cebcigiepi ot
Mcpaiizep IHK.,

IcnaHis/
CuwA/
HimeyuuH
a

BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis:3miHu | Tuny -
BHECEHHS pefakLuiiiHMX NpaBokK [0 p. «YNakoBka» MeToay
KOHTPOJTI0 AKOCTi /TiKapCbKOro 3acoby; OHOB/IEHO
POPMY/IOBAHHS LLOAO PO3MILLEHHS IHCTPYKLiT A1s MeANYHOro
3acToCyBaHHS (3MiH B ynakoBLi He Bifbynoch)

3a
peyenmom

UA/16134/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ans iHdysii, 2

TamnoHu 3i cnuptom, 1

nnacTtup, 1 mapnesy
noAayLIeyKy
BK/1afanTb y
KapTOHHY KOpOOKy

CLUA (koHTposnb
AKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
BeTTep ®apma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BMpOGHMLTBO Ta
KOHTPO/b AKOCTI
PO3UMHHUKA (KpiM
TecTiB "Cuna gns
noYaTKOBOr0
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
BeTTep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3unHHMKa (KpiM
TecTiB "Cuna gns
no4YaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTunyHocTi"));
BeTTep ®apma-
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BizyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO34MHHMKA
(nvwe TecTn
"Cuna gnsa
noYaTKoOBOro
3CyBY MOpPLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmMeTuyHOCTI")

39.

BEHE®IKC

Niogpinizar ana
PO3UnNHY A1 iH KL
no 250 MO; 1 dnakoH
3 niodpinizatom, 1
nonepeaHL0
HanoBHEHWI Wwnpuy, 3
po3urHHKKoM (0,234%
PO34nH HaTpito
xnopuay y sogi ons
iH'ekyiin) no 5 mn, 1
afantep gns
chnakony, 1 cuctemy
Ans iHoysild, 2

MPANSEP
EAY.CLOI.
KOPMOPEWLL
H

CWA

BioNa6, C.1.,
Icnanis
(anbTepHaTNBHA
na6oparopis Ans
TeCTyBaHHS
npenapary 3a
NOKa3HUKOM
"CTepunbHicTb");
Baet bio®apma
niBbkH oh Baet
PapmaceyTukasic
IHK., cebcigiepi ot
Mcpaiizep IHK.,

IcnaHis/
CuwA/
HimeyuuH
a

BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis:3miHu | Tuny -
3MiHa y MeTogax BUNpo6yBaHHS roTOBOrO JlikapCbKoro 3acoby -
BBe/leHHs a/IbTepHaTUBHOI 404aTKOBOI METOANKN —
XPOMOTEHHWI KiHeTUYHUIA MeTo (MeTog D €Bponelicbkol
thapmakonei) 4151 KOHTPOSIO NoKa3HMKa «bakTepianbHi
€HJ0TOKCUHM» Y cneuudikauii roToBoro fikapcbkoro 3acoby;
3MiHM Il TNy - 3MiHa napameTpis crneumdikauiii Ta/abo
AONYCTUMUX MEX A1 AOMOMDKHOT PEYOBVHM - PO3LLUMPEHHS MEX
piBHA MOKa3HMKa J0MOMIXHOI PeHOBUHU «[ICTUANH» Y
cneumaikaLii roToBOro nikapcbkoro 3acoby Ha ornsgi
iCTOPUYHUX AaHnX. BBefeHHs 3MiH NpoTArom 6-Tv MicauiB nicas
3aTBepKEHHs

3a
peyenmom

UA/16134/01/01




114
Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
TamnoHu 3i cnuptom, 1 CLUA (koHTposnb
nnactvp, 1 mapneBy AKOCTi PO3YMHHUKA
noayLueyky

BKM1aal0Tb y
KapTOHHY KOpPOBKy

(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
Betep dapma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr NrM6X &
Ko. KI",
HimeuunHa
(BizyanbHwuii
KOHTPONb,
KOHTPO/Ib SKOCTI

PO34YMHHUKa
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

(nuwe Tectn
"Cuna gnsa
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
Betep dapma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BisyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3UYMHHMKA KpiM
TecTiB "Cuna gns
noYaTKoOBOro
3CyBY MOpLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTuyHocTi");
Betep-®apma
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTmMyHOCTI")

40.

BEHE®IKC

Niodpinizat gns
PO34UHY A8 iH KL
no 500 MO; 1 dnakoH
3 niocpinizatom, 1
nonepeaHL0
HanoBHEeHWIA Wwnpu, 3
po3unHHKKOM (0,234%
PO34MH HaTpito
xnopuay y Bogi onsi
iH'ekyiin) mo 5mn, 1
apanTep gns
chnakony, 1 cuctemy

Ans iHdysin, 2

NOAVI3EP
ENY.CLIL.
KOPMOPENLL
H

CLA

bioNla6, C.N.,
Icnanis
(anbTepHaTnBHA
nab6oparopia 4ns
TeCcTyBaHHSA
npenapary 3a
MOKa3HNKOM
"CTepubHICTb");
Baet bio®apma
AiBixH och Baet
PapmaceyTukasic
IHK., cebcigiepi o
Mdpaizep IHkK.,

IcnaHis/
ClwA/
HimeyuuH
a

BHECEHHS 3MiH [0 peecTpavuiliHix martepianis:3miHu | Tuny -
3MiHa y MeToAax BUNpobyBaHHA roTOBOTO /1iKapCbKoro 3acoby -
BBe/leHHs a/IbTepHATUBHOI A04AaTKOBOI METOANKN —
XPOMOTreHHUI KiHeTuuHuin meTog(meTog D €sponeiicbKol
hapmakonei) 415 KOHTPOSO NokasHuKa «bakrepianbHi
€HAO0TOKCUHM» Y cnewmdikaLii roToBOro slikapcbkoro 3acoby;
3miHuM Il Tvny - 3MiHa napameTpiB cneuudikauin Ta/abo
OONYyCTUMUX MEX AJ151 AOMOMDKHOT PEHOBUHM - PO3LLUMPEHHA MEX
piBHA MOKa3HMKa JONOMIXHOI PeYOBUHU «[ICTUANH» Y
cneumagikaL,ii roToBOro nikapcbkoro 3acoby Ha ornsgi
iCTOPUYHMX faHuX. BBeeHHS 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS

3a
peyerimom

UA/16134/01/02




116
Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
TamnoHu 3i cnuptom, 1 CLUA (koHTposnb
nnactvp, 1 mapneBy AKOCTi PO3YMHHUKA
noayLueyky

BKM1aal0Tb y
KapTOHHY KOpPOBKy

(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
Betep dapma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr NrM6X &
Ko. KI",
HimeuunHa
(BizyanbHwuii
KOHTPONb,
KOHTPO/Ib SKOCTI

PO34YMHHUKa
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

(nuwe Tectn
"Cuna gnsa
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
Betep dapma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BisyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3UYMHHMKA KpiM
TecTiB "Cuna gns
noYaTKoOBOro
3CyBY MOpLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTuyHocTi");
Betep-®apma
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTmMyHOCTI")

41.

BEHE®IKC

Niodpinizat gns
PO34UHY A8 iH KL
no 1000 MO; 1
hnakoH 3
niocpinizatom, 1
nonepeaHLo
HanoBHEHWIA LWnNpuL, 3
po3unHHKKOM (0,234%
PO34MH HaTpito
xnopugy y Bogj agns
iH'ekyin) mo 5 mn, 1
apanTep ons
nakoHy, 1 cuctemy

NOAVI3EP
ENY.CLIL.
KOPMOPENLL
H

CLA

bioNla6, C.N.,
Icnanis
(anbTepHaTnBHA
nab6oparopia 4ns
TeCcTyBaHHSA
npenapary 3a
MOKa3HNKOM
"CTepubHICTb");
Baet bio®apma
AiBixH och Baet
PapmaceyTukasic
IHK., cebcigiepi o
Mdpaizep IHkK.,

IcnaHis/
ClwA/
HimeyuuH
a

BHECEHHS 3MiH [0 peecTpavuiliHix martepianis:3miHu | Tuny -
3MiHa y MeToAax BUNpobyBaHHA roTOBOTO /1iKapCbKoro 3acoby -
BBe/leHHs a/IbTepHATUBHOI A04AaTKOBOI METOANKN —
XPOMOTeHHUIA KiHeTU4HWIA meTog, (MeTog D €Bponeicbkoi
hapmakonei) 415 KOHTPOSO NokasHuKa «bakrepianbHi
€HAO0TOKCUHM» Y cnewmdikaLii roToBOro slikapcbkoro 3acoby;
3miHuM Il Tvny - 3MiHa napameTpiB cneuudikauin Ta/abo
OONYyCTUMUX MEX AJ151 AOMOMDKHOT PEHOBUHM - PO3LLUMPEHHA MEX
piBHA MOKa3HMKa JONOMIXHOI PeYOBUHU «[ICTUANH» Y
cneumagikaL,ii roToBOro nikapcbkoro 3acoby Ha ornsgi
iCTOPUYHMX faHuX. BBeeHHS 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS

3a
peyerimom

UA/16134/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ans iHdysii, 2 CLUA (koHTposnb

TamnoHu 3i cnuptom, 1

nnacTtup, 1 mapnesy
noAayLIeyKy
BK/1afanTb y
KapTOHHY KOpOOKy

AKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
Betep dapma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr NrM6X &
Ko. KI",
HimeuunHa
(BizyanbHwuii
KOHTPONb,
KOHTPO/Ib SKOCTI

PO34YMHHUKa
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

(nuwe Tectn
"Cuna gnsa
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
Betep dapma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BisyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3UYMHHMKA KpiM
TecTiB "Cuna gns
noYaTKoOBOro
3CyBY MOpLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTuyHocTi");
Betep-®apma
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTmMyHOCTI")

42,

BEHE®IKC

Niodpinizat gns
PO34UHY A8 iH KL
no 2000 MO; 1
hnakoH 3
niocpinizatom, 1
nonepeaHLo
HanoBHEHWIA LWnNpuL, 3
po3unHHKKOM (0,234%
PO34MH HaTpito
xnopugy y Bogj agns
iH'ekyin) mo 5 mn, 1
apanTep ons
nakoHy, 1 cuctemy

NOAVI3EP
ENY.CLIL.
KOPMOPENLL
H

CLA

bioNla6, C.N.,
Icnanis
(anbTepHaTnBHA
nab6oparopia 4ns
TeCcTyBaHHSA
npenapary 3a
MOKa3HNKOM
"CTepubHICTb");
Baet bio®apma
AiBixH och Baet
PapmaceyTukasic
IHK., cebcigiepi o
Mdpaizep IHkK.,

IcnaHis/
ClwA/
HimeyuuH
a

BHECEHHS 3MiH [0 peecTpavuiliHix martepianis:3miHu | Tuny -
3MiHa y MeToAax BUNpobyBaHHA roTOBOTO /1iKapCbKoro 3acoby -
BBe/leHHs a/IbTepHATUBHOI A04AaTKOBOI METOANKN —
XPOMOTeHHUIA KiHeTU4HWIA meTog, (MeTog D €Bponeicbkoi
hapmakonei) 415 KOHTPOSO NokasHuKa «bakrepianbHi
€HAO0TOKCUHM» Y cnewmdikaLii roToBOro slikapcbkoro 3acoby;
3miHuM Il Tvny - 3MiHa napameTpiB cneuudikauin Ta/abo
OONYyCTUMUX MEX AJ151 AOMOMDKHOT PEHOBUHM - PO3LLUMPEHHA MEX
piBHA MOKa3HMKa JONOMIXHOI PeYOBUHU «[ICTUANH» Y
cneumagikaL,ii roToBOro nikapcbkoro 3acoby Ha ornsgi
iCTOPUYHMX faHuX. BBeeHHS 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS

3a
peyerimom

UA/16134/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ans iHdysii, 2 CLUA (koHTposnb

TamnoHu 3i cnuptom, 1

nnacTtup, 1 mapnesy
noAayLIeyKy
BK/1afanTb y
KapTOHHY KOpOOKy

AKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
Betep dapma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr NrM6X &
Ko. KI",
HimeuunHa
(BizyanbHwuii
KOHTPONb,
KOHTPO/Ib SKOCTI

PO34YMHHUKa
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

(nuwe Tectn
"Cuna gnsa
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
Betep dapma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
(BisyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3UYMHHMKA KpiM
TecTiB "Cuna gns
noYaTKoOBOro
3CyBY MOpLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTuyHocTi");
Betep-®apma
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTmMyHOCTI")

43.

BEHE®IKC

Niodpinizat gns
PO34UHY A8 iH KL
no 3000 MO; 1
hnakoH 3
niocpinizatom, 1
nonepeaHLo
HanoBHEHWIA LWnNpuL, 3
po3unHHKKOM (0,234%
PO34MH HaTpito
xnopugy y Bogj agns
iH'ekyin) mo 5 mn, 1
apanTep ons
nakoHy, 1 cuctemy

NOAVI3EP
ENY.CLIL.
KOPMOPENLL
H

CLIA,

bioNla6, C.N.,
Icnanis
(anbTepHaTnBHA
nab6oparopia 4ns
TeCcTyBaHHSA
npenapary 3a
MOKa3HNKOM
"CTepubHICTb");
Baet bio®apma
AiBixH och Baet
PapmaceyTukasic
IHK., cebcigiepi o
Mdpaizep IHkK.,

IcnaHis/
ClwA/
HimeyuuH
a

BHECEHHS 3MiH [0 peecTpavuiliHix martepianis:3miHu | Tuny -
3MiHa y MeToAax BUNpobyBaHHA roTOBOTO /1iKapCbKoro 3acoby -
BBe/leHHs a/IbTepHATUBHOI A04AaTKOBOI METOANKN —
XPOMOTeHHUIA KiHeTU4HWIA meTog, (MeTog D €Bponeicbkoi
hapmakonei) 415 KOHTPOSO NokasHuKa «bakrepianbHi
€HAO0TOKCUHM» Y cnewmdikaLii roToBOro slikapcbkoro 3acoby;
3miHuM Il Tvny - 3MiHa napameTpiB cneuudikauin Ta/abo
OONYyCTUMUX MEX AJ151 AOMOMDKHOT PEHOBUHM - PO3LLUMPEHHA MEX
piBHA MOKa3HMKa JONOMIXHOI PeYOBUHU «[ICTUANH» Y
cneumagikaL,ii roToBOro nikapcbkoro 3acoby Ha ornsgi
iCTOPUYHMX faHuX. BBeeHHS 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS

3a
peyerimom

UA/16134/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ans iHdysii, 2 CLUA (koHTposnb

TamnoHu 3i cnuptom, 1

nnacTtup, 1 mapnesy
noAayLIeyKy
BK/1afanTb y
KapTOHHY KOpOOKy

AKOCTi PO3YMHHUKA
(kpim TecTiB "Cuna
N5 N0YaTKOBOrO
3CyBY MopLUHA",
"Cwuna tepTta
nopLuHa",
"[ocnimpKeHHs
repmeTuyHocTi");
Baet ®apma C.A,,
Icnanis
(BPOGHMLTBO
niogpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHS
PO3YMHHKKA Y
Habip; KOHTPO/b
AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BUMNYyCK Habopy;
BiAnoBiganbHNIA 3a
BUNYCK cepil);
Betep dapma-
PepturyHr rméx &
Ko. KI™,
HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHsA",
"[ocnigpKeHHs
repMeTuyHocTi"));
Betep dapma-
®epTuryHr NrM6X &
Ko. KI",
HimeuunHa
(BizyanbHwuii
KOHTPONb,
KOHTPO/Ib SKOCTI

PO34YMHHUKa




Ne

Hassa

123

n/n

NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

(nuwe Tectn

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BEPNINPUN®

Tabnetkn no 10 mr/25

BEPNIH-XEMI

HimeyunH

"Cuna gnsa
no4yaTkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTnyHocTi");
Betep dapma-

Ko. KI', HimeyunHa
(BisyanbHwuii
KOHTPO/b,
KOHTPO/b AKOCTI
PO3UYMHHMKA KpiM
TecTiB "Cuna gns
noYaTKoOBOro
3CyBY MOpLUHA",
"Cwuna TepTtsa
nopLuHsA",
"[locnimKeHHs
repmeTuyHocTi");
Betep-®apma
®epTuryHr rM6X &
Ko. KI', HimeyunHa
(BUPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
pO3unHHMKa (KpiM
TecTiB "Cuna gns
no4aTKkoBOro
3CyBY MopLUHA",
"Cuna tepTa
nopLuHSA",
"[ocnigpKeHHs
repMeTmMyHOCTI")
BMPOGHMLTBO "in

®epTuryHr NrM6X &

HimeyuuH

45,

NNoC 10/25

BETA®EPOH

Mr no 10 TabneTtok y
6nictepi; no 2 abo no
3 6nictepu B
KapTOHHI Kopoo6Li

MOPOLLIOK

Al

Baviep Al

a

HimeuunH

bulk", kKOHTpO/b
cepiii:
BEP/IH-XEMI AT,
HimeuunHa
KiHLeBe
nakyBaHHs,
KOHTpO/b Ta
BUNYCK cepil:
BEP/IH-XEMI AT,
HimeuyunHa

a

BHECEHHS 3MiH 10 peecTpaviiiHuX maTepianiB:BHECEHHS 3MiH A0
peecTpauiiHnx matepianiB:3MiHu | TUMY - 3MiHW BHECEHI A0
IHCTPYKLT AN19 MeAMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y
posginu: "®apmakonoriyHi BiactueocTi”, "B3aemMogis 3 iHWmMm
nikapcbkrMu 3acobamu Ta iHWi BUAn B3aemogiii”, "OcobnmBocTi
3acTocyBaHHA", "lMo6iuHI peakuii” BigNOBIAHO A0 OHOBMEHOT
iHchopmawii 3 6e3neku Ajto4oi pevyoBUHM FigpoxiopoTiasng,.
BepfieHHA 3MiH NpOTArom 6-Tv MicAILB MiCNs 3aTBepPyKEHHS

3a
peyerimom

UA/5853/01/01

®

niocpinisoBaHui ans

a

Baiiep AT,

HimeyuuH

HimevyunHa

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:

a

3MiHKM | TNy - 3MiHW A0 IHCTPYKUIi A8 MeANYHOro 3aCTOCYBaHHS

3a

UA/15287/01/01

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
NPUroTyBaHHs (BTOPUHHA nikapcbKoro 3acoby Ao po3ainy “MobivHi peakuii” (BHeceHa
PO3UUHY AJ151 iH'EKLLIA ynakoBKa, [03BiN iHbopMmaLlisi CTOCOBHO BMNa/KiB fiereHeBoi apTepiasibHOT
no 0,3 mr (9,6 MH Ha BUMYCK cepii); rinepTeHsii BignosigHo ao pekomeHgauii PRAC); 3minu Il Tuny -
MO) Bepinrep 3MiHM A0 IHCTPYKUiT A58 MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
1 chnakoH 3 NopoLLKoOM IHrenbxaim 3acoby Ao po3ainis "Oco6/MBOCTI 3aCTOCYBaHHS" (BHECEHO
Yy KOMNJIEKTi 3 dapma 'm6X i Ko. iHchopmawito WoA0 AONOMIAHOT PEYOBVHM HATPIKO XNopuay
po3unHHKKOM (0,54 % Kr, HimewunHa 3rijHO OHOB/IEHOT HacTaHOBM EBpoNeicbkol komicii), "Cnoci6
PO34MH HaTpito (Hepo3dhacoBaHuii 3acTocyBaHHA Ta 403u" (pefaroBaHo). BBeeHHs 3MiH NPOTAroM
xnopugy) no 1,2 mny NPOAYKT, 3-x MicsLiB nicnsA 3aTBEPAYKEHHS
nonepeaHL0 nepBuHHA
3anoBHeHMX LNpuLax ynakoBKa)
Ta HacafKow
(apantepom) 3
rofIKoto, 2 CNMPTOBUMM
cepseTkamu B
yNaKoBLii 3 KAPTOHY;
no 15 ynakoBok B
KapTOHHI KopoobLi
46. | BIKANYTAMI TabneTku, BKPUTI MicTpan AHrniA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 10 peecTpaviliHiX maTtepianiB:3miHu | Tuny - 3a UA/15136/01/01
A-BICTA NNiBKOBOI 060/10HKOI Kenitan C.N. 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuyenmom
no 50 mr no 10 MeHemXMeHT BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHunxX Npo cuctemy
TabneTok y 6nictepi; Nimiteq thapmakoHarnagy (BBefeHHs y3arasibHeHVUX faHux npo cuctemy
no 3 6nictepu B hapmakoHarnagy, 3MiHa ynoBHOBaXKeHOT 0co6Wu, BignoBiganbHoI
KapTOHHI KOpOOL 3a 34iliCHeHHs thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34ilicCHeHHs hapmakoHarnagy B
YKpaiHi, AKLW0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cuctemu chapmakoHarnsgy) - 3miHa ynoBHOBaxeHoi ocobu,
BiAMNOBIAa/IbHOT 32 hapmakoHarnsag: [itoua pegakuis: dybay
TeTsaHa BikTopiBHa; MNponoHoBaHa peakuisf: CoTHIKOBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOT
ocobu, BiANoBigasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarsgy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-goaiina.
47. | BIKANYTAMI TabneTkn, BKpUTI MicTpan AHrnis CiHTOH XicnaHisi, Icnanis BHECEHHS 3MiH 0 peecTpauiiHux martepiasiB:3miHu | Tuny - 3a UA/15136/01/02
A-BICTA NNiBKOBOK 000/I0HKOH Kenitan C.N. 3MiHM Woao 6e3neku/ehekTUBHOCTI Ta chapmakoHarnsgy. peuyenmom
no 150 mr no 10 MeHeaXMeHT BeefieHHs ab0 3MiHU [0 y3araslbHeHUX AaHunX Npo cucTemy
TabneTtok y 6nicrepi; Nimiteq thapmakoHarnagy (BBeAeHHS y3arasibHeHNX faHnxX Npo cuctemy

no 3 6nictepu B
KapTOHHiiA KOpooLi

hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiaanbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnsgy 3asaBHUKa An1s 34iNCHEeHHs hapmakoHarisgy B
YKpaiHi, IKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANbHOI 3a 3filicHEHHA thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLEeHHI MacTep-gaiina
cucTeMu dpapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAabLHOT 32 hapmakoHarnsag: [iova pepakuis: dybay
TeTsaHa BikTopiBHa; MNponoHoBaHa pefakuisi: CoTHIKOBa
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a thapMakoHarnsg. 3miHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxoMKEHHs1 MacTep-haiina.

48.

BIKANYTAMI
J-TEBA

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0, 10 50 Mmr,
no 7 Tabnetok y
6nictepi, no 4
6nictepn B KOPOO6L.
no 10 TabneTtok y
6nictepi, no 3
6nictepn B KOpoo6Li

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

Tesa
dapmaueBTikan
IHpacTpi3 /T4,

13painb

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TMRY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/LHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0co6u, BiANOBiAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-harina cuctemmn chapmakoHarnsgy) Ldirova
pefakuisf: YnoBHoBaxeHa ocoba 3asBHUKa, BifnosiganbHa 3a
thapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD. MNMponoHoBaHa
pefakuis: YnoBHoBaxkeHa ocoba 3asBHMKa, BignoBifasibHa 3a
hapmakoHarnsg — Orit Stern-Maman. KoHTakTHa oco6a
3asBHUKa, BignoBiganbHa 3a hapmakoHarnag - buctposa
OkcaHa BitaniiBHa. 3MiHa KOHTaKTHVUX AaHUX YNOBHOBaXKEHOT
ocob6u, BiANOBIAa/IbHOI 3a hapMakoHarisa. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu, BiANOBIAA/ILHOT 32 hapmakoHarnsa.
3MiHa MicuA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
chapMakoHarsgy. 3mMiHa MicLe3HaxomKeHHs1 macTep-ghaina.

3a
peyenmom

UA/10546/01/01

49.

BIKANYTAMI
[-TEBA

TabneTkun, BKPUTI
NAiBKOBOO
060n10HKot0, No 150
Mr, N0 7 TabneToK y
6nictepi, no 4
6nictepn B KOPOOL.
no 10 TabneTtok y
6nictepi, no 3
6nictepn B KOPOOL

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

TeBa
dapmaueBTikan
IHpacTpi3 NTa,.

13painb

BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis:
3MiHM | TUny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX faHux
npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHnX
npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAA/LHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
hapmakoHarnsigy B YKpaiHi, KLU0 BOHA BigMiHHA Bifg,
YNOBHOBaXeEHOT 0co6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-harina cuctemmn hapmakoHarnsgy) Ldirova
pefakuisi: YnoBHOBaxkeHa 0coba 3asBHMKa, BignoBifanbHa 3a
thapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD. MNMponoHoBaHa
pefakuisi: YNnoBHOBaXkeHa ocoba 3asBHMKa, BignosiganbHa 3a
hapmakoHarnsg — Orit Stern-Maman. KoHTakTHa oco6a
3adBHMKa, BiAnoBifanbHa 3a hapmakoHarnsg - buctposa
OkcaHa BiTaniiBHa. 3MiHa KOHTAKTHUX AaHUX YMOBHOBaXKEHOT
ocob6u, BiANOBIAa/IbHOI 3a hapMakoHarisa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6W, BiANOBIAAILHOI 3a hapmakoHarnsag.
3MiHa MicLsa 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
chapMakoHarnsgy. 3mMiHa MicLe3HaxomKeHHs1 macTep-ghaina.

3a
peyenmom

UA/10546/01/02

50.

BICENTON

CyCneHsisi opasibHa,
200 mr/40 mr/5 mn, no

MELAHA
PAPMA

Monbwa

MepaHa ®apma
AKLjiOHepHe

Monbwa

BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis:
3MiHu | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta

3a
peyenmom

UA/9311/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
80 mn y donakoHi; no 1 AKLioHepHe ToBapucTBO thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX gaHux
chnakoHy pa3om 3 ToBapncTBO npo cuctemy chapmakoHarnsgy (BBefeHHs y3aranibHeHUX faHnx
[o3aTopoM (MipKot 3 npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0cobu,
noginkamu) B BiANOBIAA/LHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
KapTOHHIA KOopoo6Li 0co6u 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0co6u, BigNOBiAaIbHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi macTep-ghaiina cuctemun dhapmakoHarnsagy) 3miHa
YMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuis: Krzysztof Karpinski. 3MiHa KOHTakTHUX
[aHnX yNoBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsgy.
51. | BICENTON KOHLeHTpaT Ans BapLuascbkuii Monbwa BapLuaBcbkuii MonbLa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/3795/01/01
480 NPUroTyBaHHA hapmaueBTny thapmaueBTUYHWI 3MmiHu | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenmom
PO34UHY ANst iHQy3il HWi1 3aBO, 3aBog Monbha AT thapmakoHarnsgy. BeefeHHs abo 3miHW [0 y3arasibHEHUX AaHUX
(80 Mr+16 mr)/mn no Monbcha AT npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHNX
5mn B amnyni; no 5 npo cucTemy papmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0cobw,
amnys y KOHTYpPHIi BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
YapyHKOBIl1 ynakoBLi; 0cob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
Mo 2 KOHTYpPHi hapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
YapyHKOBI YakoBKu B YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 32 34iiCHEHHS
KapTOHHI Kopoo6Li thapmakoHarnagy (BKIo4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 3a 34iiCHEHHS
thapmakoHarnagy: firova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[laHnX YyNOBHOBaXEHOI 0CO6M, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy.
52. | BOBOTUK Kpanni opasbHi, MEOAHA Monbwa MEOAHA ®APMA Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/11716/01/01
emMy/bCisi, 66,66 PAPMA AKLjiOHepHe 3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta peyenma
mr/mn; no 30 mny AKLiOHepHe TosapucTBO dhapmakoHarnsgy. BeegeHHs abo 3MiHU [0 y3araslbHEHNX AaHUX
chnakoHi 3 npobKoto- ToBapvCcTBO npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
KpanesbHULEHo i npo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
KPWLLKOHO; no 1 BiANOBIAA/IbHOI 32 34iCHEHHSA hapmakoHarns4y; KOHTakTHOT
h1aKoHy B KapTOHHIi 0co6u 3 chapmakoHarnsay 3asBHVKa 415 34iIACHEHHS
Kopoo6ULi hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MiLLEeHHI MacTep-haiina cuctemu chapmakoHarnsgy) 3MiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuis: Krzysztof Karpinski. 3MiHa KOHTakTHUX
AaHnX yNoBHOBaXKEHOT 0CO6M, BifgnoBigasibHOI 3a 3A4iiCHEHHS
chapmakoHarisgy.
53. | BOHEBICTA PO34MH ANs iH'eKLii, 1 Mictpan Benvka BVMPOGHMLTBO HimeuuunH BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny - 3a UA/16927/01/01
Mr/mn no 3 Ma B Kenitan BpuTaHis bulk, nepeuHHe Ta | a/ benbrisi/ 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy.

peyenmom
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Ne

Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
nonepeaHL0 MeHemKMeHT BTOPUHHE IcnaHis BeegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux Npo cuctemy
HanoBHEHOMY LUNPUL; Nimiten, nakyBaHHs: EBep thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHnX Npo cuctemy
no 1 nonepeaHL0 Benuvka Papma [xeH hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobw, BifnosiganbHOI
HarnoBHEHOMY LUNpULY BputaHis 'M6X, HimeuunHa 3a 3[jicHeHHs hapMakoHarsay; KOHTakTHOT ocobu 3
B KOM/IEKTi 3 TO/IKOI0 B BTOPUHHE thapmakoHarnsgy 3asaBHUka A1 34ilicHeHHs hapmakoHarnagy B
KOHTYPHIli YapyHKOBIi nakyBaHHs: YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXXeHOT 0cobw,
yMnakoBLji B navLi EHecTis BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnagy (BKvakum
Benmpxkutym H.B., KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
Benbris cuctemu hapmakoHarnagy) 3miHa ynosHOBaXKeHoi ocobwu,
BWMYCK Cepii: BiANoBiganbHOI 3a chapmakoHarnsfg: [itoya pepakuis: dybay
CiHTOH XicnaHis, TeTsaHa BikTopiBHa. MNponoHoBaHa peakuis: CoTHIKOBa
C.N., IcnaHis CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBigasIbHOI 3a hapmakoHarsg. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3MmiHa
MicLie3HaxXOoKEHHA MacTep-daiina
54. | BOPTE3OBIC | nopowok ans MicTpan AHrniA CiHTOH XicnaHis, IcnaHis/ BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasliB: YTOUHEHHS 3a UA/16621/01/01
TA npuUroTyBaHHsA Kenitan C.N., IcnaHis; Yecbka HanmcaHHsi peecTpauiiHoro Homepa B Hakasi MO3 Ne 1438 Big peyenmom
PO34nNHY A1 iH EKLi MeHemXMeHT CiHTOH c.p.o., Pecny6nik 24.06.2019 B npoLieci BHeCEHHS 3MiH (3MiHu | TNy - 3MiHK
no 1 mr; 1 dpnakoH 3 Nimiteq Yecbka a/ woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. BeeaeHHs
NOPOLLKOM Y Pecnyb6nika; Bonrapis ab0 3MiHM [0 y3arasibHeHVX AaHnX Npo cuctemy
KapTOHHI KOpOOL OHKome[, thapmakoHarnagy (BBeAEeHHS y3arasibHeHNX AaHnX Npo cuctemy
MaHyekTypiHr hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw, BifnoBiganbHOI
a.c., Yecbka 3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
Pecny6nika; hapmakoHarnsgy 3asiBHUKa Ans 34iliCHEHH hapmakoHarnsay B
I | YKpaiHi, AKLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
$apmacbloTikanc BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuakum
Ntpa, Bonrapis KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBIAabLHOI 3a hapmakoHarnsag: [itova pegakuis: dy6ay
TeTsHa BikTopiBHa; MponoHoBaHa pefakuis: CoTHiKoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobw, BignoBigasibHOI 3a thapmMakoHarnsg. 3miHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHsi macTep-aiina). MoM1IKoBO B NPOeKT
Hakasy 6yn10 CKOHBEPTOBAHO peecTpaLiiHniAi HoMep A5 IHLWOro
[o3yBaHHsA. Pepakuis B Hakasi — UA/16621/01/02.
3anponoHoBaHa pegakuis — UA/16621/01/01.
55. | BOPTE3OBIC | nopouiok ans Mictpan AHrnis i | Bonrapis/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/16621/01/02
TA NPUroTyBaHHs Kenitan dapmacbloTikac Yecbka BUNPAaB/IEHHA TEXHIYHOT NOMW/IKN B METOAAX KOHTPOHO AKOCTI Y peyernmom
PO34UHY O18 iH e MeHeXMeHT N, Bonrapis Pecny6nik cneumaikalii Ha BUNYCK Ta Ha TEPMiH NPUAATHOCTI
no 3,5 mr 1 donakoH 3 Nimiten (BTOPUHHE a/ lcnaHis
MOPOLLKOM Y nakyBaHHS);
KapTOHHIA Kopoo6Li OHkomep,
MaHytheKTypiHr
a.c., Yecbka
Pecny6nika
(B1pOGHMLTBO,

nakyBaHHs);
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
CiHTOH c.p.o.,
Yecbka
Pecny6nika
(BignoBsigansHwii
3a BUNyck cepii);
CiHTOH XicnaHis,
C.J1., IcnaHisa
(BignoBigansHwWit
3a BMNycK cepii)
56. | BOCEHTAH- TabneTku, BKPUTI TOB "CaHoi- YkpaiHa KoHTposb Ta Yecbka BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3mMiHu | Tuny - 3a UA/16655/01/01
CAHO®DI NNiBKOBOIO ABeHTIC BWMYCK Cepii: Pecny6nik AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
060/10HKO, NO 62,5 YkpaiHa" TOB "3eHTiBa", a/ MiCLA NMPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
Mmr Ne 56 (14x4): no 14 Yecbka TypeyunH nikapcbKoro 3acoby, BKIOYauy AinbHUL BUMYycKy cepii abo
Tabnetok y 6nictepi; Pecnyb6nika; a MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
no 4 6nictepu y Brpo6HMLUTBO BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK Cepild) -
KapTOHHIA KopooLi roToBOT NiKapCbKoi 3MiHa Ha3Bu Ta agpecu Bupo6Huka 13 CaHodi Inay CaHai Be
dhopMK, NepBUHHE TigpxapeT AHoHiM LWipkeTi, TypeuyunHa, BignoBiAabHOIO 3a
Ta BTOPUHHE BMPOGHMWLITBO rOTOBOT NiKapCbKoi hopMu, NEPBUHHE Ta
nakyBaHHs, BTOPVIHHE NakKyBaHHA, KOHTPO/b Ta BUMYCK Cepiii, 63 3MiHn
KOHTPO/b Ta Micusi BUpobHULTBa (BBEAEHHS 3MiH NPOTArOM 6-T1 MicsALIB
BWMYCK Cepiii: nicns 3aTBepkKeHHs)
CaHodi lnau
CaHai Be
TigpxapeT AHOHIM
LWipkeTi, TypeyunH
a
57. | BOCEHTAH- TabneTkn, BKpUTI TOB "CaHoi- YkpaiHa KoHTposb Ta Yecbka BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/16655/01/02
CAHO®I NNiBKOBOIO ABeHTIC BWMYCK Cepiii: Pecny6nik AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
060/10HKOH0, M0 125 Mmr YkpaiHa" TOB "3eHTiBa", a/ MicLsi MPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
Ne 56 (14x4): no 14 Yecbka TypeyuunH nikapcbKoro 3acoby, BK/IOUaKUmM 4ifibHUL BUNYCKY cepii abo
TabneTok y 6nictepi; Pecny6nika; a MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
no 4 6nictepu y Bupo6HMLTBO BiANOBIfAE BUPOGHUK/iIMNOPTEP, BKOYAKOUMN BUMYCK Cepild) -
KapTOHHI KOpoOLj roTOBOT NiKapCbKoi 3MiHa Ha3BW Ta agpecu BUpo6HuKa 13 CaHodi Insu CaHai Be
dhopMK, nNepBuUHHE TigpxapeT AHoHIM LWipkeTi, TypeyunHa, BignoBiAa/ibHOIo 3a
Ta BTOPUHHE BMPOGHULITBO rOTOBOT NiKapCbKOi hopmMu, NEPBUHHE Ta
nakyBaHHs1, BTOPWHHE NaKyBaHHS, KOHTPO/Ib Ta BUMYCK Cepili, 6e3 3MiHN
KOHTPO/b Ta MicLs BUpO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-TW MicsiLiB
BUMYyCK Cepili: nicns 3aTBepkeHHs)
CaHodi lnay
CaHai Be
TigpkapeT AHOHIM
LWipkeTi, TypeyunH
a
58. | BYMIBAKAIH NOPOLLIOK (Cy6CcTaHLis) TOB "tOpis- YkpaiHa [Oiwumen Kap6oreH IHAis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny - - UA/13711/01/01
Yy y NOABIAHNX dapm” Awmcic NimiTeq, AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
FIAPOXNMOPU | nonietnneHoBux MicLs NpoBaXEHHS AisNbHOCTI BUPOGHMKA (BKIOHAOUM, 3a
A naketax gns HeoO6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOIO SKOCTI), abo

chapmaleBTUYHOTO

B/1aCHMKa mactep-daiina Ha A®l, ab6o nocTavasbHMKa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
3acTOCyBaHHS Adl/BnxigHoro matepiany/peareHTy/npoOMKHOr0 NMPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOOHULTBI A®I (SIKLLO 3a3HAYEHO Y AOCbE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTta BifnoBigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepAXeHOMY J0Cbe, abo
BMPOBHUKA HOBOI LONMOMIXHOI PEYOBUHM (AKLLO 3a3HAaYEHOo Y
[ocbe) 3miHa HasBm BUpobHUka A®I GyniBakainy rigpoxnopuay,
6€e3 3MiHM Micusa BUPOGHMLTBA
59. | BYNPEHOP® | Ta6netku ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/10493/01/01
IHY Cy6niHrBaUTbHI N0 2 Mr 06MEXEHO 06MeXeHOo AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu peyenmom
FAPOXNOPU | no 10 Tabnetok y BignosiganbHi BifNoBiAaNbHICTIO MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
Jil 6nictepi; no 1 CTIo “XapkiBcbke nikapcbKoro 3acoby, BKIYaUmM AiibHUL BUNYCKY cepii abo
6nictepy y kopobui 3 “XapkiBcbke hapmaueBTNyHE MicLie NpoBeAEHHS KOHTPOSIHO AKOCTI. (LisNbHICTb, 3a AKY
KapToHy; no 25 hapmaueBTny nignpueMcTBo BiANOBIAAE BMPOGHMK/iMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
Tabnetok y 6nictepi; He “3p0poB’s 3MiHa HallMeHyBaHHS Ta afpecu BUPOOHMKa, 6e3 3MiHV MicLs
no 4 6nictepu y nignpueMcTBo Hapogay” BMPO6HULTBA (BBEAEHHS 3MiH NPOTArom 6-T1 MicALiB nicns
KOpOO6Lii 3 KapTOHY “300poB’s 3aTBepKeHHS); 3MiHW | TUNy - AgMIHICTPaTUBHI 3MiHW. 3MiHa
Hapogay” HaliMeHyBaHHS Ta/abo agpecy 3asBHMKa (BNacHUKa
peecTpauiiHoro NOCBifYEHHS) - 3MiHa HaliMeHyBaHHA Ta agpecu
3as8BHUKA
60. | BYNPEHOP® | Ta6netku ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/10493/01/02
IHY Cy6MiHrBasTbHI MO 4 Mr, 06MEXEHO 06MeXeHo AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peuyenmom
FAPOXNOPU | no 10 Tabnetok y BignoBigasbHi BiAMNOBIAA/IbHICTIO MiCLiAl MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
Jil 6nictepi; no 1 a6o 10 CTIo “XapkiBcbke nikapcbKoro 3acoby, BKIYaUM AibHUL BUNYCKy cepii abo
6nicTepiB y Kopobu,i 3 “XapkiBCcbke papmaueBTNyHE MicLie NpOoBeAEHHS KOHTPOSIIO AKOCTI. (LisNbHICTb, 3a AKY
KapToHy hapmaueBTny nignpueMcTBo BiANOBiAAe BMPOGHUK/iMNOPTEpP, BK/IOUAOUM BUMYCK Cepild) -
He “3p0poB’sa 3MiHa HallMeHyBaHHSA Ta afpecy BUPO6GHMKa, 6e3 3MiHW Micus
nigNpPUeEMCTBO Hapoay” BMPOGHULTBA (BBEAEHHST 3MiH MPOTArOM 6-T1 MicsILIB nicns
“300poB’s 3aTBepKEHHS); 3MiHM | TUNy - AgMiHICTPaTUBHI 3MiHW. 3MiHa
Hapogay” HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA (BNacHUKa
peecTpauiiHOro NoCBiAYEHHS) - 3MiHA HaliMeHyBaHHS Ta agpecu
3asBHUKA
61. | BYNNIPEHOP® | Ta6netku ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/10493/01/03
IHY cy6niHrBasibHi Mo 8 Mmr, 0bMexeHoto 0bMexeHot AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenmom
FAPOXNMOPU | no 10 TabneToky BignoBigasbHi BiANOBIAA/IbHICTIO MicUs NpOBaKEHHS AiSNbHOCTI BUPOGHMKa/imnopTepa roToBoro
A 6nictepi; no 1 a6o 10 CTHo “XapkiBCcbke nikapcbKoro 3acoby, BKIUaKUM 4iibHUL BUNYCKY cepii abo
6nictepis y kopobu, 3 “XapkiBCbke thapmaueBTUyHe MicLie NpOBeAEHHS KOHTPOIHO SKOCTI. (AIANBHICTb, 3a Ky
KapToHy thapmaueBTny nignpueMcTBO BiANOBiAae BMPOGHUK/iMNOPTEP, BK/IOUAOUM BUMYCK Cepild) -
He “3p0poB’s 3MiHa HaliMeHyBaHHA Ta afpecy BUPOGHMKa, 6e3 3MiHW Micus
nignpyeMcTBo Hapoay” BMPO6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
“300poB’s 3aTBEPKEHHS); 3MiHM | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
Hapogay” HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKa (BNacHUKa
peecTpauiiHoro NOCBifYEHHS) - 3MiHa HaliMeHyBaHHs Ta agpecu
3asBHUKA
62. | BA3BOKET® Tabnetkun no 600 wmr, CtpareH LBeiuapi | ®iTeo SlabopaTtyap dpaHLis BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/4403/01/01
no 15 tabneTtok y dapma CA A AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenma

6nictepi; no 2
6nicTepy B nayLi

MiCLiA NMPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BK/IKYaKumM 4iibHUL BUNYCKY cepii abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
MicL,e NpoBeAEeHHS KOHTPOJTHO AKOCTI. (AISNBHICTb, 3a Ky
BiANOBiAAe BUPOGHUK/iMNOPTEP, BK/IOUAOUM BUMYCK Cepild) -
3MiHa Ha3BM BMPOGHUKa M13, 6e3 3MiHWM Micust BUPOOHULTBA;
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnagy (iHLWi 3MiHW) - OHOBIEHHS BXe 3aTBEPKEHOrO
TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOI YMaKkoBKU
63. | BASOCTAT- TabneTkun, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/3579/01/01
340POB'A NAiBKOBOO 0bMexeHoto BMPOGHMLITBA, AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu peyenmom
060/10HKOI0, NO 10 Mmr; BifnoBigasbHi KOHTPO/b AKOCTI, 3a8BHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
no 10 TabneTtok y CTIo BUNYCK cepil: afpecy 3asiBHVKa (BlacHMKa peecTpauiliHoro nocsigyeHHs)
6nictepi; no 3 "®apmaveBTn ToBapucTBO 3 ToBapncTBO 3 0OMEXEHOI0 BiAMOBIAa/IbHICTIO "dapmaLeBTUYHa
6nictepn B KOpoo6Li YHa KOMMaHis 0bMexeHot KOMNaHis "340poB'a”. BBeeHHSA 3MiH NPOTAroM 6-Tu MicALiB
"3popos'sa" BiANOBIAA/LHICTIO nicns 3aTBepKEeHHS
"®apmMaueBTNYHa 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KOMNaHis Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
"3popos'sa’, BMpO6GHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
YkpaiHa; BK/KOYA0UM AiNbHUL BUMYCKY cepii abo Miclie NnpoBefeHHs
BCi cTagji KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
BUpPOOHULTBA, BMPOGHMK/IMNOPTEp, BK/OYakouM BUNYCK cepiid) 3miHa agpecu
KOHTPO/b SKOCTi: BUPO6GHMKa TOBapUCTBO 3 06MEXEHOI BiAMOBIAA/LHICTIO
ToBapucTso 3 "®apmaveBTMYHa KoMMaHia "340poB'a”, YkpaiHa, 6e3 3MmiHn
06MeXeHo MicLsi BUPOOHULTBA. BBEAEHHSA 3MiH NPOTAroM 6-Tu MicALiB
BiANOBIAA/LHICTIO nicns 3aTBepkeHHs. 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHW.
"®APMEKC 3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBafXeHHS
reymn, LisiNbHOCTI BUpOOHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
Ykpaina BK/KOYA0UM AiNbHUL BUMYCKY cepii abo miclie NnpoBefeHHs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEP, HE BKIKOYaouM BUNYCK cepili) 3MiHa agpecu
BVPOGHMKa TOBapNCTBO 3 0OMEXEHOI0 BiAMNOBIAa/IbHICTIO
“©APMEKC I'PYMN", YkpaiHa, 6€3 3MiH1 MicLiAA BUPOGHMLTBA.
64. | BA3OCTAT- TabneTkn, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHun | Tuny - 3a UA/3579/01/02
340POB'A NNiBKOBOIO 06MeXeHoH BMPOGHMLITBA, AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
060/10HKOI0, N0 20 Mr; BiANOBIAA/bHI KOHTPOb AKOCTI, 3asBHUKA (B1aCHVKa peecTpaviiiHoro noceigyeHHs) 3MiHa
no 10 TabneTok y cTHo BUNYCK cepil: agpecy 3asiBHMKaA (BNacHMKa peecTpauiiiHoro NocBiguYeHHs)
6nictepi; no 3 "@apmauesTun ToBapucTso 3 ToBapncTBO 3 0OMEXEHOI0 BiAMoBIfabHICTIO "®apmMaLeBTUYHa
6nictepu B KOpOO6L YHa KoMnaHis 06MexeHo KomnaHis "30pos'a". BeeAeHHA 3MiH NPOTAroM 6-Tu MicsiLiB
"3popoB's” BiANOBIAA/IbHICTIO nicns 3aTBepAKEHHS
"®apmMaueBTUYHa 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KOMMNaHis Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
"3popos'sa’, BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
YKkpaiHa; BK/IOUA0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
BCi cTagii KOHTPOIO AKOCTI. (fisANbHICTb, 3a SKY BiANoBigae
BMPOOHMLTBA, BMPOGHMK/IMNOPTEP, BK/IOYAKYM BUNYCK cepiil) 3MiHa agpecu

KOHTPO/b AKOCTI:
ToBapucTso 3
06MEXEHOK

BMPOGHMKa TOBapNCTBO 3 0OMEXEHOI0 BifMNOoBifa/IbHICTHO
"®apmaLeBTMYHa Komnania "3gopos'a”, Ykpaina, 6e3 3miHn
MicLsi BAPOOHULTBA. BBEAEHHS 3MiH NPOTSArom 6-Tu MicsLiB
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
BiANOBiAA/IbHICTIO nicns 3aTBepkKeHHs. 3MiHu | Tuny - AAMIHICTPaTVBHI 3MiHW.
"®APMEKC 3MmiHa HaliMeHyBaHHs Ta/abo agpecu Micus NPoBafXeHHS
reymn:, LisiNIbHOCTI BUpO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
YkpaiHa BK/IOYAOUM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
KOHTPO/O SIKOCTI. (AIS/IbHICTb, 3a 5Ky BiAnoBifae
BMPOGHMK/IMNOPTEpP, HE BKIKOYa4M BUNYCK cepili) 3MiHa agpecu
BMPOGHMKa TOBapNCTBO 3 0OMEXEHOI0 BifMOBIfa/bHICTHO
“©APMEKC I'PYI", YkpaiHa, 6e3 3MiHW MicLi BUPOOHULTBA.
65. | BA3OCTAT- TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/3579/01/03
340POB'A NNiBKOBOIO 06MeXeHo BUpPOOHULTBA, AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
060/10HKOI0, N0 40 Mmr; BiANOBIAa/bHI KOHTPO/b AKOCTI, 3a8BHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
no 10 TabneTok y CTIo BUNYCK cepil: afpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro nocBigyeHHs)
6nictepi; no 3 "papmaueBTu ToBapucTBo 3 ToBapucTBO 3 06MEXEHOI0 BifnoBigasbHiCTO "®apmaueBTuyHa
6nictepn B KOpoo6L YHa KoMnaHis 06MexeHo KomnaHis "30poB's". BBeAeHHsA 3MiH NPOTAroM 6-Tu MicsiLiB
"3po0pos'a” BifnNoBiAabHICTIO nicns 3aTBepKeHHs
"®apmMaueBTUYHA 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMEeHYBaHHS
KOMMaHis Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
"3popos'a’, BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro 3acoby,
YkpaiHa,; BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo MicLe NnpoBeAeHHs
BCi cTagii KOHTPO/IO SKOCTI. (ZisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMLITBA, BMPOGHMK/iIMNOpTep, BKOYakouM BUMYCK cepiil) 3miHa agpecu
KOHTPO/b SKOCTi: BUPO6GHMKa TOBapnCTBO 3 0OMEXEHOI0 BiANOBIAA/LHICTIO
ToBapucTBo 3 "®apmaveBTMYHa komnania "3gopos'a”, YkpaiHa, 6e3 3miHn
06MEXEHOo MicLs BUPOGHMLTBA. BBEAEHHS 3MiH NpOTAroM 6-Tv MicsLiB
BiANOBIAALHICTIO nicnsa 3aTBepAKeHHs. 3MiHW | TUny - AOMIHICTPaTUBHI 3MiHW.
"®APMEKC 3miHa HalimeHyBaHHs Ta/abo agpecu Micus NPoBafKeHHS
reymn:, AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
YkpaiHa BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo MicLe NnpoBeAeHHs
KOHTPO/IO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/iMNOpTEp, He BKIOYalun BUMYycK cepiii) 3MiHa agpecu
BUPO6GHMKa TOBapnCTBO 3 0OMEXEHOI0 BiANOBIAA/LHICTIO
“©APMEKC 'PYMN", Ykpaina, 6e3 3MiH1 MicLA BUPOGHMLTBA.
66. | BAKCIrPUN cycneHsisa ans CaHodi ®paHuisa NOBHWUIA LKA ®paHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3miHu Il Tuny - 3a UA/16141/01/01
TETPA | iH'eKLilA; Mactep C.A. BMPOOHMLTBA, YropwmHa 3MiHM 3 IKOCTi. [0TOBWIA Nikapcbknii 3acib. Besneka CTOPOHHIX peuyenmom
VAXIGRIP no0,5mny 3anoBHEHHS, / Benebris areHTiB. OHOBNeHHS iHchopMmaii "OLjiHka 6e3nekn CTOPOHHIX
TETRA nonepeaHL0 nepBuHHe Ta areHTiB" (po3gin 3.2.A.2) (3amiHa 3acTapinux focnimKeHb,
cnniT- 3anoBHEHOMY LUNPWLY; BTOPUHHE MOB'A3aHNX 3 eTanaMun BUPOOHULTBA Ta CTOPOHHIMW areHTamu,
BAKUVHA no 1 nonepeaHbLo nakyBaHHs, npo SKi BXe NOBiJOM/ANOCHA B AOCHE) - 3i 3MIHOK OL|iHKN PU3NKY -
anda 3anoBHEHOMY LUNPULLY KOHTPOb AKOCTI, OHOBNEHHA po3ainy peectpauiiHoro gocbe «3.2.A.2. OuiHka
MPO®IAKT 3 MPUKPINJIEHOI0 BUNYCK cepil: 6e3nekn Wo40 CTOPOHHIX areHTiB» WOoA0 /TACLKNX
KU revny TOJIKOK Y KapTOHHii CaHodpi MNactep, 6€e3060/10HKOBUX BipyCiB
YOTUPbLOXB | kopobui 3 PpaHLin
ANEHTHA, MapKyBaHHAM BTOPWUHHE
IHAKTUBOBA | yKpaiHCbKOK MOBOIO; nakyBaHHs,
HA no0,5mny KOHTPO/b SKOCTI,
nonepeaHLo BMNYCK cepil:
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
3aMoBHEHOMY LUMPUL; CaHodpi MacTep,
no 1 nonepegHLO PpaHuis
3anoBHEHOMY LUMPULY 3aMOBHEHHS,
6e3 rofikn y KapTOHHii nepBuHHE Ta
Kopobui 3 BTOPVHHE
MapKyBaHHSAM nakyBaHHs,
YKPaiHCLKOK MOBOIO; KOHTPO/b SIKOCTI:
no0,5mny CAHO®I
nonepeaHbLo BIHTPOT
3aMoBHEHOMY LUMPUL; IHOACTPIA,
no 1 nonepegHsL0 PpaHuis
3anoBHEHOMY LUMPULY BTOPWHHE
3 NPUKPINIEHO naxkyBaHHs:
rOJIKOK Y KapTOHHiiA CaHocpi-ABeHTiC
Kopob6ui 3 Mpaiisit Ko. NiT4,,
MapKyBaHHAM YropuuHa
iHO3EMHOI0 MOBOIO 3i BTOPUHHE
CTUKEPOM naxkyBaHHS:
YKpaiHCbKOI MOBOIO; CPHA CA,
no0,5mny Benbris
nonepegHL0
3anoBHEHOMY LUNPWLY;
no 1 nonepegHL0
3anoBHEHOMY LUMPULY
6e3 rofIkn y KapTOHHii
Kopobui 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO 3i
CTUKEPOM
YKparlHCbKOK MOBOIO
67. | BAKCIrPUN cycneHsis gns CaHodpi PpaHuis NOBHUIA LMK PpaHuis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/16141/01/01
TETPA | iH'ekujid, no 0,5 Mny Mactep C.A. BMPOGHULITBA, YropwmHa | 3MiHu Wwoao 6e3neku/ehekTnBHOCTI Ta dhapmakoHariagy. 3MiHun peuyenmom
VAXIGRIP nonepeaHLo 3anoBHEHHSA, / y TepaneBTUYHNX NOKa3aHHSX (4o4aBaHHA HOBOro
TETRA 3arnoBHEHOMY LUNPWLL; nepBuHHe Ta Benbris TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBEpAKEHOMY
cnniTt- no 1 nonepeaHbLO BTOPVHHE noKasaHHi) - 3MiHY BHEeCeHI A0 IHCTPYKLii AN18 MeguyHoro
BAKUUHA 3anoBHEHOMY LUMpULY nakyBaHHs, 3acTOCyBaHHSA Nikapcbkoro 3acoby Ao po3ginis "MokasaHHA",
Aana 3 MPUKPINIEHOI0 KOHTPO/b AKOCTI, "IMyHonoriuHi i 6ionorivHi BnactueocTi”, "B3aemogis 3 iHW1MK
MPO®INTAKT TOJIKOH Y KapTOHHiiA BUNYCK cepil: nikapcbkMmn 3acobamu Ta iHWi BUAW B3aemogiii", "Oco61mMBOoCTi
MK remny Kopobui; no 0,5 mny CaHodpi Mactep, 3acTocyBaHHs", "Cnoci6b 3actocyBaHHA Ta go3un”, "Aitn", "MNo6iyHi
YOTUPbLOXB | nonepeiHbO PpaHuis; peakuii” (TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicALiB)
ANEHTHA, 3anoBHEHOMY LUNPULL; BTOPUHHE
IHAKTUBOBA | no 1 nonepefHs0 nakyBaHHs,
HA 3anoBHEHOMY LLUMPULY KOHTPO/b AKOCTI,
6€e3 rofIk1 y KapTOHHiii BUNYCK cepil:
Kopo6ui CaHodpi Mactep,
PpaHuis;
3aMoBHEHHS,

nepBUHHE Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
CAHO®I
BIHTPOM
IHOACTPIA,
dpaHLis;
BTOPUHHE
nakyBaHHS:
CaHodi-ABeHTIC
Mpatisit Ko. NiT4,,
YropumHa;
BTOPUHHE
nakyBaHHS:
CPHA CA,
Benbrisa
68. | BIBONTUK Kpani O4Hi, PO34nH, PapmaneBTny Monba BapLuaBcbkuii Monbwa BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasiB:3miHu | Tuny - 6e3 UA/14935/01/01
0,5mr/Mnno5mny HWI1 3aBOg, dapmaleBTUYHNI 3MiHu wopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenma
donakoHi 3 "Monbchapma” 3aBog, Monbha BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
KpanesibHUUEH i C.A. AT, MonbLua; thapmakoHarnagy (BBeAEeHHS y3arasibHeHNX AaHnX Npo cuctemy
KPYLLIKOIO 3 dapmaueBTUYHUIA chapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu, BifgnoBifabHOT
rapaHTiiH1M KinbLewm; 3aBoj 3a 3[jicHeHHs1 hapMakoHarisay; KOHTaKTHOT ocobu 3
no 2 donakoHn B "MONIb®APMA" hapmakoHarnsgy 3asiBHUKa Ans 34iliCHEHH hapmakoHarnsay B
KapTOHHI Kopo6uj; no C.A., Monba YKpaiHi, AKLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
0,5mny BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuakum
NnNacTUKOBOMY KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
donakoHi cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXKeHoi ocobu,
0 HOpPa30BOro BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy: ditoua
BUKOPUCTaHHS; No 12 pegakuist: Dr. Izabela Slowik; NMponoHoBaHa pegakuis: Krzysztof
(h1aKoHIB B KAPTOHHIl Karpinski. 3mMiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT 0cobu,
KopoobLi BiANOBIAANILHOI 3a 34iiCHEHHA (dapmakoHarnsgy
69. | BIMNAT® TabneTku, BKPUTI OCB ®apma Benbris BMPOBHUK Benbris/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/10825/01/01
NAiBKOBOO C.A Hepo3schacosaHol HimeuuunH 3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHOCTI/lIE- peyenmom
060/10HKOH0, 1Mo 50 Mr, npoaykuii Ta a cepTugikaT BiAMNOBIAHOCTI €BpONechbkKil

no 14 tTabneTok y
6nictepi; no 1 a6o 4
6icTepV B KAPTOHHIN
KopooLi

KOHTPO/b AKOCTI:
IOCB ®apma C.A,,
Benbris
BMPOBHUK
Hepo3dracoBaHOl
npoaykuii Ta
KOHTPO/b AKOCTI:
Elicika
dapmacboTrKan3
vM6X, HimeuunHa
nepBUHHE Ta
BTOpPWUHHE

thapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBefeHHs y BiANOBIAHICTbL A0 MoHorpadii 4PY abo
€BponeiicbKoi hapmakonei, abo iHWOoi HauioHaIbHOT
thapmakonei gepxasu €C (iHLWi 3MiHW) - NPUBEAEHHSA
cneuudikaLlii Aito4oi peyoBMHY Nnakocamif, y BignosigHICTb [0
BMMOT MOHorpachii €Bponeiicbkoi hapmakonei, a came:
[oAaBaHHA NoKa3HUKa «30BHILLHIA BUTIAL, PO3YNHY», BUTYYEHO
MOKa3HUK «Baxki MeTann», NokasHnk «OnNTuyHe obepTaHHA» 3
napameTpa Ha YMCTOTY NepeHeceHo B TECT Ha igeHTudikauito,
Ha3BW [JOMILLOK B po34ini «CynpoBifHi OMILLKM» NPUBELEHO Y
BiANOBIAHICTL A0 MOHOrpadii Ha A®I, NnepeHeceHHs [OMILLIOK
SPM 6936 Ta SPM 12819 B po3gini «CynpoBigHi 4OMILLKM» Y
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
naKyBaHHs: «IHWIi HecneundiKoBaHi JOMILLKM»
Elicika
PapmacboTrKan3
'mM6X, HimeuwunHa
BUPOBHUK
BignoBigabHNI 3a
BMMYCK cepii Ta
KOHTPO/b SIKOCTI:
Elicika
dPapmacboTuKan3
M6X, HimeuynHa
70. | BIMOAT® TabneTkn, BKpUTI HOCBE ®apma Benbris BMPOBHUK Benbrisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10825/01/02
NNiBKOBOIO C.A Hepo3dhacoBaHO| HimeuuunH 3MiHu | TUny - 3miHK 3 AkocTi. CepTudikar BignosigHoCTI/TE- peyenmom
060/10HKO10, N0 100 npoaykuii Ta a cepTudikaT BignoBigHOCTI EBponeiickkiii
mr, no 14 TabneTok y KOHTPO/b SKOCTi: thapmakonei/moHorpadii. 3miHK, NOB'A3aHi 3 HEOOXIAHICTIO
6nictepi; no 1 a6o 4 OCB ®apma C.A,, npuBELEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
6nicTepn B KapTOHHIiA Benbris €Bponeiicbkoi thapmakonei, abo iHLWOoT HauioHa/IbHOI
Kopoo6ui BMPOBHUK thapmakonei gepxasu €C (iHWi 3MiHW) - NpUBEAEHHS
Hepo3dhacoBaHO| crneuudikavii Ailo4oi peyoBHU Nnakocamif y BignoBigHIiCTb 40
npoaykuii Ta BMMOT MOHorpadii €Bponelicbkoi hapmakonei, a came:
KOHTPO/b AKOCTI: [oAaBaHHA NokasHuka «30BHILLHIV BUTIAA PO3YNHY», BUTYYEHO
Elicika MOKa3HUK «Badkki MeTanin», NokasHnK «OnTuyHe obepTaHHA» 3
dapmacbloTukans napameTpa Ha YMCTOTY NepeHeceHo B TECT Ha ifeHTudikauito,
M6X, HimeuunHa Ha3BW JOMILLOK B po3gini «CynpoBigHi AOMILLKM» NpUBEAEHO Y
nepBuHHE Ta BiANOBIAHICTb A0 MOHOrpaqii Ha A®I, nepeHeceHHA AOMILLOK
BTOPVHHE SPM 6936 Ta SPM 12819 B po3pgini «CynpoBifHi OMILLK/» Y
nakyBaHHs: «IHWi HecneundikoBaHi JOMILLKMN»
Elicika
PapmacboTrKan3
'm6X, HimeuunHa
BMPOBHUK
BiAnoBiganbHN 3a
BWMYCK cepii Ta
KOHTPO/b SIKOCTI:
Elicika
PapmacboTrKan3
'm6X, HimeyunHa
71. | BITACENT pO34unH ana TOB YkpaiHa TOB "lMaHaues" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/10660/01/02
30BHILIHLOIO "MaHayes" AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peuyenmom
3acTocyBaHHA 70 %; 3asBHUKa (BNacHMKa peecTpaLiiHoro NocBig4eHHs1) 3MiHa
no 100 mn a6o no 250 ajpecu 3asiBHUKa
M1y dhiaKkoHax
72. | BOPUKOHA3 | TabneTku, BKpUTI Mictpan AHrnisA BUNYCK cepil: IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16138/02/01
ON-BICTA NNiBKOBOO Kenitan CiHTOH Xicnaris, MonbLa/ ApMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
060/10HKOI0, No 50 mr, MeHepKMeHT C.J1., IcnaHis; Bonrapis 3asBHMKa (BNacHvKa peecTpauiiHoro noceigveHHs) 3miHa
no 10 TabneTtok y NimiTeq BUPOBHUK, azpecu 3asiBHUKa
6nictepi; no 1 nepBuHHe Ta
61icTepy y KapTOHHIl BTOPVIHHE
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
nauui nakyBaHHS:
dapmaLleBTUYHNI
3aBof,
"Monbchapma”
C.A., MonbLua,;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
oxm |
dapmac'toTikanc
Nta., Bonrapis
73. | BOPUKOHA3 | Tabnetku, BKpUTI Mictpan AHrnis BUPOGHUK, Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16138/02/02
ON-BICTA NNiBKOBOIO Kenitan nepBuHHE Ta Monbwa/ AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, N0 200 MeHeKMeHT BTOPVHHE Bonrapis 3asBHUKa (BNacHvKa peecTpauiiiHoro noceigyeHHs) 3miHa
mr, no 10 TabneTok y Nimiteq nakyBaHHs, BUMYCK afpecu 3asBHMKa
6nictepi; no 1 cepi:
6nicTepy y KapTOHHIiA CiHTOH XicnaHis,
nauui C.N., lcnanis;
BMPOGHUK,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
dapmaLleBTUYHNI
3aBof
"Monbhapma”
C.A., MonbLua,;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
oxm |
dapmac'tioTikasic
Nta., Bonrapis
74. | TABANIH Kancynm no 75 mr: TOB "CaHodi- YkpaiHa CaHodi lnay TypeyuunH BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TUny - 3a UA/14988/01/01
Nel4 (14x1): no 14 ABeHTIC CaHai Be a AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
Kancyn y 6nictepi, no Ykpaina" TigpxapeT AHOHIM MicLsi MPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
1 6nictepy B LWipkeTi nikapcbKoro 3acoby, BK/IOUaKUM 4ifibHUL BUNYCKY cepii abo
KapTOHHI kopobuyj, MicLie NpoBefeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
Nel4 (7x2): no 7 BiANOBIfAE BUPOGHUK/iIMNOPTEP, BKOYAKOUN BUMYCK Cepild) -
Kancyn y énictepi, no 3MiHa Ha3BW BUPOGHWMKA, 63 3MiHM MicLA BUPOOHMLTBA
2 6nictepu B (BBEAEHHS 3MiH MPOTArOoM 6-TU MicALIB NiCNA 3aTBEPKEHHS)
KapTOHHiiA KOpooLi
75. | FTABANIH Kancynu no 150 mr: TOB "CaHoi- YkpaiHa CaHodi Inau TypeyunH BHECEHHS 3MiH [J0 peecTpaLiiHux maTepianis: 3MiHu | Tuny - 3a UA/14988/01/02
Nel4 (14x1), Ne56 ABeHTIC CaHai Be a AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
(14x4): no 14 kancyn y Ykpaina" TigpxapeT AHOHIM MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
6nictepi, no 1 a6o no LWipkeTi nikapcbKoro 3acoby, BK/IYaumM 4inbHUL BUNYCKY cepii abo

4 6nictepun B
KapTOHHII kopooLlj,

MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiNoBiAae BUPOGHMK/iMNopTep, BKAKOYAUM BUNYCK Cepiit) -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Nel4 (7x2), Ne56 3MiHa Ha3BW BMPOGHMKA, 6e3 3MiHW Micus BUpOGHULTBA
(7x8): no 7 kancyn y (BBEAEHHS 3MiH MPOTArOM 6-TU MicALIB NiCNA 3aTBEPLKEHHS)
6nictepi, no 2 abo no
8 bnicTepis B
KapTOHHI Kopoo6Li
76. | TABANIH Kancynu no 300 mr: TOB "CaHodpi- YkpaiHa CaHodi Insay TypeyuunH BHECEHHS 3MiH [0 peecTpaliiHux maTepiasis: 3MiHu | Tuny - 3a UA/14988/01/03
Ne56 (14x4): no 14 ABeHTIC CaHai Be a AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
Kancyn y 6nictepi, no YkpaiHa" TigpxapeT AHOHIM MiCLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
4 6nictepu B LWipkeTi nikapcbKoro 3acoby, BkIYaouy AinbHULI BUMYCKY cepii abo
KapTOHHI kopobuyj, MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
Ne56 (7x8): no 7 BiANOBiAae BUPOGHUK/iMNOPTEP, BK/IOYAOUM BUMYCK Cepild) -
Kancyn y 6nictepi, no 3MiHa Ha3BW BMPOGHWKa, 6e3 3MiHW Micus BUpOo6HULTBA
8 bnictepiB y (BBEAEHHS 3MiH MPOTAroM 6-TU MicALIB NiCNA 3aTBEPAKEHHS)
KapTOHHI KOopoo6Lli
77. | TANNTA3O/IIH® | Kpan/i Ha3aslbHi, BapLuaBcbkuii Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/0401/02/01
po3uuH 0,05 % no 10 hapmaueBTny dapmanleBTUYHNI 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/echekTUBHOCTI Ta peyenma
MY NOMieTUNEHOBUX HWiA 3aBof, 3asog, Monbha AT hapmakoHarnagy. BeefeHHs abo 3mMiHM [0 y3arasibHEHUX JaHnX
chiakoHax- Monbgha AT npo cuctemy thapmakoHarnsay (BBefeHHs y3arasibHeHUX JaHnx
KpanenbHULAX 3 npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0coow,
KOHTPO/MIEM NepLIoro BiZiNOBIAANbHOI 32 34jICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
BigKpUTTS; No 1 ocobu 3 thapmakoHarnsay 3asiBHUKa A5 34iACHEHHS
hNaKoHy Y KapTOHHIA thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
Kopoo6ULi YNOBHOBaXKeHOI 0c0bK, BifNOBIfa/IbHOT 3a 34iICHEHHS
hapmakoHarnsay (BkIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsgy) 3miHa
YNOBHOBaXKeHOI 0c0bK, BifNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarniagy: Qitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuisn: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBAXEHOT 0CO6W, BiAMOBiAa/IbHOI 3a 3AiACHEHHS
chapmakoHarnisgy.
78. | FANTIA3O0/IH® | kpanni Ha3aslbHi, BapLuaBcbkuii Monba BapLuaBcbKuii Monbwa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/0401/02/02
posuuH 0,1 % no 10 hapmaneBTny dapmaveBTUYHUIA 3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
M1y NOMieTUIEHOBNX HWIA 3aBOf, 3asog Monbtha AT dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHVX AaHUX
chnakoHax- Monbgha AT npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aranibHeHUX faHnx
KpanenbHuuax 3 npo cuctemy hapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0cobu,
KOHTPO/IEM NEPLUOro BiANOBIAA/IbHOI 32 34iiCHEHHSA hapMakoHarnsaay; KOHTakTHOT
BigKpuTTA; No 1 0co6u 3 chapmakoHarnsay 3asaBHVKa o5 34iIACHEHHS
h/1aKoHyY Y KapTOHHIl hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiMiHHA Bif,
Kopoo6ui YMOBHOB&XEHOT 0c06U, BiANOBIAaILHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0c06U, BiANOBIAaILHOI 3a 34iCHEHHS
thapmakoHarnagy: Oitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuis: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[aHnXx yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
chapmakoHarnsgy.
79. | FTANNIA3O/IH® | cnpei Ha3aslbHWiA, BapLuaBcbkuii Monbwa BapLluiaBcbkuii Monbwa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:3miHu | Tuny - 6e3 UA/16346/01/02
KOMBI po3uuH, (0,5 mr + 50,0 | chapmaueBTUy dapmaueBTUYHUN 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmMakoHarnsgy. peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
mr)/mn; no 10 mny HWI1 3aBO, 3aBog Monbda BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHUX NPo cucTemy
donakoHi-KpanesibHUL; Monbcha AT AT, NonbLua thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHunx Npo cuctemy
no 1 donakoHy 3 (koHTpOsb Ta hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobw, BifnosiganbHOI
PO34YMHOM Yy KOPOOL BUNYCK cepii); 3a 3[jicHeHHs hapMakoHarsay; KOHTakTHOT ocobu 3
KapTOHHii MegaHa ®apma thapmakoHarnsgy 3asaBHUka A1 34ilicHeHHs hapmakoHarnagy B
AKuioHepHe YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXXeHOT 0cobw,
ToBapucTBo, BiANOBIAANLHOI 3a 34iliCHEHHS thapmakoHarnagy (BKvakum
Monbwa KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
(B1pOGHMLTBO, cuctemu hapmakoHarnagy) 3miHa ynosHOBaXKeHoi ocobwu,
nepBuHHE Ta BiANOBIAa/IbHOI 3a 34ilicHeHHsA dhapmakoHarnsagy: ditoua
BTOPVHHE pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepakuis: Krzysztof
nakyBaHHs, Karpinski. 3mMiHa KOHTakTHUX AaHNX YNOBHOBaXKEHOT 0CO6MU,
KOHTpO/b Ta BiANOBIAA/ILHOI 32 34iiCHEHHA hapmakoHarnsgy
BMNYyCK cepii)
80. | TANNA3O/IIH® | cnpeli Ha3abHWA, BapLuascbkuii Monbwa BapLuaBcbkuii MonbLa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/16346/01/01
KOMBI po3uuH, (1,0 mr + 50,0 | chapmaneBTUY dapmaneBTUYHNI 3MmiHu | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
mr)/mn; no 10 mny HWi1 3aBO, 3aBog, Monbha thapmakoHarnsgy. BeefeHHs abo 3miHW [0 y3arasibHEHUX AaHUX
hnakoHi-KkpanesabHNL; Monbcha AT AT, Monbwa npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHNX
no 1 donakoHy 3 (KoHTpOsb Ta npo cucTemy papmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0cobw,
PO34YMHOM Y KOPOO6LLi BUNYyCK cepii); BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KapTOHHIi MepgaHa ®apma 0cob6u 3 chapmakoHarnsgy 3asaBHVKa 415 34iACHEHHS
AKLjOHepHe hapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
ToBapucTBO, YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 32 34iiCHEHHS
Monbwa thapmakoHarnagy (BKIo4vakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
(BMpOGHMLTBO, po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
nepBuHHE Ta YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 3a 34iiCHEHHS
BTOPVHHE hapmakoHarnsgy: [itoua pegakuis: Dr. Izabela Slowik;
nakyBaHHs, MponoHoBaHa pepakuin: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
KOHTpONb Ta [aHnX yNnoBHOBaXeEHOT 0CO6W, BiAMOBiAabHOI 3a 3AiACHEHHS
BUMYCK cepii) hapmakoHarnsgy.
81. | FEBIPAH TabneTku, BKPUTI $apmaneBTUY Monbwa dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/7565/01/01
NNiBKOBOIO HWi1 3aBOL, 3aBof 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKOH0, Mo 200 "MONb®APM "MONIbOAPMA" BBegeHHs abo 3MiHM [0 y3arasibHEHNX JaHNX NPO CUCTeMy
mr; no 10 TabneTok y A" C.A. C.A. thapmakoHarnagy (BBefeHHs y3arasibHeHuUX faHux nNpo cuctemy
6nictepi; no 3 hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu, BifnosifganbHol
6nicTepa y KapTOHHIl 3a 34iliCHeHHs thapmakoHarnisgy; KOHTakTHOI 0coou 3
KopooLi thapmakoHarnagy 3asiBHUKa A5 34iliCHEHHs hapmakoHarnsgy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bifj yNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI macTep-daiina
cucTemu hapMakoHarnsay) 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NoBiAa/IbHOI 3a 34jiCHEHHSsT chapmakoHarnsagy: ditoua
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepakuisn: Krzysztof
Karpinski. 3mMiHa KOHTakTHUX AaHnX YNOBHOBaXKEHOT 0cobu,
BifNoBiga/IbHOI 3a 34iCHEHHST chapMaKoHarnsay.
82. | FEBIPAH TabneTkn, BKpUTI dapmaneBTNY Monba dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/7565/01/02
NNiBKOBOIO HWi1 3aBOL, 3aBoj 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKOH, Mo 400 "MONIb®APM "MOJIbOAPMA" BBegeHHs1 ab0o 3MiHM [0 y3arasibHEHNX JaHNX NPO CUCTEMY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
mr; no 10 TabneTok y A" C.A. C.A. hapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHuX NPo cUCTEMY
6nictepi; no 3 hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0co6W, BignoBiganbHoI
6nictepa y KapTOHHIl 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
Kopoo6Li thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cuctemu hapmMakoHarnsgy) 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy: ditoua
pegakuist: Dr. I1zabela Slowik; MNponoHoBaHa pepakuyis: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX JaHVX YNOBHOBaXeEHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsagy.
83. | FEBIPAH TabneTku, BKPUTI PapmaneBTNY MonbLa dapmaneBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:3miHu | Tuny - 3a UA/7565/01/03
NNiBKOBOIO HWi1 3aBO, 3aBoj 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy. peuyenmom
o060/10HKoOt0, Mo 800 "MONIb®APM "MONIb®APMA" BeefeHHs abo 3MiHu [0 y3arasibHeHNX AaHnX Npo cucTemy
Mmr; no 10 TabneTok y A" C.A. C.A thapmakoHarnagy (BBefeHHs y3arasibHeHVUX faHux npo cuctemy
6nictepi; no 3 hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0co6MU, BignoBiganbHoT
6nictepa y KapTOHHIl 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
Kopoo6Li hapmakoHarnagy 3asiBHUKa A5 34iliCHEHHA hapMmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-daiina
cuctemu hapmMakoHarnsgy) 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy: ditoya
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepakuis: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX JaHVX YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsgy.
84. | FTEKOBEH pO34uH ANs iHdys3il MpusaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/11511/01/01
no 200 mn, abo no 250 akujoHepHe akujioHepHe 3MiHW | TUNY - 3MIHW BHECEHI A0 IHCTPYKLUiT AN MefUYHOro peyenmom
M, abo 400 mn, abo TOBapuCTBO TOBapucTBO 3acToCyBaHHS MikapCbKoro 3acoby y po3ginu: "®apmMakonorivHi
no 500 M y naswkax "IHcpy3ia" "IHgpy3isn” BnactusocTi”, "lMpoTunokasaHHsA", "B3aemogis 3 iHWMMU
nikapcbkMK 3aco6amu Ta iHLWi BuAW B3aemogiii”, "Oco6nmBocCTi
3acTocyBaHHS", "3acTocyBaHHsA y nepiof BaritTHOCTi abo
rogyBaHHs rpyaat”, "34atHiCTb BN/IMBATU Ha LWBUAKICTb peakLil
npy KepyBaHHi aBTOTPAHCMOPTOM ab0 iHLWMK MeXaHi3mamn',
"Cnocib 3acTocyBaHHsa Ta gosun", "Aitn"
85. | FEKCAKC/M CyCneHsist ANs iH'eKu;id CaHodpi PpaHuis 3AT "CaHodi- YropwuHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 3a UA/13080/01/01
I HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. ABeHTIC", /dpaHuis 3MiHK BUNpobyBaHb abo JONYCTUMUX MEX Y NpoLieci peyenmom
BAKUVHA nonepegHL0 YropwyHa BMpO6HULTBa A®PI, IO BCTAHOB/EHI y cneuudikauisx -
ansa 3anoBHEeHMX LWNpuLax (BTOpVHHE BMAaNIeHHs 3 BUPOGHMYOro npouecy (in-process control) Tecty
NMPO®INTAKT 3 1-et0 (260 2-ma) nakyBaHHs); thapbyBaHHA MeTogoM 'pama nig, vyac nigroToBkM po6o4voro
KN oKpeMumu rosikamu Ne CaHodi MacTep nocisHoro matepiasly Haemophilus influenzae tuny b; 3minm |
DUNOTEPII, 1a6o Ne 10 Tay C.A., ®paHuis TUMy - 3MiHa y napameTpax cneuudikadin Ta/abo gonycTummx
NMPABLA, hnakoHax Ne 10 (noBHWIA LWKN MeX, BU3Ha4YeHuX y crneumdikauiax Ha A®l, abo
KALUTOKY BMPOGHMLITBA, BVIXiZHWA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
(ALENONAP BUNYyCK cepil) npoteci Bupo6HuuTea A®| - nogasaHHsa Boan Ans iH'ekuii (WFI),
HUI AK a/IbTePHATVBW BUKOPUCTAHHIO BOAW OYMLLEHOI, B ByAisni V18,
KOMMNOHEHT B sIKii BUPOGNSOTLCA Ta 36epiraloTbCs MOCIBHI MaTepiasiv 1a
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
), TENATUTY 6aHkun kniTH Haemophilus influenzae type b; 3minu | TUNY -
B OHOB/EHHSA BignoBigHMx po3ginis CTD pgocke (3.2.5.2.3;
PEKOMBIHA 3.2.5.2.4; 3.2.5.2.6; 3.2.5.4.4) 3rigHO BMPOOHUYOI AOKyMeHTaLl
HTHA, Ta BHECEHHS peakTOPCbKUX NPaBOoK A0 MaTepianis focke 6e3
noniomMieni 3MiH Y peasibHili NpakTuLi: peopraHisadis iHchopmalii,
TY OHOBJ/IEHHS (POPMY/NIOBaHb, BUNPAB/IEHHS MOMWIOK,
IHAKTUBOBA XPOHO/OTIYHMX PO36DKHOCTEN TOLLO; 3MiHM | TURY - 3MiHK B
HATA npoueci Bupo6bHuLTBa APl - fOoAaBaHHA NPOMKHOI NOCIBHOI
3AXBOPHOB cepii Clostridium tetani (Intrmediate Seed Lot) Mix rosi0BHOO
AHb, nocisHoto cepieto (Master Seed Lot) Ta po604nM NOCIBHUM
CNPUYMNHEH matepianom (Working Seed Lot) Ans BUpo6HULITBA NpaBLLEBOro
nx aHaTOKCUHY; 3MiHu Il TUny - 3MiHKM BUNpoGyBaHb abo JOMyCTUMUX
HAEMOPHIL MeX y npoueci BupobHuutea A®I - foaaBaHHSA 6 KOHTPOIbHUX
us Tuny B BMNPO6YBaHb (in-process control), ki BUKOHYOTbLCA B MPOLLECi
KOH'IOOBA npuroTyBaHHA poboumnx nocisHux cepiii Haemophilus influenzae
HA, type b Ta Clostridium tetani BignoBigHO [0 BUPOGHWYOT NPaKTUKN.
AACOPBOBA TepMiH BBeAEHHS 3MiH nuctonag 2020
HA, PIAKA
86. | FEKCETLUAN MacnsHucTa pigmHa TOB "TK YkpaiHa €totikan3 C.A.C. PpaHuin BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu | Tuny - - UA/14336/01/01
H (cybeTaHuis) B "Aspopa" 3MiHu 3 sikocTi. CepTudikat BignosigHocTI/IE-cepTudikat
nonieTuIeHoBmxX BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii. 3miHu,
6apabaHax ans noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiANOBIAHICTb A0
hapmaLeBTUYHOIO MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo iHLWoT
3aCcTOCyBaHHA HaLujioHanbHOT thapmakonei gepxasu €C (3miHa 'y
cneyudikauisix, NoB'a3aHa 3i 3miHamu B 1Y, a6o €Bponeiicbkiii
thapmakonei, abo iHLWii HalioHaNbHIl hapMakonei fgepxasu
€C) — MNMpuBeaeHHs Cneuundikauii Ha A®| MekceTnavH 40 BUMOT
MoHorpadii €sp.®apm. 1221 Ha Hexetidine, a came, BUTy4YeHHsA
3i Cneundikauii A®I nokasHuka «Badkki metanu».
87. | FEMUUBIH niocpinizat ans TOB "TeBa YkpaiHa CingaH ®apma ITanis BHECEHHS 3MiH 0 peecTpauiiHux martepiasiB:3miHu | Tuny - 3a UA/7994/01/01
pO34uHy ANs iHQy3il YkpaiHa" CPN, PymyHist; 3MiHW BHECEHI [0 IHCTPYKUIT 415 MEeAVYHOIO 3aCTOCYBaHHSA peuyenmom
no 200 mr; 1 donakoH 3 AxTasic ITania nikapcbKoro 3acoby y po3ain "MobivHi peakuii” BignosigHO 40
niocpinizatom y C.n.A. OHOB/EHOT iHGhopMaii 3 6e3nekn 4itlouoi peyoBnHU. BBeaeHHs
KapTOHHIA Kopoo6Li 3MiH NPOTAroM 3-X MiCALIB NicNsA 3aTBEPKEHHS
88. | FTEMUUBIH nioghinizat gna TOB "TeBa YkpaiHa CiHgaH ®apma ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:3MiHv | Tuny - 3a UA/7994/01/02
PO34nHy ANs iHQy3il Ykpaina" CP/1, PymyHis; 3MiHV BHECEHI [0 IHCTPYKLIiT 4719 MEANYHOrO 3aCTOCYBaHHS peyenmom
no 1000 wmr; 1 dpnakoH AkTasic ITanis nikapcbKoro 3acoby y po3gin "MobiuHi peakuii” BignosigHo g0
3 niogpinizaTtom y C.n.A. OHOBJIEHOI iHhopMaLii 3 6e3neku Aitoyoi peyoBuHW. BBeageHHs
KapPTOHHI KOpooL 3MiH NpoTSArom 3-X MicsILLB Nicnsl 3aTBEPAKEHHS
89. | FEMUUBIH niocpinizat ans TOB "TeBa YkpaiHa AkTasic ITania ITania 3MiHW | TUNY - 3MiHWM BHECEHI [0 IHCTPYKUIT ANA MeguyHOro 3a UA/7994/01/03
PO34UMHY AN iHQY3il YkpaiHa" C.n.A. 3acTOCyBaHHSA NikapcbKoro 3acoby y po3gin "MobivHi peakwii” peyenmom
no 2000 wmr; 1 donakoH BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekun Aito4oi
3 niodpinizatom y peyoBUHW. BBeAEHHS 3MiH NpoTAroM 3-x MicsLiB nicns
KapTOHHI KOpOOL 3aTBEPAKEHHSA
90. | FEMUWTABIH | nopowok ans po3ynHy Amakca Benvka cepTudikauis Ta HimeuuunH BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15059/01/01
AMAKCA Ans iHdysili no 1000 Papmva 1T BpuTaHis BMNYCK cepil: a/ 3MiHM 3 siKocTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLITBI. peyenmom
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Homep
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91.

FEMUUTABIH

NOPOLLIOK A/1Si PO3UUHY

NOPOLLKOM B
KapTOHHI Kopoo6Li

Amakca

Benwuka

AkBiga 'M6X,
HimeuunHa;
BMPOGHULITBO in
bulk, nepBuHHe
nakyBaHHs,
KOHTpPOnb cepii:
AKTaBic ITanis
C.n.A., lTanis;
BTOPUHHE
nakyBaHHS:
AkBiga 'm6X,
HimeyuunHa;
BTOpPUHHE
nakyBaHHS:
BeHyc ®apma

'M6X, HimeyunHa

ITanis

3amiHa abo BBeAEeHHS 4OAATKOBOI Ai/TbHNL BUPOGHMLTBA AN
YacTvHK abo BCbOro BUPOGHMYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUSA 415 BTOPUHHOTO NakyBaHHS)
3amMiHa BUPOOHMYOT AiNbHUL, BiAMNOBIAA/IbHOI 38 BTOPUHHE
nakysaHHs J13:

MocBi0OYEeHHs

92.

AMAKCA

FEPBAJIOP

Ans iHdysili no 200
Mr, 1 donakoH 3
NMOPOLLKOM B
KapTOHHI Kopoo6Li

cupon, 27,78 mr/5 mn;

Papma NTA4

PapmaneBTny

BputaHis

MonbLya

cepTugikauis Ta
BWMYCK Cepii:
AkBiga 'M6X,
HimeuuunHa;
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHS,
KOHTpOnb cepii:
AkTasic ITanis
C.n.A., ltanis;
BTOPWHHE
nakyBaHHS:
AkBiga 'm6X,
HimeuunHa;
BTOPUHHE
nakyBaHHS:
BeHyc ®apma
v6X, HimeyumHa

HimeyuuH
a/
ITanisa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHK 3 SKOCTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3amiHa abo BBeAEeHHSA 40AATKOBOI Ai/TbHNL BUPOGHMLTBA AN
YacTuHM abo BCbOro BUPOBGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AiNbHULUSA 415 BTOPUHHOTO NaKkyBaHHS)
3aMiHa BUPOOHMYOT AiNbHUL, BiANOBIAA/IbHOI 38 BTOPUHHE
nakysaHHs J13:

3a
peyenmom

UA/15059/01/02

nnoLy,
nPOTU
KALLTIO

no 100 My dh1akoHi;
no 1 donakoHy pasom
3i LUNpULOM-
[03aTOpPOM B
KapTOHHIA Kopoo6Li

HWIi 3aBOg
“NOJIb®APM
A" C. A.

MEOAHA ®APMA
AKLjiOHEpHe
ToBapucTso

Monblya

BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis:
3MiHKM | TURY - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX faHux
npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHnX
npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAA/LHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 15 34iACHEHHS
thapmakoHarssagy B YKpaiHi, SKLL0 BOHa BigMiHHA Big,
YNOBHOBaXeEHOT 0co6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YNOBHOBaXeHOT 0co6U, BiANOBiAaNLHOI 3a 34iiCHEHHS

thapmakoHarnagy: Litova pegakuis: Dr. 1zabela Slowik;

MponoHoBaHa pegakuis: Krzysztof Karpinski. 3miHa KOHTaKTHMX

6e3
peyenma

UA/15353/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
[aHnX yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 32 34iiCHEHHS
dhapmakoHarnsgy
93. | TNEHCMNPEN cnpeii HasaslbHUiA, neHmapk IHAis rneHmapk IHAjis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/14550/01/02
[030BaHuit, cycnexsis, | ®apmacbloTrk PapmacbloTnkan3 3MiHM | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHM Y |  peyenmom
50 mkr/go3y no 60 a6o ans Jtg,. nra. BUPOGHMUTBI. 3MiHa po3mipy cepii (BKIoUalum giana3oH
120 po3y po3Mipy cepii) roToBOro slikapcbkoro 3acoby (36inblweHHs 4o 10
noslieTuIeHoBOMY pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) - BBEAEHHS
donakoHi; no 1 [04aTKOBOro po3Mipy cepii roToBOro sikapcbkoro 3acoby - 375
hNakoHy 3 403YUMM Kr. 3aTBepaxeHo: 125 kr (13 888 chnakoHiB gn1a 60 gos 1a 6 944
HacocoM- hnakoHa ansa 120 po3) 3anpornoHosaHo: 125 kr (13 888
posnuaBayem, dnakoHiB ans 60 o3 Ta 6 944 chnakoHa ana 120 po3s) 375 kr
3aKpUTUM KOBMAYKOM, (41 666 chnakoHiB aAna 60 go3 Ta 20 833 chsiakoHa no 120 £o3)
Y KapTOHHiIli kopobLi 3
MapKyBaHHAM
YKpPaiHCbKOK MOBOIO
94. | FNIBOMET® TabneTku, BKPUTI Na6opaTtopi ITania Bupo6HuyTBO "in HimeuuunH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/7166/01/01
NNiBKOBOIO raoTTI bulk™: a/ Itanis 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenmom
060/10HKO10; Mo 20 C.n.A. BEP/NIH-XEMI AT, BBegeHHs abo 3MiHM [0 y3arasibHEHNX JaHNX NPO CUcTeMy
TabneTok y 6nicTepi; HimeyunHa thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX faHnX Npo cuctemy
no 2 a6o 5 6nictepis y MakyBaHHs, hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu, BifnosifganbHol

KapTOHHI kopobu;i 3
MapKyBaHHSAM
YKparHCbKO MOBOIO

KOHTpO/Ib Ta
BWMYCK Cepiii:
BEP/NIH-XEMI AT,
HimeuunHa
Brpo6HuLTBO "in
bulk", nakyBaHHs
Ta BMMNYCK Cepiil:
A. MeHapiHi
MaHythakTypiHr
JoricTike eHp,
Cepsicec C.p.J1,,
ITanisa
KoHTposb cepili:
A. MeHapiHi
MaHythakTypiHr
JoricTike eHp,
Cepsicec C.p.J1,,
ITanisa
JAowmne
dapmayeyTidi
C.n.A., ltanisa
Bupo6HMLTBO "in
bulk", nakyBaHHs,
KOHTpONb Ta
BMNYCK Cepiit:
MeHapiHi-®oH
XeligeH TM6X,
HimeuunHa

3a 34iliCHeHHA thapmakoHarnisgy; KOHTakTHOI 0coou 3
thapmakoHarnagy 3asiBHUKa A5 34iliCHEHHs hapMakoHarnsay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-daiina
cucTeMu chapmakoHarnagy) 3miHa KOHTakTHUX JaHuX
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a (hapmakoHarisg,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
95. | TNILUEPUAHOB | po34nH peKTasibHUiA, KaceH Icnanis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianiB:3miHu | Tuny - 6e3 UA/10351/01/01
| 3,28 mn/4 mn Pekoppari, C.. 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsamy. peyenma
MIKPOK/I3M no 4 mn B ansikartopi, C.n. BBegeHHS abo 3MiHM [0 y3arasibHEHUX AaHUX NPO CucTeMy
nans fITEA | no 4 annikatopu B hapmakoHarnsgy (BBeLAeHHs y3arasibHEHUX JaHuX Npo cUcTeMy
NENAONAKC | kopo6uj 3 KapToHy hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0co6MU, BignoBiganbHOI
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaxXeHoi ocobu
BigNoBiAa/IbHOI 3a hapMakoHarnsa:
[itoua pepakuis: Alberto Tremolada, MD. MNponoHoBaHa
pepakuis: Paola Pirovano. 3MiHa KOHTakTHUX AaHuX
YNOBHOB&XEHOT 0cobw, BignoBifanbHOI 3a ddapmakoHarnsg.
96. | MIUEPUHOB | po34uH peKTasibHUMA, KaceH IcnaHis KaceH Pekopgari, IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 6e3 UA/10469/01/01
| 6,14 mn/7,5 mn, Pekoppari, C.N. 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy. peyenma
MIKPOK/I3M no7,5mvnB c.n. BBegeHHS abo 3MiHM [0 y3arasibHEHUX AaHWUX NPO CUCTeMy
n ansa annikaropi, no 4 thapmakoHarnsgy (BBefAeHHs y3arasibHeHNX JaHnX npo cuctemy
AOPOCNX annikaTopu y kopobui hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0co6Mu, BignoBiganbHoI
ALKNAKC 3 KapTOHY 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
Bi4NOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobu
BigNoBiga/IbHOI 3a hapMakoHarnsa:
[itova pepakuis: Alberto Tremolada, MD. NponoHoBaHa
pepaxuis: Paola Pirovano. 3miHa KOHTakTHUX AaHuX
YyNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a papmakoHarnsg.
97. | TOMEOBOKC | TabneTku, BKpUTI ByapoH PpaHuis BYAPOH PpaHuis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 6e3 UA/9316/01/01
® 060/10HKO10, Mo 20 3aMiHa po3gainy MpadiyHe 306paxXeHHs yNakoBKM Ha po3ain peyenma
TabneTtok y 6nicrepi; MapKyBaHHS1 y MeToAax KOHTPOJIH SIKOCTi JTiKapCbKOro 3acoby;
no 3 6nictepn 'y 3anponoHoBaHo: MapkyBaHHS (BiAMNOBIAHO A0 3aTBEPAKEHOrO
KapTOHHiii Kopo6uli TEKCTY MapKyBaHHs)
98. | TPAHOUUT® | niodpinizaT ans TOB "CaHodpi- YkpaiHa BTOPUHHE ®paHuia/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB:3miHu | Tuny - 3a UA/5627/01/01
34 PO3UUHY A5 iH'EKLLIA ABeHTIC nakyBaHHs, AnoHis/ 3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y meTogax peuyenmom
no 33,6 msiH MO (263 YkpaiHa" KOHTPO/b SAKOCTi BMNpo6yBaHHA A®I abo BuUxigHOro martepiasny/npoMiKHOro

mkr); Ne 5: no 5
donakoHiB 3i ckna TMna

Ta BUMYyCK cepili
niocpinizaty Ta

NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPO6yBaHHS

| ¢ niochinizaTom, PO3YMHHUKA: (BKtOYaoumM 3aMiHy abo fonoBHeHHs) APl abo
YKYNOpeHVX npobkamu CaHodpi BiHTpon BMVXi4HOro/MpOMiXXHOro NpoAyKTy) 3MiHW y MeToaax
rymoBummn IHoacTpia, BMNpo6yBaHHA AdI, BBeaeHHA MeToay Real PCR B foAaTKOBIl
6yTNNOBNMMK Ta dpaHuis; na6opartopii Charles River Laboratories 3amictb meToay
06XaTnx KoBnavkamu BVPOGHMLTBO Quantitative PCR B 3aTBepxeHiii naboparopii BioReliance (BR)
a/IOMIHIEBNMY B niodpinizarty, 3MiHu | TUnNYy - 3MiHK 3 AKkocTi. A®l. BUpo6bHMLTBO. 3MiHa
KOMNAekTi 3 5 nepBuHHe BMPOOHMKA BMXiAHOTO/MPOMIDKHOrO NpoAyKTy/peareHTy, Lo
amnynamv no 1 mn 3i nakyBaHHs, BMKOPMCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
ckna Tuny | 3 KOHTPO/b AKOCTI: BMPO6HUKa (BK/IKOYaOUuM, e HeobXigHo, MicLie MPOBeAEHHS
PO34MHHKKOM (BOAA Lyrai ®apma KOHTpO0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
ANs iH'eKUili) B MaHyhekTypuHr BIANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
KapTOHHI kopo6uji 3 Ko. N1Ta, AnoHis; [ocbe)(3MiHM [0 3aX0fiB, NOB'A3aHMX 3 KOHTposiem Adl, abo
MapKyBaHHAM BMPOBHNLTBO [ofaBaHHA AinbHULI, Ae NPOBOAUTLCSA KOHTPOL/BUNPOGYBaHHS
YKpPaiHCbKOK MOBOH PO3YMHHUKA, cepii) jogaBaHHA AiNbHWLI, A& NPOBOANTLCS KOHTPOb 418 AdI
nepBuHHE Ha MMV (Murine Minute Virus) B npoLieci BUPO6HMLTBA,
nakyBaHHs, 3aTBepxeHo: BioReliance , Ltd. Todd campus, West of scotland
KOHTPO/b SKOCTi: Science Park Glasgow, Scotland G20 OXA United Kingdom
laynt ®apma 3anponoHoBaHo: BioReliance , Ltd.
NiBpoH, PpaHuis Todd campus, West of scotland Science Park Glasgow,
Scotland G20 OXA United Kingdom; Charles River
Laboratories , Inc. 2 358 Technology Drive Malvern, PA 19355,
USA
99. | TPAHOUUT® | niodpinizaT ans TOB "CaHodpi- YkpaiHa BTOPVHHE ®paHuia/ BHECEHHS 3MiH 40 peecTpaviinHux maTepiasnis:3miHu | Tuny: 3a UA/5627/01/01
34 PO34UHY A5 iH'EKLLIA ABeHTIC nakyBaHHs, AnoHis/ 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHM BUNpo6yBaHb abo peyenmom
no 33,6 msiH MO (263 Ykpaina" KOHTPO/b AKOCTI O0oNyCTUMUX MeX y npoLeci BUpo6bHuuTBa ADI, 1WO BCTAHOBMEHI

mkr); Ne 5: no 5
donakoHiB 3i cka Tvna
| ¢ niocpinizaTom,
YKYNopeHux npobkamu
ryMOB/MM
6yTNNOBNMMK Ta
ob6xaTnx koBnavykamu
aIIOMIHIEBUMU B
KOMM/ekTi 3 5
amnynamu no 1 mn 3i
cknaTtuny |3
pO34MHHMKOM (BOAA
ANs iH'eKuUili) B
KapTOHHI Kopobui 3
MapKyBaHHAM
YKpPaiHCbKOI MOBOO

Ta BUNyCK cepii
niodhiniszaty Ta
PO3YMHHYIKA:
CaHodpi BiHTpon
IHoacTpia,
PpaHuis;
BVMPOGHMLTBO
niodpinizary,
nepBuHHe
nakyBaHHs,
KOHTPO/b AKOCTI:
LWyrai dapma
MaHyheKkTypuHr
Ko. T, AnoHis;
BUPOGHMLTBO
PO3UYNHHKIKA,
nepBuHHe
nakyBaHHs,
KOHTPO/b AKOCTI:
[aynt ®apma
NiBpoH, PpaHuis

y cneyucpikauisix (BUNy4YeHHS HECYTTEBOIO BUMPOOYBaHHS) 3MiHK
BMNpobyBaHb y NpoLieci BUpo6bHMLUTBa AD| (NneHopacTim).-
BU/yYEHHSI BUNPOOYBaHHS "I30hepMeHTHMIA aHani3" Ha cTagii
IPC 9. 3Mminu | TUnYy: 3miHK 3 akocTi. A®I. KoHTponb AdI. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneuundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y MpoLeci
BMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUyYeHHs 3acTapifioro nokasHuka)) 3miHu y
napameTpax cneuudikawlii BUXigHOro npoaykTy 4515 NOBTOPHOrO
TecTyBaHHA (serum free adapted MCB/WCB) y npoueci
BUPO6HMLTBA AD| - BUNYyYeHHS BUNpobyBaHHSA Mopdhonorii
knituH (Cell morphology). 3minu | Tuny: 3MiHn 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikauiii Ta/abo
O0NyCTUMMX MEX, BU3HAUYEHUX Yy creundikauisax Ha Ad®l, abo
BVIXiAHWA/NPOMDKHWIA NpOAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuuTBa A®| (BUTyYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTi (Hanpuknag, BU1y4YeHHs 3acTapifioro nokasHuka)) 3miHu y
napameTpax cneuudikawlii BUXigHOro npoaykTy 4515 NOBTOPHOrO
TecTyBaHHA (serum free adapted MCB/WCB) y npoueci
BMPO6HULTBA AP - BUSTyYEHHS BUNPOBYBaHHSA
T. pe3ncTeHTHicTb (MTX resistance). 3MiHu | Tuny: 3miHun 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax cneuudikawii
Ta/abo fonycTMMUX MeX, BU3HaYeHUX y cneuudikauisx Ha API,
a60 BMXigHWA/NPOMDKHUIA NPOAYKT/pearexT, Lo
BUKOPWCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AD| (BUIYUYEHHS
He3HayHOro nokasHuka sKocTi (Hanpukiag BUIyYeHHs
3acTapinioro nokasHvika)) 3miHu y napameTpax cneuudikawii
BVIXiLHOTO NPOAYKTY A/181 MOBTOPHOIO TECTyBaHHA (serum free
adapted MCB/WCB) y npoueci Bupo6HuLTBa A®I - BUNyYeHHs
BunpobyBaHHs L-proline auxotrophy. 3MiHu | Tuny: 3miHu 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax cneuudikauii
Ta/abo fonycTUMUX MeX, BU3HAYEeHUX y cneundikauisx Ha API,
a60 BMXigHWA/NPOMDKHNIA NpOAYKT/pearexT, Wwo
BUKOPWCTOBYIOTLCSA Y Npoueci BUpobHuuTBa A®| (BUIYUYEHHS
He3Ha4yHOro MokasHuka SKOCTi (HanpuKknag BUyYeHHs
3acTapinioro nokasHvika)) 3miHu y napameTpax cneuudikawii
BUXiZHOrO NPOAYKTY A1 NOBTOPHOIO TecTyBaHHA (serum free
adapted MCB/WCB) y npoueci Bupo6HuLTBa A®I - BUNYyYEHHS
BMNPOGYBaHHA [/19 BUSHAYEHHS FTEHETUYHOI XapakTepucTuKn
(1.G- CSF Copy number). 3miHu | Tvny: 3MiHu 3 akocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneumdikauili Ta/abo
[ONyCTUMKX MEX, BU3HauYeHnX y cneuudikauisx Ha A®l, abo
BVIXiZHWA/NPOMIDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BUpo6HuLTBa A®| (BUTYyYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (HanpvKnag BUyYeHHs 3acTapifioro NokasHuka)) 3miHu y
napameTpax cneuudikauii BUXiZHOro NpoAyKTy A58 NOBTOPHOIO
TecTyBaHHsA (serum free adapted MCB/WCB) y npoueci
BMPO6HMLTBA AP - BUNYyYEHHS BUNPOOYBaHHSA A1 BUSHAUYEHHS
reHeTUYHOI xapakTepuctukm T. Southern blot hybridisation
analysis. 3MiHu | Tuny: 3miHn 3 aKocTi. A®Il. KoHTponb AdL.
3MiHa y napameTpax crneundikauii Ta/abo AonyCcTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKA3HKKa AKOCTI
(Hanpvkiag BUTyYeHHS 3acTapisioro NokasHvka)) 3miHu y
napameTpax crneuudikadii BUXigHOro NpoaykTy A/1s1 NOBTOPHOIO
TecTyBaHHs (serum free adapted MCB/WCB) y npoueci
BMPO6HMLTBA ADI - BUNyYeHHS BUNPObYBaHHA T. igeHTudikauis
(Izoenzyme analysis)
100. | AANTAUVH cynosuTopii BariHasibHi NMPAN3EP CLWA dapmavjs i CLWA BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/11124/01/01
no 100 mr, no 3 IHK. AngxoH KomnaHi 3MiHu | TMny - 3MiHK Ao po3giny "®apmakosnoriyHi BNactuBocCTi" peyenmom
cynosuTopii y nnc (PapmakogmHamika) IHCTPYKLIT 4719 MeANYHOr0 3aCTOCYBaHHS
namiHoBaHi donb3i nikapcbkoro 3acoby. BBeAeHHs 3MiH npoTarom 3-x micauis nicns
(cTpuni); no 1 ctpuny 3 3aTBEepKEHHS
1 annikatopom y
KapTOHHI KopoobLi
101. | AANTAUMH L, PO34UH NS iH'EKLN, MNOAN3EP CWA Mdpaiizep Benbris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 3a UA/10372/01/01
DOCDAT 150 mr/mn no 2 mn IHK. MeHtohekuypuHr BW/TyYEeHHS 3 MaTepiaiB peecTpauiiiHoro focbe BUPO6GHMKa ADI peyenmom
ab6o no 4 ma B amnyni; Benbris HB (kniHgamiyuHy goocchaty) Pharmacia & Upjohn Company, USA.
no 1 amnyniy 3anuwnnu 3aTBepKeHNX BUPOGHMKIB AD| (kniHaaMiLUHY
6nictepi; no 1 hocdaty) Zhejiang Hisoar Pharmaceutical Co., Ltd, China Ta
6nicTepy B KApTOHHIl Chongging Carelife Pharmaceutical Co., Ltd, China, wo
Kopo6Li; no 2 mn abo BVIKOHYHOTb Taki cami yHKLUIT, L0 i BUTyYeHuit
no 4 mn B amnyni B
KapPTOHHI KOpooLi
102. | AAPYHABIP TabneTkn, BKpUTI KPKA, a.4., CnoBeHis BMPOBGHULTBO "in CnoseHisa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/17159/01/03
KPKA NNiBKOBOIO HoBso mecTo bulk", nepsrHHe 3MiHu | TMNY - 3MiHK 3 siKOCTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHKM peyenmom

060/10HKOH, Mo 800 mr

Ta BTOPUHHE

Yy BUPOGHNLTBI. 3MiHa po3Mipy cepii (BK/IYaK4M gianasoH
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
no 30 TabneTok y nakyBaHHs, po3Mmipy cepii) roToBOro fikapcbKoro 3acoby (3MeHLeHHs go 10
donakoHi 3 KOHTPO/b Ta pasiB) 3MeHLLEeHHs po3Mipy cepii Ans fo3ysaHHA 800 mr, a came
nonieTuneHy BUCOKOI BWMYCK Cepii: BCTAHOBJ/IEHHS HOBOI HUDKHBOT MEXi Ki/IbKOCTi Tab11eToK, BEPXHSA
LWiNbHOCTI 3 KPKA, a.4., HoBo MeXa 3a/IMLLIaeTbCA He3MiHHO 3aTBepakeHo: MiHiManibHui
nosinponizieHoBOK mMecTo, CnoBeHis po3mip cepii -100000 Ta6/1eTOK; MakcMMasibHUIA pO3Mip cepii-
KPWLLIKOIO, LLIO KOHTPO/b cepii 1000000 Tabnetok 3anponoHoBaHo: MiHiMasibHUIA PO3Mip cepii -
3aKpyyyeTbCs, i3 (Tinbkn dpiznyHi Ta 50000 TabneTok; MakcumanbHuii po3mip cepii-1000000
3aX1CTOM Bif, XiMiYHi MeTOAN Tabnetok
BiAKPVBaHHSA AiTbMU; KOHTPO/H0):
no 1 donakoHy y KPKA, a.4., Hoso
KapTOHHI KOopoo6Li MecTo, C/oBeHis
103. | AEKCAMETA | kpanni ouHi, BapLuascbkuii Monba BapLuaBcbkuii Monbwa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis:3miHu | Tuny - 3a UA/2543/01/01
30H B®3 cycneHsid, 1 mr/ma no hapmaueBTny thapmaueBTUYHWI 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
5 M1y donakoHi- HWiA 3aBOf, 3aBog Monbtha AT BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
KpanesibH1Lj 3 Monbga AT thapmakoHarnagy (BBeAEHHS y3arasibHeHNX faHnX Npo cucTemy
KOHTpOMIEM NepLUIoro chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi 0cobu, BignoBigabHOI
po3KpuUTTA; No 1 3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hnakoHy-KkpanenbHuLj hapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA hapmakoHarnsay B
3 KOHTpPONEM NepLIoro YKpaiHi, KLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
PO3KPUTTS B NauLli BiANOBIAANLHOI 3a 3filicHeHHS thapMakoHarnaay (BKuakum
KanTOHHIN KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobwu,
BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy: ditoua
pegakuis: Dr. I1zabela Slowik; MNponoHosaHa pegakuis: Krzysztof
Karpinski. 3mMiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT 0cobu,
BiNOBIAa/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy.
104. | AEKCANON Kpansi O4Hi, CycneHsis BapLuiaBcbkuii Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/15434/01/01
(1 mr + 3500 MO + hapmaueBTny thapmaueBTUYHWI 3MmiHu | TUNY - 3MiHK Woao0 6e3nekn/edhekTUBHOCTI Ta peuyenmom
6000 MO)/1 mn no 5 HWiA 3aBof, 3asog, Monbha AT hapmakoHarnagy. BeefeHHs abo 3mMiHM [0 y3arasibHEHNX JaHnX
mny MET chnakoHi- Monbga AT npo cuctemy hapMakoHarnisgy (BBeAEeHHS y3arasibHEHNX JaHnX
KpanenbHuL,j 3 npo cucTemy papmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0coow,
KPULLIKOIO 3 BiZiNOBIAANbHOI 32 34jICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
rapaHTiiHUM KibLeM; ocobu 3 thapmakoHarnsay 3asiBHUKa A5 34iACHEHHS
no 1 dpnakoHy B navui thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
3 KapToHYy YNOBHOBaXKeHOI 0c0bM, BifNOBIAa/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (BkIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsgy) 3miHa
YNOBHOBaXXeHOI 0c0bK, BifNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarniagy: Qitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3MiHa KOHTaKTHMX
[aHnX yNoBHOBaXEHOT 0CO6W, BiAMNOBiAa/IbHOI 3a 3AiACHEHHS
chapmakoHarnsgy.
105. | ANKOP JIOHI | Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/11012/01/01
NPOSIOHroBaHoI fji No "MIKPOXIM" "MIKPOXIM" 3MiHM | TUny - 3MiHa y MeTofax BunpobyBaHHS roToBOro peyenmom

20 mr no 50 TabneTok
y 6aHuj, no 1 6aHui y
nauuj 3 kKapToHy; no 10
Tabnetok y bnicrepi,

nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax BUNpobyBaHb
(BKNHOUAKOUM 3aMiHy ab0 [JOMOBHEHHS))
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
no 5 6nicTepiB y navui
3 KapTOHY
106. | ANKOP JIOHI | Tabnetkn TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/11012/01/02
NPOMIOHIoBaHOI Aji No "MIKPOXIM" "MIKPOXIM" 3MiHM | TRy - 3MiHa y MeToAax BUNpobyBaHHS roTOBOro peyenmom
40 mr no 50 Tabnetok nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax BunpobyBaHb
y 6aHuj, no 1 6aHui y (BKNHOYAKOUM 3aMiHy ab0 [OMOBHEHHS))
nadui 3 kapToHy; no 10
Tabnetok y 6nictepi,
no 5 6nictepiB y nauui
3 KapTOHY
107. | ANKOP JIOHI | Tabnetku TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/11012/01/03
NPOSIOHrOBaHOI Aji No "MIKPOXIM" "MIKPOXIM" 3MiHKM | TUNY - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOrO peyenmom
60 mr no 50 TabneTok nikapcbKoro 3aco6y (iHwWi 3MiHM y MeToax BUNpobyBaHb
y 6aHLyj, no 1 6aHui y (BKNtOYaKOUM 3aMiHy abo [ONOBHEHHS))
nauui 3 kapToHy; no 10
TabneTok y 6nictepi,
no 5 6nictepiB y nauui
3 KapTOHY
108. | AMMEAPON PO3YUH ANS iH'EKLN, MAT YkpaiHa MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis:3miHu |l Tuny - 3a UA/4950/01/01
10 mr/mnno 1 mn B "Tanuudapm” BBE[EHHS a/lbTepHATUBHOTO BMPO6HUKa APl AudbeHrigpaminy peyenmom
amnyrni; no 10 amnyn y rigpoxnopuay
KOHTYPHIli YapyHKOBIi
ynakosL, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayui; no 1
M B amnyni, no 10
amnyn y kopobui
109. | AIAHE-35 TabneTkn BKpUTI Baiiep Al HimeuuunH nepBrHHA, HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | Tuny - 3a UA/7893/01/01
060/10HKOI0; MO 21 a BTOPWMHHA a 3MiHa y MeTogax BunpobyBaHHsA rOTOBOTO NiKapCbKoro 3acoby - peyenmom

TabneTuiy 6nictepi 3
KaneHgapHo
wkanoto; no 1
6nicTepy B KApTOHHIi
KopoobLi

ynakoBka, A03BiN
Ha BUMycK cepii:
Baiiep Arl,
Himeuunha;
NOBHUIA LMK
BMPOGHMLTBA:
Baiiep Balimap
v6X i Ko. KT,
HimeuunHa

3MiHM Y MeTogax BUNpobyBaHb 3a T. lgeHTudikayis
eTUHInecTpagiony Ta LMTONPOTEPOHY aleTaTty 3amMiHa MeTogy
TWX Ha meTog BETLX; 3miHn y meTogax BunpobyBaHHS 3a T.
Po3unHeHHs y 383Ky 3 onTuMi3auieto meToamkm BEPX; 3miHu |
My - 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOrO MiKapCbKoro
3acoby T. OgHOPIAHICTb J030BaHUX OAMHUUL, T.KibKicHe
BM3HAYEHHS ONTUMI3aList METOAMKM TecTyBaHHs (BEPX); 3miHu |
TUMy - 3MiHa napameTpiB cnewudikauiii Ta/abo fonycTUMNX Mex
roTOBOrO /IiKaPCbKOro 3acoby - fOMOBHEHHSA cneuudikaLii HoBUM
NOKa3HWKOM 3 BiANOBIAHUM METOL0M BUNPOOYBaHHS T.
CynpoBiZHi foMilLKN1 Ha BUNYyck (MeTog BEPX) BignosigHO BUMOr
moHorpadii EP Cytproterone acetate, Ethinylestradiol ICH
quideline Q3B (R2), T. CynpoBigHi AOMILLK/N Ha TEPMiH
NPVAATHOCTI: 3BY)XEHHA AOMYCTUMNX MEX A5 Aito40i peyoBUHN
LMNpoTepoHy aueTaTy BBefeHO 4acToTy NPOBeAEHHs TecTy
LLloHaliMeHLLe KoxHa 25 a cepist abo MiHiMyM 1 cepisi Ha pik Ha
OCHOBI CTATUCTUYHUX JaHWX; 3MiHK | TUNy - 3MiHa NapameTpis
cneuudikauin Ta/abo fonycTMMUX MEX rOTOBOTO J1iKapCbKOro
3acoby - 3miHM o T. Mikpo6iosioriyHa YncToTa nprBeAeHo A0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Bumor EP; 3miHu Il Tuny - 3miHa napameTpis cneumdikauii
Ta/abo fonyCTUMMUX MEX rOTOBOrO J1iKapCbKOro 3acoby,
T.KinbkicHe BU3HaYeHHS - PO3LWINPEHHA MeX Ans Aitoyoil
PEeYOBUHM ETUHINIECTPAAi0NY HA TEPMIH NPUAATHOCTI HAa OCHOBI
JaHux cTabinbHocTi; ana TecTy OnUC — YTOUHEHHS, BHECEHHS
po3gin dopma, Ana Tecty lgeHTudikayis 6apBHUKIB: T.
|oeHTudiKavlis TTaHy giokcuay, 3anisa okcuay - 3MiHa
chopMmyntoBaHHA KpUTEPIiB NPUIAHATHOCTI; BBegeHo yacTtoTa
npoBefeHHs TecTy T. laeHTudikauis (konboposa peakuis) T.
OpHOPIAHICTb A030BaHNX OAWHWLB - KpUTEPIT NPUAHATHOCTI
npveefeHo 1o Bumor EP 2.9.40; T.KinbkicHe BU3HAYEHHS - 3MiHU
3 MacoBOr0 po3paxyHKy Ha TabneTky Ha % po3paxyHok,
3BY)XXEHHS MeX; T. CynpoBigHi JOMILLKM HA TEPMIH NPUAATHOCTI —
po3LMpEHHS NapamMeTpis cneuudikauii 4na 4it4oi pevyoBuHN
eTuHinecTpagiony; T. PO3UMHEHHS 415 [it040i Pe4OBUHM
eTuHinecTpagiony, UMTONPOTEPOHY aleTaTry Ha MOMEHT
BUNYCKy/Ha TEPMiH NPUAATHOCTI
110. | AIAHE-35 TabneTkn BKpUTI Baviep Al HimeuuunH Baiiep Arl, HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/7893/01/01
060/10HKOH0, Mo 21 a HimeyunHa a 3MiHK | TUNY - 3MiHW BHECEHO A0 IHCTPYKLUiT 4719 MeANYHOro peyenmom
Tabnetuiy 6nictepi 3 (nepBuHHa, 3acTOoCyBaHHS fikapcbKoro 3acoby Ao po3ziny "OcobnmeocTi
KasieHAapHo BTOPVHHA 3acTocyBaHHsA" 3rigHo pekoMeHgauii PRAC; 3MiHu |l Tuny - 3MiHK
Lkas1oto; no 1 ynakoBka, A403BiN BHECEHO [0 iHCTPYKLT 415 MeANYHOro 3aCTOCYBaHHS
6nicTepy B KAPTOHHIi Ha BuUnyck cepii); nikapcbKoro 3acoby o po3sainis "®apmakonoriyni BractnsocTi”,
Kopoo6ui Baiiep Balimap "B3aemogis 3 iHWVMK NikapcbkuMu 3acobamu Ta iHLWi BUan
v6X i Ko. KT, B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", "IMo6iyHI peakujii”
HimeuunHa
(noBHWMIA LWKN
BUPOGHMUTBA
111. | AIAHIN NA4 3 | po3unH AnA BakcTep IpnaHgis BakcTep Xesnckea IpnaHgis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | TUNY - 3a UA/12425/01/03
BMICTOM NepUTOHeasIbHOTO Xenckea C.A. C.A. AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peuyenmom
rNHOKO3n nianisy; no 2000 mn 3asBHUKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
1,36% pO3UnHY Y agpecy 3aaBHVKa. 3MiHW | Tuny - AOMIHICTPaTUBHI 3MiHX. 3MiHa
M/OB/13,6 NaacTMKOBOMY MiLLKy HaliMeHyBaHHS Ta/abo agpecu micus NPOBamKeHHs Ais/IbHOCTI
MriMmn “Biadpnexc” PL 146-3, BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro 3acoby,

OfIMHapHOMY,
ob6nagHaHoOMy
iH'EKUiiHMM NOpPTOM Ta
3'ef|HyBayeM, abo y
MiWwKy “TBiH Ber”,
obnagHaHomy
iH'eKLjiHMM nopToM, 3
iHTerposaHvm 3a
[0MOMOroK ABOX
marictpaneii Ta Y-
3'eiHyBaya NopoXHim
NAaCcTUKOBUM MiLLKOM
ANSA ApeHaxy,

BK/IKOYA0UM AiNbHUL BUMYCKY cepii abo micuie npoBefeHHs
KOHTPO/O SIKOCTI. (AisS/IbHICTb, 3a SIKy BiANOBigae
BMPOGHMK/IMNOpPTEp, BK/OYaUM BUMYCK Cepiii) - 3MiHa agpecu
BMpo6Huka Bakctep Xenckea C.A., IpnaHgisi, 6e3 3MiHK micua
BMpPO6GHMUTBA. BBEAEHHA 3MiH NPOTArom 6-X MicsAuiB nics
3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs

BKTafeHNX y
npo3opuii
NNacTUKOBUIA NakeT;
no 5 KOMMN/IeKTIB y
KapTOHHI Kopobuj; no
2500 M1 po3UmnHY Y
NAacTUKOBOMY MilLIKy
“Biachnekc” PL 146-3,
OfiVHapHOMY,
obnagHaHomy
iH'eKUiliHMM NOpPTOM Ta
3'egHyBayeMm, abo y
MiLLKy “TBiH Ber”,
obnagHaHoOMy
iH'EKUiiHMM MOpTOM, 3
iHTerpoBaHvm 3a
[0MOMOroK ABOX
marictpasniei Ta Y-
3’eiHyBaya NOPOXHiIMm
NAaCTUKOBUM MiLLKOM
ANA ApeHaxy,
BKafeHnx y
npo3opuii
NNacTUKOBUIA NakeT;
no 4 KOMNAEKTN y
KapTOHHI Kopo6Lj; no
3000 M1 pO3UmnHY Y
NAacTUKOBOMY MilLIKy
“Biachnekc” PL 146-3,
OfiVHapHOMY,
o6nagHaHomy
iH'eKUiiHMM NOPTOM Ta
3'egHyBayeMm, abo y
MiLLKy “TBiH Ber”,
obnagHaHoOMy
iH'EKUiiHMM nopTOM, 3
iHTerposaHvm 3a
[0MOMOroK ABOX
marictpasnieit Ta Y-
3’eiHyBaya NOPOXHim
NAaCTUKOBUM MiLLKOM
ANA ApeHaxy,
BKafeHnx y
npo3opuii
NNacTUKOBUIA NakeT;
no 3 KOMMNeKTn y
KapTOHHI Kopobuj; no
5000 M1 pO3UmnHY Y
N1acTUKOBOMY MiLLIKy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
“Biadhnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy
iH'EKUiiHM MOpPTOM Ta
3'eqHyBayem,
BK/1aEHOMY Y
npo3opuii
NAacTUKoBUiA NakeT;
no 2 KOMMNEKTU y
KapPTOHHI KOpooLj
112. | AIAHIN NA4 3 | po3unH Ans BakcTep Ipnangis BakcTtep Xenckea IpnaHgis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/12425/01/02
BMICTOM nepuToOHeasIbHoOro Xenckea C.A. C.A. AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu peyenmom
rNHOKO3n nianisy; no 2000 mn 3asBHUKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
2,27% PO3UMHY Y afpecy 3asaBHuKa. 3MiHU | TUNy - AAMIHICTpaTUBHI 3MiHK. 3MiHa
M/OBI22,7 NAacTMKOBOMY MiLLKY HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
mrimn “Biachnekc” PL 146-3, BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro 3acoby,

OfIMHapHOMY,
obnagHaHomy
iH'EKUiiHM MOpPTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'eKUiliHMM nopToM, 3
iHTerpoBaHum 3a
[0MOMOroK ABOX
marictpaneii Ta Y-
3'eAHyBaya NOPOXKHIM
NAacTUKOBUM MiLLKOM
ANA ApeHaxy,
BKNAAEHUX y
npo3opuii
NNacTUKoBUiA NakeT;
no 5 KoMnekTiB y
KapTOHHI Kopo6uj; no
2500 M1 pO3UKnHY Y
NAacTMKOBOMY MiLLKY
“Biachnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy
iH'EKUiiHM MOpPTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'eKUiliHMM nopToM, 3
iHTerpoBaHum 3a
[0MOMOroK ABOX
marictpaneii Ta Y-
3'eAHyBaya NOPOXKHIM

BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo MicLe NnpoBeAeHHs
KOHTPO/IO SKOCTI. (ZisNIbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTEpP, BK/OYAUM BUMYCK Cepiid) - 3MiHa agpecu
BMpobHuka Bakctep Xenckea C.A., IpnaHgis, 6e3 3MiHn micua
BMPOGHMLTBA. BBEAEHHSA 3MiH MPOTAroM 6-x micsuis nicns
3aTBEPKEHHS.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

NAacTUKOBUM MiLLKOM
ANA ApeHaxy,
BK/TafIEHUX Y
npo3opwuii
NAacTUKoBUiA NakeT;
no 4 KOMMNEeKTU y
KapTOHHI kopo6uj; no
3000 M1 pO3UMHY Y
NAacTMKOBOMY MiLLKY
“Biadhnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy
iH'EKUiiHMM MOpPTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
obnagHaHomy
iH'eKUiliHMM NopTOM, 3
iHTerposaHum 3a
[0MOMOroH ABOX
marictpaneii Ta Y-
3'eAHyBaya NOPOXKHIM
NAaCcTUKOBUM MiLLKOM
ANA ApeHaxy,
BK/afIEHUX Y
npo3opuii
NAacTUKoBUiA NakeT;
no 3 KOMMNeKTn y
KapTOHHI kopo6uj; no
5000 M/ pO3UMHY Y
NAacTMKOBOMY MiLLKY
“Biadhnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy
iH'EKUiiHM MOpPTOM Ta
3'eqHyBayem,
BK/1afleHOMY Y
npo3opwuii
NAacTUKoBUiA NakeT;
no 2 KOMMNEKTU y
KapPTOHHI KOpooLj

113.

DIAHIN 44 3
BMICTOM
rHoKO3n
3,86%
MIOB/38,6
MM

pO34nH Ans
nepuToHeanbHOro
nianisy; no 2000 mn
PO3UMHY Y
NAacTMKOBOMY MiLLKY
“Biachnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy

Bakctep
Xenckea C.A.

Ipnangis

Bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu
3asBHUKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
afpecy 3asaBHuKa. 3MiHU | TUnNy - AAMIHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo MicLe NnpoBeAeHHs
KOHTPO/O SKOCTI. (Zis/IbHICTb, 3a 5Ky BiAnoBigae

3a
peyenmom

UA/12425/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs

iH'EKUiiHMM MOpPTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
o6nagHaHomy
iH'eKUiliHMM NopTOM, 3
iHTerposaHum 3a
[0MOMOroH ABOX
marictpaneii Ta Y-
3'eAHyBaya NOPOXKHIM
NAacTUKOBUM MiLLKOM
ANA ApeHaxy,
BK/TafIEHUX Y
npo3opwuii
NAacTUKoBUiA NakeT;
no 5 KoMnnekTiB y
KapTOHHI kopo6uj; no
2500 M1 pO3UKnHY Y
NAacTMKOBOMY MiLLKY
“Biadhnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy
iH'EKUiiHM MOpPTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
o6nagHaHomy
iH'eKUiliHMM NopTOM, 3
iHTerposaHum 3a
[0MOMOroK ABOX
marictpaneii Ta Y-
3'eAHyBaya NOPOXKHIM
NAaCcTUKOBUM MiLLKOM
ANA ApeHaxy,
BK/TafIlEHUX Y
npo3opuii
NAacTUKoBUiA NakeT;
no 4 KOMNEeKTU y
KapTOHHI kopo6uj; no
3000 M1 pO3UMHY Y
NAacTMKOBOMY MiLLKY
“Biadhnekc” PL 146-3,
OfIMHapHOMY,
obnagHaHomy
iH'EKUiiHM MOpPTOM Ta
3'egHyBayem, abo y
MiLLKy “TBiH Ber”,
o6nagHaHomy
iH'eKUiliHMM NopTOM, 3
iHTerposaHum 3a
[0MOMOrow ABOX

BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK Cepiii) - 3MiHa agpecun
BMpobHuka Bakctep Xenckea C.A., IpnaHgis, 6e3 3MiHu micua
BMPOGHMLTBA. BBEAEHHSA 3MiH MPOTAroM 6-X micAuiB nicns
3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
marictpanei Ta Y-
3'efHyBaya NOpPOXHIM
NAacTVKOBMM MiLLKOM
4717 ApeHavky,
BKTafEHNX Y
npo3sopuii
NNacTUKOBUIA NakeT;
no 3 KOMNEKTN y
KapTOHHI kopo6uj; no
5000 M/ pO3YMHY Yy
NAacTUKOBOMY MiLLIKy
“Biadhnekc” PL 146-3,
OfAMHapPHOMY,
obnagHaHoOMy
iH'EKUiiHMM NOpTOM Ta
3'efHyBavem,
BK/1afleHOMY Y
npo3sopuii
NNacTUKOBUIA NakeT;
Nno 2 KOMNEKTN y
KapTOHHI KopoobLi
114. | BIKNOCEN® cynosuTopii no 50 mr KYCYM IHais KYCYM IHais BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:3miHu | Tuny - 3a UA/16445/01/02
® no 5 cynosutopiis y XENTXKEP XENTXKEP MNBT 3MiHM 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. peuyenmom
CTpvni; No 2 cTpunu y NBT NTA, nTa 3miHa po3mipy cepii (BkIOUakoumM gianasoH po3Mipy cepii)
KapTOHHI ynakoBLi roTOBOrO JlikapCcbKoro 3acoby (36inbleHHs Ao 10 pasis
NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS A0AATKOBOrO
pO3Mmipy cepii roToBoro nikapcbkoro 3acoby - 150 kr.
3arBepaxeHo: 30 kr, 3anponoHoBaHo: 30 kr, 150 kr.
115. | AIKNTOCEN® cynosuTtopii no 100 wmr; KYCYM IHAis KYCYM IHAis BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny - 3a UA/16445/01/01
® no 5 cynosutopiis y XENTXKEP XENTXKEP MBT 3MiHM 3 IKOCTi. [0TOBWIA NiKapCbkuii 3aci6. 3MiHWM Y BUPOOHMLTBI. peuyenmom
cTpuni, no 1 a6o no 2 MNBT NTA nTa 3MiHa po3Mipy cepil (Bk/toYatoun gianaszoH po3mipy cepii)
CTPUNW Y KAPTOHHIlA roTOBOrO /liKapCbKoro 3acoby (36inbLuieHHs Ao 10 pasis
ynakoBLji NOPIBHSIHO i3 3aTBEPAYKEHMM PO3MIPOM) BBEAEHHST 40AATKOBOIrO
po3mipy cepii roToBoro nikapcbkoro 3acoby - 150 Kr.
3arsepaxeHo: 30 kr, 3anpornoHosaHo: 30 Kr, 150 kr.
116. | AIOKOP 160 TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: 3MiHa 3asiBHMKa 3a UA/8318/01/01
nNiBKOBOIO YKPAIHA" Crapt" (BnacHvika peecTpaLiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenmom

060/10HKO0, M0 160
mr/12,5 wr; no 10
TabneTtok B 6nicTepi;
no 1, no 3, no 4 abo
no 9 6nictepiB y navuji
3 KapTOHY

Bif 23.07.2015 Ne 460) - 3MiHa 3asBHMKa rOTOBOr0 NiKapCbKOro
3acoby y 3B°53Ky 3 nepefayelo npaea B/acHOCTI Ta
MapKeTVHrOBMM piLLEHHAM KOMMaHili Ailo4oro Ta HOBOro
3aaBHUKIB (TepMiH BBEAEHHS 3MiH - NpOTArom 6 micsuis nicns
3aTBEPKEHHS); 3MiHU | TUNY - 3MiHU Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapMmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3as1BHVKA 4715 3[iCHEHHs hapMakoHarasagy B YKpaiHi, Ko
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BOHa BigMiHHa Bif, yNMOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHS1 hapMakoHarnaay (BK/IUYakuM KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-ghaiina cuctemm
dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobw, BignoBigasibHOI 3a thapMakoHarnsg. 3miHa Micus
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMkeHHs MacTep-daiina; 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYauy AinbHULI BUMYyCKy cepii abo
MicLie NpoBeAeHHSA KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEpP, BKIKOYAOUM BUMYCK CEpild) -
3MiHa HanMcaHHsa agpecu Micus MPOBaKEeHHS AiSNIbHOCTI
BMPOGHMKA roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «Papma
CrapT», 6€3 3MiHV hakTUYHOro Micus NPOBaMKEHHS AisNIbHOCTI
BHOCUTLCS Y 3B'A3KY 3 PileHHsIM KuniBcbkoi Micbkoi paay Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BY/IMLb, HaliMEHYBaHHS N/I0L, Ta NPUCBOEHHS IMEH
ckBepam B MicTi Kuesi (TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MiCAILiB Nicns 3aTBEPAKEHHS)

117.

DIOKOP 80

TabneTkn, BKpUTI
NNiBKOBOHO
060/10HKO10, No 80
mr/12,5 wmr; no 10
TabneTok B bnicTepi;
no 1, no 3, no 4 abo
no 9 6nicTepiB y nauui
3 KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaljiiiHuX MmaTepiasliB: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big, 23.07.2015 Ne 460) - 3miHa 3asiBHVKa rOTOBOr0 NiKapCbKoro
3aco0y y 3B°53Ky 3 Nepejayeto npasa BNacHOCTI Ta
MapKeTUHIOBMM piLLIEHHAM KOMMaHil Ailo4oro Ta HOBOro
3asBHVKIB (TepMiH BBEAEHHS 3MiH - NPOTArom 6 MicsiLiB nicns
3aTBEPLKEHHS); 3MiHU | TUNY - 3MiHU Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHMKa 415 34iICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BifMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHarniaay (BK/IYauM KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-goaiina cuctemmn
dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOT
ocobw, BignoBigasibHOI 3a thapMakoHarnsg. 3miHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMKeHHs1 MacTep-haiina; 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYauy AinbHULi BUMYycKy cepii abo
MicLie NpoBeAEeHHS KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK Cepild) -
3MiHa HanMcaHHsa agpecu Micusa NPoBaKeHHA Aif/IbHOCTI
BMPOGHMKA roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «dPapma
CrapT», 6€3 3MiHV haKTMYHOro Micus NpoBaMKEHHS AifNbHOCTI

3a
peyerimom

UA/8318/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BHOCUTLCS Y 3B'A3KY 3 PilleHHsIM KniBCcbkoi Micbkoi paay Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BY/IMLb, HaliMEHYBaHHS N/10L, Ta NPUCBOEHHS IMEH
ckBepam B MicTi Kuesi (TepMiH BBeAEHHS 3MiH - MPOTAroM 6
MicsILiB Nicns 3aTBEpPAKEHHS)

118.

JIPOPC 160

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO0, 5 Mr/160
Mmr no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepn B KapTOHHIiA
nauu

TOB "®apma
Crapt”

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu | Tuny -
3MiHM 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneumndikayisx Ha A®l, a6o BUXIGHWIA/MPOMDKHUI
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci
BUpPOGHMLTBA AD| (IHLWI 3MiHW)
3MiHa y crneumdikavii BXigHoOro KoHTposnto A®l Amnoguniny
6ecinat BupobHuyTBa Glochem Industries Privated Limited,
IHAiA (KOHTPO/b (PI3NKO-XIMIYHMX NOKa3HVIKIB
AKocTi«CynbhaTHas 30na», «OCTaTouHble KOMYecTBa
OpraHNYecknx pactTBopuTeneli», NPOBOANTLCS B PEXUMI
MOHITOPUHIY, ane He pigle 1 pa3y Ha pik. B iHLWNX BUnagxax
pesynbTaTy KOHTPOJIKO NEPEHOCATHLCS i3 cepTudpikaty sKocTi
BMpo6HUKa A®| B AHanitnyHuii 38iT TOB «®apma CtapT»).
3MiHu | TNy - 3MiHK 3 aKocTi. APl KoHTponb A®L. 3miHa y
napameTpax cneuudikauin Ta/abo JoNyCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPOGHMLTBA ADI (iHLWIi 3MiHK) 3MiHa Y cneuwmdikauii BXigHOro
KoHTposto A®I BancapraHy BupobHuuTtea Second Pharma Co.,
Ltd, Kutaii (koHTposb Di3NKO-XiMIYHMX MOKA3HWKIB SKOCTI
«CynbhaTHas 30n1a», «OCTaToO4YHbIE KONMYECTBA OPraHNYecKnx
pacTBopuTeneli», NPOBOANTLCA B PEXMUMI MOHITOPUHTY, ane He
pigwe 1 pa3y Ha pik. B iHWMX BUNaakax pesynbTaTtu KOHTPOo
nepeHocATbCA i3 cepTudikaty SkocTi BUpobHuka APl B
AHaniTuyHuii 38iT TOB «®apma CtapT»).
3MiHu | TNy - 3MiHK 3 aKocTi. APl KoHTponb A®L. 3miHa y
napameTpax cneuudikauin Ta/abo JoNyCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HKKa AKOCTI
(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHvka)) BUIyYeHHs
3icneundpikaii BXigHoro koHTponto A®l AmnoauniHy 6ecinat
nokasHuKa «PO34YMHHICTb».

3a
peyerimom

UA/12365/01/01

119.

AlPOPC 80

TabneTku, BKPUTI
nNiBKOBOO
o6osoHkot, 5 mMr/80
Mr no 10 TabneTok y
6nictepi; no 1 a6o 3
6icTEpV B KAPTOHHIN
nauui

TOB "dapma
Crapt”

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHu 3 sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo 4ONYCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisix Ha Adl, a6o BUXigHWIA/NPOMIKHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BUpo6HMLTBA AD| (iHLWi 3MiHW)
3MiHa y cneyudikauii BXigHOro KoHTpono A®l AmnoauniHy
6ecinat BupobHuyTBa Glochem Industries Privated Limited,
IHAisA (KOHTPO/Ib (PiI3NKO-XIMIYHMX MOKA3HWKIB

3a
peyenmom

UA/12365/01/02
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AkocTi«CynbhatHas 30n1a», «OcTaTouHble KOMyecTa
OpraHnNyYeckmx pactTeopuTeneii», NPOBOAUTLCS B PEXUMI
MOHITOPWHTY, ane He pigwe 1 pa3y Ha pik. B iHWnX Bunagkax
pe3ynbTaTyi KOHTPOJII0 NEPEHOCATLCS i3 cepTudikaTy SKOCTI
BMpo6HUKa A®I B AHaniTnyHMiA 38iT TOB «®apma CtapT»).
3MmiHu | TUny - 3miHn 3 akocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAUYeHUX Y cneuundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
nNpoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y MpoLeci
BMPOGHMLUTBA ADI (iHLWi 3MiHK) 3MiHa Y cneuwmdikauii BXigHoro
KOHTposito Ad®| BancaptaHy BupobHuuTea Second Pharma Co.,
Ltd, Kutain (KOHTpONb i3nKO-XiMiYHMX NOKA3HUKIB SAKOCTI
«CynbghaTHas 30na», «OCTaTouHble KONIMYecTBa OpraHnyecknx
pacTBopuTeneii», NPOBOANTLCA B PEXMMI MOHITOPUHTY, ane He
pigwe 1 pa3y Ha pik. B iHWMX BUNagkax pesynbtaTv KOHTPOsIo
nepeHocATbCA i3 cepTudikaty SkocTi BUpobHuka APl B
AHaniTuyHuii 38iT TOB «®apma CtapT»):
3MmiHu | TUny - 3miHu 3 akocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMKX MEX,
BM3HAYeHUX Y cneuundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y MPoLecCi
BUPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUyYeHHs 3acTapifioro nokasHuka)) BUIyYeHHs
3icneuudikavii BXigHOro koHTponto A®| AmnoguniHy 6ecinat
NOKa3HUKa «PO3UYNHHICTb».

120.

AIPOPC XL

TabneTkn, BKpUTI
NAiBKOBOO
o060n0HKot, 10 Mr/160
Mmr no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepn B KapTOHHIiA
nauui

TOB "®apma
Crapt”

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHn 3 skocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMUX MEX, BU3HAYEHUX Y
cneundgikauisix Ha Adl, a6o BUXigHWIA/NPOMIKXHWIA
nNpoAayKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y MPoLeCi
BMPOGHMLTBA ADI (iHLLI 3MiHW)
3MiHa y cneyudpikauii BXigHoro KoHTpono APl AmnoguniHy
6ecinat BupobHuytBa Glochem Industries Privated Limited,
IHAiA (KOHTPO/b BI3NKO-XIMIYHUX MOKAa3HWKIB
AkocTi«CynbatHas 30n1a», «OcTaTouHble KO/IMYecTsa
OpraHNYecknx pactTBopuTeneli», NPOBOANTLCS B PEXUMI
MOHITOPUHIY, ane He piglwe 1 pa3y Ha pik. B iHWKNX BUNagKax
pe3ynbTaTy KOHTPOJIKO NEPEHOCATLCS i3 cepTudpikaty aKocTi
BMpo6HUMKa APl B AHaniTnyHuii 38iT TOB «®apma CtapT»).
3MiHu | TMNY - 3MiHK 3 aKocTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax cneuugikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHuX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCSA Y NpoLeci
BUpo6HMUTBa AP (iHLWi 3MiHM) 3MiHa Y cneundikaLii BXigHOro
KoHTposto APl Bancaprtany BupobHuutea Second Pharma Co.,
Ltd, Kutaii (koHTposb Di3VKO-XiMIYHMX MOKa3HWKIB SKOCTI
«CynbhaTHas 30na», «OCTaTo4YHbIe KONMYEeCTBa OpraHN4eckmx
pacTBopuTeneii», NpoBOAUTLCS B PEXVMI MOHITOPUHTY, ane He

3a
peyenmom

UA/12365/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
pigwe 1 pa3y Ha pik. B iHWMX BUNagkax pesynbTartu KOHTPOs0
nepeHocATbCA i3 cepTudikaTy SKOCTi BUpo6HMKa API B
AHaniTnyHuii 38iT TOB «®apma CtapTt»):
3miHu | TUny - 3miHK 3 AkocTi. APl KoHTponb A®l. 3miHa y
napameTpax cneuudgikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHNX Y cneundikauisx Ha APl abo BUXigHWA/NPOMKHUI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BMPOGHMLTBA AD| (BUYYEHHSA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpvknag, BUIyYeHHs 3acTapisioro NokasHuka)) BUIyyYeHHs
3icneuudikayii BXigHoro koHTponto A®| AmnoguniHy 6ecinat
nokasHMKa «PO34YMHHICTb».
121. | AOBYTAMIH PO34nH ANs iHQys3il, Anmega HimeuunH Faynt ®apma HimeuuunH BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:3miHu | Tuny - 3a UA/5714/01/01
AQMEAA 250 mr/50 mn no 50 ApuHaiimitren a BronbghiHr MTM6X a 3MiHa Y MeToax BUNpo6yBaHHsi FOTOBOTO JliKapCbKoro 3acoby - peyenmom
M (250 mr) B amnyni: b FM6X 3MiHa MeToAy KOHTposo (Mpu igeHTudikaLii Ta KinbkicHomy
no 1 amnyni B BV3HAYEHHI) AONOMIXHOT peYOBUHM L-LupcTeiny rigpoxnopuay
KapTOHHI kopo6uj; no MOHoOrigpary 3 nonsporpadivyHoro metogy Ha BEPX, ockinbku
50 mn (250 mr) B BEPX 6inbLU cy4acHuWii MeTog aHaniay, skuii gae GinbLu TOYHi
amnyni); no 1 amnyni B pe3ynbTaTy aHanisy. Kpim Toro B faHOMy MeTOfji He NoTpibHO
KapTOHHIi Kopo6Li; no BMKOPVCTOBYBATU PTYTb
5 KapTOHHUX KOPOHOK
y nniBLj
nofnieTUNEeHoBI
122. | AOKTOP NbOASAHUKM; MO 4 TOB YkpaiHa HOHiK IHAis BHECEHHS 3MiH 10 peeCTpaLiiHiX MaTepianiB: yTOUHEHHS 6e3 UA/2408/01/01
MOM® 3l NbOASHUKN Y CTPUMI, "[KOHCOH i dapmacbioTuKas HanucaHHs nikapcbkoi hopmun B Hakasi Ne 1186 Big 28.05.2019 B peyenma:
CMAKOM no 5 ctpunis y JDKOHCOH Na6opaTopi3 npoueci BHECEHHS 3MiH (3MiHW | TUMY - OHOBMEHHSA TEKCTY Ne 1, Ne 16,
MAJIMHA Kopo6ui; no 8 YkpaiHa" (BigAineHHs cipmu MapKyBaHHSA BTOPUHHOI YNakoBKY NikapCbKoro 3acoby Ne 20, Ne
NbOASHUKIB y 6AicTepi, "Ix. B. Kemikans (nofgaBaHHs iHchopmal,ii B n. 17). BBeAeHHS 3MiH NpoTsArom 6-tu 24; 3a
no 2 abo no 3 eHf MicsLiB Micns 3aTBepAKeHHs.). MOMUIKOBO B NPOEKT Hakasy peyenmom:
6nictepun y kopobuyj; PapmacbloTrKan3 6yn0 CKOHBEPTOBAHO NikapCbKy opMy 3 rpamaTUyHO Ne 100
no 1 NboAsHMKY B Nt nomMusikoro. Pegakuis B Hakasi — bOAAHWKA; N0 4 NbOSHUKN Y
nnisui; no 100 cTpuni, No 5 cTpuniB y kKopo6Lj; No 8 NboAsAHUKIB Y 6nicTepi, no 2
NbOASHUKIB B NAiBLi Y a60 no 3 6nictepu y Kopobui; no 1 NboAAHMKY B nAiBLi; no 100
GaHL,i NbOASHUKIB y 6aHLj. 3anponoHoBaHa pegakuisi — MbOASAHMKN; NO
4 NboAAHWKM y cTpWNi, N0 5 cTpuniB y kopo6bLi; No 8 NboASHMKIB
y 6nicTepi, no 2 abo no 3 6nicTepu y KopobLi; No 1 NbOAAHVKY B
nnisui; no 100 1boAAHMKIB Y GaHLi.
123. | AOHOPMIN TabneTkn, BKpUTI YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - Ne 10 — 6e3 UA/7213/02/01
060/10HKO10, 1Mo 15 wmr; 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peuyenma;
no 10 a6o no 30 BBeaeHHs abo 3MiHU [0 y3arasibHEHVX AaHUX NPOo cucTemy Ne 30 — 3a
Tabnetok y Ty6i; no 1 thapmakoHarnsgy (BBeAeHHs y3arasibHeHX faHnx Npo cuctemy peyenmom

Ty6i B KAPTOHHIl
Kopoo6ui

hapmakoHarnsgy, 3amMiHa yrnoBHOBaXKeHOT 0co6MU, BignoBiganbHoI
3a 3[jicCHEeHHS hapMakoHarisay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAAILHOI 3a 34iliCHEHHS thapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI macTep-gaiina
cuctemn chapmakoHarnsgy) 3mMiHa ynoBHOBaXXeHOi 0cobu
3as1BHMKA, BignoBifa/IbHOI 3a 34jiCHEHHST chapMakoHarnsay:
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MocBi0OYEeHHs

[itoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepakuis: Fanny Pruvot, MD. 3MiHa KOHTakTHUX
[JaHnx ynoBHOBaXXeEHOI 0C06M 3asBHMKa, BiANOBifa/IbHOT 3a
3pjiicHeHHs hapMakoHarnsgy. 3mMiHa KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifNoBigabHOI 3a 34iACHEHHS
hapmakoHarnagy B Ykpaini: [itoua pegakuin: TepeHTbeB
Onekcangp HOpiiosuy. MponoHoBaHa pefakuis: PorvHebka
OneHa MaBniBHa. 3MiHa KOHTaKTHUX AAaHWUX KOHTaKTHOI 0Cco6U
YMOBHOBaXEHOT 0CO6M 3as1BHMKA, BifMNoBifasIbHOI 3a 3AiACHEHHS
dhapMakoHarnisay B YKpaiHi.

124.

AOHOPMIN

TabneTku Wwuny4i no
15 wir;

no 10 Tabnetok y Ty6i;
no 1l a6o 2 Ty6u B
KapTOHHI Kopoo6Li

YIMNCA CAC

PpaHuis

YINCA CAC

dpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
hapMakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0Co6MU, BignoBiganbHoI
3a 3fiiCHEHHA hapMakoHarnsaay; KOHTaKTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobwm,
BiANOBIAANLHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cuctemn chapmakoHarasgy) 3mMiHa ynoBHOBaXXeHOT 0cobu
3asBHMKa, BiANOBIAANbLHOI 3a 34iICHEHHS chapMakoHarnaay:
[Oitoua pepakuin: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pegakuis: Fanny Pruvot, MD. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0co6u 3asBHMKA, BiANOBifabHOT 3a
3[jiicCHEHHs hapMakoHarsgy. 3MiHa KOHTaKTHOI 0co6u
YMOBHOBaXeHOT 0CO6M 3as1BHMKA, BifMNoBigasibHOI 3a 34iACHEHHS
thapmakoHarnagy B YkpaiHi: [itova pegakuis:
TepeHTbeB OnekcaHap HOpilioBuy. MponoHoBaHa peaakLis:
PorvHcbka OneHa MNasniBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C06M 3asBHMKA,
BiANOBIAANIbHOI 3a 3filicHEHHs hapMakoHarnaay B YKpaiHi

Ne 10 — 6e3
peyenma;
Ne 20 — 3a
peyenmom

UA/7213/01/01

125.

[OP30MNTUK

Kpansi O4Hi, pO34nH,
20 mr/Mn no 5 mn
pO34nHy y thnakoHi-
KpanenbHuL; no 1
h1aKoHy B KapTOHHIi
Kopoo6ULi

BapLuaBcbkuii
hapmaueBTny
HWi1 3aBOL,
Monbga AT

MonbLa

BapLuaBcbkuii

thapmaueBTUYHWI
3aBog Monbtha AT

MonbLia

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianiB:3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs ab0 3MiHU [0 y3araslbHEHUX AaHunxX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobw, BifnoBiaanbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnsgy 3asaBHUKa 415 34iINCHEHH hapmakoHarisgy B
YKpaiHi, KLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANbHOI 3a 3ilicHEHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLEeHHI MacTep-gaiina
cuctemn dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOT 0cobwm,
BiNOBIgaNbHOI 3a 3fjiicHeHHs hapmakoHarnsay: fitoya
pegakuisi: Dr. Izabela Slowik; MponoHoBaHa pegakuis: Krzysztof
Karpinski. 3mMiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT 0co6Mu,
BifiNOBIAANbHOI 3a 3iiCHEHHS hapmakoHarnsay

3a
peyenmom

UA/14472/01/01

126.

[OP30NTUK

Kpansi O4Hi, po34ynH

dapmaueBTmy

MonbLa

NOBHWIA LMK

peuis/

BHECEHHS 3MiH 0 peecTpauiiHnx martepianiB:3MiHuv | Tuny -

3a

UA/15656/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KOMBI 20 mr/mn+5 mr/mn; no HWA 3aBO BMPOGHMLTBA: Monbuwa 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
5 mn B nonietuneHosy | "Monbcapma” damap A.B.E., BBefeHHsA abo 3MiHM [0 y3arasibHeHUX JaHWX Npo cucTemy
hnakoHi-kpanebHNL C.A. pewjs; hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
MmicTkicTio 10 mn 3 anbTepHaTuBHe hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw, BifnoBiganbHOI
KPYLLIKOHO 3 MicCLLe KOHTPOSO 3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
rapaHTiiHUM KifbLewm; AKOCTI, BTOPUHHOI thapmakoHarnsgy 3asiBHUKa An5 34ilCHEHHA hapmakoHarnsay B
no 1 abo 3 chnakoHn B yMnakoBkM Ta YKpaiHi, AKLL0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
KapTOHHIA KOpoo6Li BMNYCKY cepil: BiANOBIAaANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (BK4akum
dPapmateH C.A,, KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daina
pewis; cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXKeHoi ocobwu,
anbTepHaTBHe BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy: ditoua
MicLie BTOPUHOT pegpakuis: Dr. 1zabela Slowik; MNMponoHosaHa pegakuis: Krzysztof
yMnakoBku Ta Karpinski. 3mMiHa KOHTaKTH/X AaHNX YNOBHOBaXXEHOT 0cobu,
BMNYCKY cepil: BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
dapmauleBTUYHNI
3aB0f,
"MONb®APMA"
C.A., NonbLia
127. | AOUETAKCE | koHueHTpar Ans MicTpan AHrniA AkTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13982/01/01
N-BICTA PO34UHY ANst iHQY3il, Kenitan C.n.A. AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
20 mr/mn no 1 mn (20 MeHeKMeHT MiCLst MPOBaKEHHS AisiNIbHOCTI BUPOGHYMKa/imnopTepa roToBoro
Mr), abo no 4 mn (80 Nimiteq nikapcbKoro 3acoby, BKIYauy AinbHULI BUMYycKy cepii abo
Mmr), abo 7 mn (140 mr) MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
y donakoHi; no 1 BiANoBigae BMPOGHMK/iIMNOpTEpP, BKOYAUM BUMYCK Cepili)
ch/1aKoHY B KapTOHHIiA BHeceHHS 3MiHW HaliMeHyBaHHS BUPOBGHMKa Ta YTOYHEHHS
KopoobLi agpecu Micua npoBaKeHHs1 BUpobHMKa (YKpPaiHCbKOK MOBOIO),
6e3 3MiHM Micusa BUPOGHMLTBA. TePMiH BBEAEHHS 3MiH -
NpoTArom 6-T1 MicsAUiB NicNs 3aTBEPAKEHH
128. | EBKANINT HacTolika ans MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHum | Tuny - 6e3 UA/7019/01/01
30BHILIHbLOrO Ta "Nly6Hnchapm" "Nly6Hnchapm" BHECEHHS 3MiH y Cneyudikauito/ MeToauky BUNpoGyBaHHS peyenma
BHYTPILLUHLOIO roTOBOrO JlikapCbKOro 3acoby 3a nokasHukoM “"MikpobionoriyHa
3acTocyBaHHs o 25 yucToTa", 30KpemMa: BUNyYEHHsI MOBHOIO ONMUCY NPOBEAEHHS
MY chiakoHax- MEeTOAMKN; HE3HAUHI pefaKuiliHi 3MiHN
KpanenbHuuax; no 25
MY hnakoHi-
KpanenbHuL; no 1
dhnakoHy-KpanenbHULL
B navuj
129. | EBKACMPEW | Cnpeii HasanbHuii 1,0 CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 10 peecTpavuiiiHix maTtepianis:3miHum | Tuny - 6e3 UA/17018/01/01
mr/mn, no 10 mny YKpaiHCLKO- YKpPaiHCbKO- 3MiHV BHECEHO A0 po3ainy "OcobnnBOCTi 3aCTOCyBaHHS" peyenma
KOHTelHepi 3 icnaHcbke icnaHcbke BiNOBIAHO A0 pekoMeHAaLi KOMITeTy 3 OLiHKM pU3KKiB Y
npo6koto- nignpreMcTBo niANPMEMCTBO thapmakoHarnagi €sponericbkoi meguyHoi areHuii (PRAC EMA).
po3nuaBayeM i "CMNEPKO "Cnepko YkpaiHa" BBefeHHA 3MiH NPOTAroM 3 MiCALiB Micns 3aTBepIKEHHS
KPULLIKOIO 3 KOHTPOJIEM YKPAIHA"
nepLLoro BiAKPUTTS,
no 1 KoHTelHepy y
nayuj 3 KapToHy
130. | EBAPBI™ Tabnetkn no 40 mr; no Takena [aHis BUPOGHMUTBO AnoHisi/ BHECEHHS1 3MiH 10 peecTpauiiHux maTepianis: 3a UA/13312/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
14 TabneTtok y dapma A/C Hepo3dacoBaHoi IpnaHgis 3MiHM | TNy - 3MiHa y NEPBUHHINA YNakoBL|i rOTOBOro NMikapCbKoro peyenmom
6nictepi; no 1, a6o no NPOAYKLT: 3aco0by - BHECEHHS 3MiH a0 p. 3.2.P.7. Cuctema
2, abo no 4 6nictepn y Takega KOHTeliHep/3akynoproBasibHWiA 3aci6 (Specification of Packaging
KapTOHHIA Kopoo6Li dapmachbloTikan Components for Aluminum Blisters), a came gogaBaHHs
Komnawi flimites, anbTepHaTMBHOIO NakyBaslbHOrO MaTepiany - 6nictep (6e3
Ocaka NnaHT, [ecukaHTy), [0 BXe 3aTBEPAKEHOrO NEPBUHHOIO NakyBaHHSA
AnoHis (6nicTep (3 AecrkaHTOM))
BMPOBHULTBO 3a
NMOBHUM LK/IOM:
Takepa lpnaHgis
Ntp, lpnangis
131. | EBAPBI™ Tabnetkun no 80 mr; no Takega NaHis BVMPOGHMLTBO Anonis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/13312/01/03
14 TabneTtok y dapma A/IC Hepo3dhacoBaHO| IpnaHgis 3MiHM | TUMY - 3MiHa y NEPBUHHINA yNakoBL{i rOTOBOro MikapcbKoro peyenmom
6nictepi; no 1, abo no NpOAYKLUT: 3aco0by - BHECEHHS 3MiH A0 p. 3.2.P.7. Cuctema
2, abo no 4 6nictepn y Takega KOHTeliHep/3akynoptoBasibHWiA 3aci6 (Specification of Packaging
KapTOHHIA KopooLi dapmacbioTikasn Components for Aluminum Blisters), a came gogaBaHHsA
Komnawi flimites, anbTepHaTMBHOIO NakyBaslbHOrO MaTepiany - 6nictep (6e3
Ocaka MNnaHT, [ecukaHTy), [0 BXe 3aTBEePAKEHOro NEPBUHHOIO NakyBaHHsA
AnoHis (6nicTep (3 fecrkaHTOM))
BMPOBHULTBO 3a
NMOBHUM LK/IOM:
Takega lpnaHgis
Ntp, lpnangis
132. | EBAPBI™ Tabnetku no 20 Mr; no Takepa [aHis BUPOGHMLTBO AnoHisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13312/01/01
14 TabneTtok y $apma A/IC Hepo3dacoBaHO( IpnaHgis 3MiHM | TUNY - 3MiHa y NEPBUHHINA yNakoBL{i rOTOBOro NMikapcbKoro peuyenmom
6nictepi; no 1, abo no NPOAYKLi: 3ac06y - BHeCeHHs 3MiH go p. 3.2.P.7. Cuctema
2, abo no 4 6nictepn y Takena KOHTelHep/3akynoptoBasibHMIA 3acio (Specification of Packaging
KapTOHHIA Kopoo6Li dapmacbioTikan Components for Aluminum Blisters), a came gogaBaHHsA
Komnawi flimites, aNbTepHaTMBHOIO NakyBaslbHOrO MaTepiany - 6nictep (6e3
Ocaka MNnaHT, [lecrKaHTy), 40 BXe 3aTBEepKEHOro NepBMHHOIO NakyBaHHS
AnoHis (6nicTep (3 fecrkaHToOM))
BMPOGHULITBO 3a
MOBHUM LIK/IOM:
Takega lpnaHgis
N1a, lpnadgis
133. | EBOHEKCA® | niodpinizat gns MAT "dapmak” YkpaiHa MAT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTepiasliB: YTOUHEHHS 3a UA/16030/01/01
PO34UHY OS5 iH KL (BMpoOGHULTBO 3 HanucaHHA Ha3BU BUPOGHUKA B Hakas3i Ne 1186 Big, peuyenmom

Ta iHdpysili no 40 wmr,
no 10 mn y dpnakoHi;
no 1, 5 a6o 10
hNaKkoHIiB y naui

nakyBaHHs in
bulk cipmu-
BMPOGHUKaA
Na6opaTtopioc
HopmoH C.A.,
IcnaHis)

28.05.2019 B npoueci npoueaypy BHECEHHA 3MiH (3MiHu |
TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta thapmakoHarnsgy
(iHWi 3MiHM) - 3MiHX BHECEHI B TEKCT MapKyBaHHS LL0A0 Ha3BU
N3 Ta gopaHHs iHdhopma,ii pociiicbkoo MOBO. BBefeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHuW | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCcbKoro 3acoby -
[opnaBaHHs Ha3Bu J13 poCilicbKOK MOBOIO i3 3a3HAYEHHSM 3HaKY
ToBapiB Ta nocnyr. 3aTeepakeHo: Esonexa E3oHekca®
3anponoHoBaHo: Esonexa E3oHekca® 330Hekca® BBefeHHs
3MiH NPOTAroM 6-Tu micsLiB nicns 3aTeepakeHHs). MonepeaHs
pegakuis: Jlaopatopioc HopmoH C.A., IcnaHis;
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
MponoHoBaHa peaakuisn: MAT "d®apmak", YkpaiHa
(BMpPOGHULTBO 3 NaKyBaHHs in bulk chipmu-BMpoGHUKa
Na6opaTtopioc HopmoH C.A., IcnaHis)
134. | ENIKBIC TabneTku, BKPUTI Mdpaiizep IHk. CWA Brpo6HMUTBO, ClwA/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/13699/01/01
NNiBKOBOIO KOHTPO/b AKOCTI ITania 3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Y |  peyenmom
060/10HKOI0, N0 2,5 Mr; Ta KOHTPOJ1b BMPO6HMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
no 10 TabneTok y AKOCTI Npun BCTaHOB/IEHNX Y cnieuudikauisx, nig vyac BUPO6GHMLTBA rOTOBOrO
6nictepi; no 2 BMNYCKY cepil: NiKapcbKoro 3acoby (3BY)XXEHHS AOMYCTUMUX MEX) - HE3HaYHI
6nictepn y nauui 3 BpicTon-Maiiepc 3MiHM 00 3aTBEPAKEHOr0 MeToAy KOHTPO/IH BUPOGHMYOrO
KapToHy CkBi66 npouecy 11301 ans NnpuBeLEHHS Moro y BiANOBIAHICTL A0
MeHtodek4ypuHr akTyasibHoi NIR- meTogonorii. KpuTepiit NpuitHATTHOCTI Anst
Komnawi, CLUA eTany nonepeaHboro 3miwysaHHs 1(RSD<0.00300)
MakyBaHHs,
KOHTPO/b AKOCTI
Ta BUMyCK cepii:
Bpicton Maiiepc
CkBi66 C.p.n.,
ITanis
135. | ENIKBIC TabneTku, BKPUTI Mdpaiizep IHK CWA Brpo6HMUTBO, CuwA/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/13699/01/02
NAiBKOBOO KOHTPO/Ib AKOCTI ITanisa 3MiHu | TUNY - 3MiHK 3 AKOCTi. FTOTOBWIA NiKapcbkuii 3aci6. 3MiHMY | peyenmom
060/10HKOHD, M0 5 Mr; Ta KOHTPO/1b BMPOBGHMLTBI. 3MiHM BUNpob6yBaHb abo JOMYCTUMUX MEX,
no 10 TabneTok y AKOCTI NpK BCTaHOB/IEHMX Y cneumdikauisx, nig vyac BUpOGHULTBA FOTOBOrO
6nictepi; no 3 abo no BUMYCKY Cepii: NiKapCbKoro 3acoby (3BYXXEHHSA [OMYCTUMUX MEX) - HE3HAYUHI
6, abo no 10 6nicTepis BpicTon-Maiiepc 3MiHM 0 3aTBEPKEHOro MeToAy KOHTPO/IH BUPOBHMYOrO
y nauLi 3 KapToHy; Mo CkBi66 npouecy 11301 ans NnpuBeLEHHS oro y BiANOBIAHICTL A0
14 TabneToKy MeHtothekuypuHr akTyanbHoi NIR- meTogonorii. KpuTepili npuiiHATTHOCTI ANns
6nictepi; no 2 Komnawi, CLUA eTany nonepeaHboro 3miwysaHHs 1(RSD<0.00300)
6nictepun y nauui 3 MakyBaHHs,
KapToHY KOHTPO/Ib AKOCTI
Ta BMNycK cepii:
BpicTton Maiiepc
Cksi66 C.p.n.,
ITania
136. | EMEHA® Kancynu no 125 mr + Mepk LWapn i LBeiiuapi Brvpo6HMuTBO IpnaHgis/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/4525/01/01
Kancynu no 80 mr; Ooywm IOEA A Hepo3chacoBaHol Higepnax ApMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenmom
Kombi-ynakoBka no 3 M6X npoaykuii Ta on 3a8BHMKa (BNacHyKa peecTpauiiHoro nocig4yeHHs) 3MiHa Ha3BK

kancynu; no 1 kancyni
no 125 mr + 2 kancysu
no 80 mr y 6nictepax y
KapTOHHIi 06ropTui;
no 1 kapTOHHIl
06ropTLi B KAPTOHHIl
Kopoobui

KOHTPO/b SIKOCTI:
Ankepmec dapma
AvieneHg 14,
IpnaHgis;
MepBuHHE/
BTOPUHHE
nakyBaHHs Ta
[03BiN Ha BUMYCK
cepii:

Mepk Wapn i
Joym B.B.,
Higepnangmn

Ta afipecy 3asiBHUKa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
137. | EMEHA® Kancynm no 125 mr Mepk Wapn i LLBeiuapi BVPOGHMLTBO Ipnangis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/4525/01/01
+karncynu no 80 wr; Ooywm IOEA A Hepo3dracoBaHOl HigepnaH 3MiHu | TUny - 3MiHK Wopao 6e3nekn/eddekTUBHOCTI Ta peuyenmom
KoMbi-ynakoska no 3 M6X npoaykuii Ta an hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHEHNX AaHnx
Kancynu; no 1 kancyni KOHTPO/b SKOCTI: npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
no 125 mr + 2 kancynu Ankepmec dapma npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
no 80 mr y 6nictepax y Alieneng 174, BIANOBIAA/IbHOI 3@ 34iiCHEHHA (hapmakoHarnsay; KOHTakTHOT
KapTOHHI 06ropTui; IpnaHgis 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iIACHEHHS
no 1 KapTOHHii nepBYHHE/BTOPUH thapmakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHa Bif,
06ropTLi B KAPTOHHIN He nakyBaHHs Ta YMOBHOBaXEHOI 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
Kopoo6Li [03BiN Ha BUMYCK thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
cepi: pO3MiLLleHHI MacTep-chaiina cuctemn hapmakoHarnsay) 3micus
Mepk Wapn i 3[iACHEHHS OCHOBHOI AifNbHOCTI 3 hapmakoHarnsgy.
Joym B.B., 3MiHa MicLe3HaxoMKeHHss macTep-daiina.
Higepnanamn
138. | EHAT 400 Kancynm m'siki no 400 Mera TainaHg, Mera TainaHg BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/9439/01/01
MO; no 10 kancyn y NaiidpcaiieHci3 NaiidpcaiieHci3 3MmiHu | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
6nictepi; 3 6nictepu B Mabnik Mab6nik KomnaHi thapmakoHarnsgy. BeefeHHs abo 3miHW [0 y3arasibHEHUX AaHUX
KapTOHHI Kopoo6Li KomnaHi Nimitea, TainaHg npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHNX
Nimiteq npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarns4y 3asiBHUKa A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaILHOI 32 34iiCHEHHS
hapmakoHarnsay (Bknyaroum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKa AN 34IVICHEHHA ddapmakoHarnsgy B YkpaiHi
139. | EPFTO®EPOH | Tabnetku no 20 TOB "Marepia YkpaiHa 3AT CaHTOHika NuTBa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis:3miHu Il Tuny - 6e3 UA/12931/01/01
TabneTok y 6nictepi; Mepavika- 3MiHu Wopao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnsagy. peyenma
nol,2a6o5 YkpaiHa" BHeceHHs abo 3miHa(n1) 4o 3060B'I3aHb Ta YMOB Buaadi
6nicTepiB y KAPTOHHIl peecTpauiiHoro NocBigYeHHs, BkIYatoun MNnaH ynpasniHHA
Kopoo6ULi pu3nkamm (3acTocyBaHHA 3MiH(M), iki(a) BUMaratoTb(€)
noAasIbLLIOro 06I'PYHTYBaHHS HOBUMW JOLATKOBUM AaHUMMU, LLIO
MaloTb HafaBaTUCs KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAraeTbCs CyTTEBA OLjiHKA KOMNETEHTH/M OpraHoMm)
[JeTanbHuit onuc cucteMu ynpasiHHS pusnkamu y Burnagi
nnaHy ynpasiiHHA py3nkamu, Lo HajaHWi 3asBHUKOM, MICTUTb
PV3MK NPOMOPLLiFHI 3axX0Au 3 MiHiMi3aLii pU3nKiB Ta 34jACHEHHS
hapmakoHarnagy. IHdopmauisi 3 6e3neku, Lo NpeacTaB/ieHa B
NPOEKTI IHCTPYKLi ANA MeAMUYHOro 3aCTOCYBaHHS NiKkapCbKoro
3acoby EprogpepoH, Tabnetku no 20 TabneTok y 6nictepi; no 1,
2 abo 5 6/iicTepiB y KAPTOHHIN KOpPOOL,i Bigobpaxkae 3axoan 3
MiHimi3aLii pu3ukiB, BignoBigae iHchopmalLiii, BUKNaAeHiin y nnaHi
ynpas/iiHHA pU3nMKamu, HaaHoro 3asiBHUKOM.
140. | EPIYC® cvpon, 0,5 mr/mn no Baiep LLseiuapi LWepinr-Mnay Benebris BHECEHHS 3MiH 40 peecTpauiiHux maTepiasis:3miHu |l Tuny - 6e3 UA/5827/02/01
60 mn abo no 120 mn KoHcbromep a Na6o H.B. 3MiHV BHECEHO A0 IHCTPYKUiT 415 MeAnyYHOro 3acTocyBaHHs peyenma
y dhnakoHi; no 1 Kep Al nikapcbKoro 3acoby A0 po3ginis "3acTtocyBaHHs y nepiog,

donakoHy pasom 3

BariTHOCTi ab0 rogyBaHHA rpyaar”, "34atHicTb BNMBaTh Ha
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
MipHOIO JTOXXEYKOHO LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMK
abo [o3yruum MexaHismamu", "Mo6ivHi peaxuii”. BBeeHHS 3MiH NPOTArom 6-Tu
LUMPULIOM Y KapTOHHIi MicSLiB Nicns 3aTBEPAYKEHHS
Kopoo6Li
141. | ECKONAH- TabneTku, BKPUTI CaHoBesb TypeyuunH CaHoBenb Insy TypeyunH BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/9680/01/01
CAHOBE/1b NNiBKOBOIO Insy CaHai Be a CaHai Be a 3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta peuyenmom
060/10HKOI0, N0 10 mr Tupxapet Tumxapet A.LL. thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX gaHnx
no 10 Tabnetok y ALl npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
6nictepi; no 3 npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
6nicTepn B KapTOHHIi BIANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
Kopoo6Li 0cobu 3 thapmakoHarnagy 3asBHVKa AN 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMOBHOBaXEHOT 0co6u, BifNoBiAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy (BkIouvakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-haiina cuctemu hapmakoHarnsgy) 3MiHa
KOHTaKTHOI 0CObM 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy B Ykpaini: Aitoua pegakuis — Dr. Ali Taha.
MponoHoBaHa pepakuis — BiTkoBcbka TeTsiHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0Co6Y 3asBHWKa, BignoBiganbHOT
3a 3filicHeHHs chapmakoHarnisgy B YkpaiHi.
142. | ECKOJIAH- TabneTkun, BKPUTI CaHosesb TypeuuunH CaHosenb Inay TypeuunH BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/9680/01/02
CAHOBE/1b NNiBKOBOIO Insy CaHai Be a CaHai Be a 3MiHM | TUny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuyenmom
060/10HKO, NO 20 Mr Tupxkapet Tupxapet A.LL. thapmakoHarnagy. BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux
no 10 TabneTok y A.LL. npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHnX
6nictepi; no 3 npo cuctemMy hapmakoHarnsgy, 3aMiHa yrnoBHOBaXXeHOT ocoou,
6nicTepn B KapTOHHIiA BiANOBIAA/LHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
Kopoo6Li 0co6m 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Bifg,
YNOBHOBaXeEHOT 0co6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-haiina cuctemu hapmakoHarisgy) 3miHa
KOHTaKTHOI 0CO6M 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsagy B Ykpaini: fitoya pegakuis — Dr. Ali Taha.
lMponoHoBaHa pepakuis — BiTkoBcbka TeTsiHa BitaniiBHa. 3miHa
KOHTaKTHUX [aHWX KOHTaKTHOI 0CO6Y 3asiBHMKa, BifnoBiganbHOT
3a 3filicHeHHA dhapmakoHarnsay B YkpaiHi.
143. | ECKO/JIAH- TabneTku, BKPUTI CaHoBenb TypeuuunH CaHoBenb Inau TypeuuunH BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/9680/01/03
CAHOBE/1b nNiBKOBOIO Insy CaHai Be a CaHai Be a 3MiHu | TUnYy - 3MiHK Wopno 6e3nekn/edekTUBHOCTI Ta peuyenmom
060/10HKOI0, N0 40 Mr Tupxapet Tumxapet A.LL. hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHEHNX JaHnX
no 10 TabneTok y A.LL.

6nictepi; no 3
6nicTepy B KAPTOHHIl
Kopoo6ui

npo cuctemy chapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa ynoBHOBaXxeHoT ocoou,
BiZiNOBIAANbHOI 32 34jiICHEHHS hapmakoHarnsaay; KOHTaKTHOI
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iIACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Bif,
YNOBHOBaXKeHOI 0c06M, BifNOBIfA/IbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cucteMmu papmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3asiBHWKA, BifiNOBIAANIbHOI 33 3/iICHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
thapmakoHarnsgy B Ykpaini: [itoua pegakuis — Dr. Ali Taha.
MponoHoBaHa pepakuis — BiTkoBcbka TeTsHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6Y 3asBHWKa, BignoBiganibHOT
3a 3filicHeHHs chapmakoHarnisgy B YKpaiHi.
144. | ECNIM NOPOLLOK A/1A CKAH BIOTEK IHAis CTEPWN-AXXEH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3mMiHa 3asiBHUKa - UA/12273/01/02
NpUroTyBaHHsA nTa NAN® (BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3
PO3YUHY AN151 iH'EKLLA CAEHCU3 () Bif, 23.07.2015 Ne 460): 3MiHu | Tuny - 3MiHn Wwoao
no 1,0 r; in bulk: no 50 nTa 6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
a60 100 cknsiHMX 3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy dapmakoHarnsgy
chnakoHiBs 3 (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapMakoHarnagy,
NOPOLLKOM, Y 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
KapTOHHI YapyHKOBIli thapmakoHarnsgy; KOHTakTHoOT ocobu 3 dhapmakoHarnagy
YMaKoBLi, B KAPTOHHIl 3asBHMKa AN 34iiCHEHHA ddapMmakoHarnsagy B YkpaiHi, SKwo
KopobLi BOHa BifMiHHa Bif, yNOBHOBaXXeHOT 0cO6U, BiANOBIAabHOI 3a
3[jiCHeHHs hapmakoHariagy (BKIYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina cuctemu
thapmakoHarnsgy) 3mMiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiANoBigasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarsgy. 3miHa
HoMepa Ta MicLie3HaxoKeHHs1 macTep-haiina.
145. | ECNIM NMOPOLLOK A5 CKAH BIOTEK IHais CTEPUN-OKEH IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiiB: 3MiHa 3asiBHMKaA 3a UA/12272/01/02
NpUroTyBaHHsA nTa NAN® (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenmom
PO3UMHY ANS iH'eKUil CAEHCU3 (1) Bif, 23.07.2015 Ne 460): 3MiHu | TUNY - 3MiHK LWOAO
nol,0r;nol nTa 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
CKNISAHOMY (D/1aKOHY 3 3MiHW [0 y3ara/lbHeHVX AaHnX Npo cuctemy papMakoHarnagy
MOPOLLIKOM, Y (BBEAEHHA Y3araslbHEHUX AaHuX Npo cucTemy hapmakoHarnsgy,
KapTOHHI KOpoo6Lii; No 3MiHa YyNOBHOBaXXEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iACHEHHS
10 ckNAHUX onakoHiB chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3 MOPOLLKOM, Y 3asBHUKA ANA 34iICHeHHA dapMakoHarniagy B YkpaiHi, kLo
KapTOHHI KOpoOLj BOHa BigMiHHa Bij, yNOBHOBa)XEHOT 0CO6M, BiANOBigabHOI 3a
3[jiCHeHHs1 hapmakoHarniaay (BK/IYakoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-halina cuctemu
dhapmakoHarnsgy) 3mMiHa KOHTakTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiAnNoBifasbHOI 3a hapmakoHarisg. 3MiHa Micus
3[iiCHEHHA OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy. 3miHa
HoMepa Ta MicLe3HaxoMKeHHA macTep-dhaiina.
146. | ECUATAM 10 | TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHa 3asiBHMKa 3a UA/13228/01/01
NNiBKOBOIO YKPAIHA" Crapt"” (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
o60s1oHKot0, no 10 mr, (dhacyBaHHA Ta Bif 23.07.2015 Ne 460) - 3miHa 3asiBHMKa rOTOBOTO NiKapCbKOro
no 10 TabneTok y nakyBaHHS 3 3acoby y 3B°A3Ky 3 Nepefayeto npasa BNACHOCTi Ta
6nictepi; no 3 abo no chopmu in bulk MapKeTUHIOBMM PiLLIEHHSIM KOMMaHili f1iko4oro Ta HOBOro
6 6nicTepiB y dhipmu CiHTOH 3aaBHUKIB (TepmiH BBEAEHHS 3MiH - NPOTArom 6 micsuis nicns
KapTOHHII navui XicnaHisi, C.J1., 3aTBEPKEHHS); 3MiHW | TNy - 3MiHK WOoA0
IcnaHis) 6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo

3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy papMakoHariagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnaay,
3MiHa YNOBHOBaXXEHOT 0CO6M, BiAMNOBIAAbHOI 32 3MiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
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147.

ECLUTAM 20

TabneTku, BKPUTI

TOB "ACIHO

3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT 0cO6MU, BiANOBIAaNbHOI 3a
3[jiCHEeHHs hapmakoHaraay (BK/IYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLieHHI MacTep-daiina cuctemm
chapmakoHarnsgy) - 3miHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiANoBiAasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS] OCHOBHOT AiANbHOCTI 3 hapMakoHarsgy. 3miHa
MicLie3HaxoMKeHHs1 MacTep-haiina; 3miHu | Tuny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHSA Ta/abo agpecu
MiCLiA MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IYaoumM 4inibHUL BUNYCKY cepii abo
MiCLie NpoBeAEHHSA KOHTPO/IIO AKOCTI. (AISNbHICTb, 3a Ky
BiANOBiAaE BMPOGHMK/iMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa HanMcaHHsA agpecu Micusa NPOBaKEeHHS AiS/IbHOCTI
BMPOBHMKA roTOBOrO NikapcbKoro 3acoby, komnaHii TOB «dapma
CrapT», 6€3 3MiH haKTUYHOro MiCLisi MPOBaKEHHS AisNIbHOCTI,
BHOCUTBLCSA Y 3B’A3KY 3 PileHHAM KuiBcbkoi MicbKoi paam Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapis, ByMUb, HaiMEHYBaHHS N/I0LL, Ta NMPUCBOEHHS iMEH
ckBepaM B MicTi Kuesi (TepMiH BBe,€HHS 3MiH - NPOTArom 6
MiCALIB MiC/1A 3aTBEPLKEHHS)

NAiBKOBOO
060/10HKO10, Nno 20 wmr,
no 10 TabneTok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHIM navui

YKPAIHA"

Ykpaina

TOB "®apma
Crapt”
(dhacyBaHHA Ta
nakyBaHHS 3
dhopmu in bulk
dhipmu CiHTOH
XicnaHist, C.J1.,
IcnaHis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: 3MiHa 3asiBHMKa
(BnacHvika peecTpaLiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460) - 3miHa 3asiBHMKa rOTOBOTO NiKapCbKOro
3aco0by y 3B°A3Ky 3 Nepefayeto npasa BNACHOCTI Ta
MapKeTVUHrOBMM piLLEHHSAM KOMMaHili Ailo4oro Ta HOBOro
3asBHUKIB (TepmiH BBEAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEPKEHHS); 3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapMakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHUKa 419 34iICHeHHA ddapMakoHarniagy B YKpaiHi, kLo
BOHa BifjMiHHa Bif, yNOBHOBaXXeHOT 0CO6MU, BiANOBIAaNLHOI 3a
3[jiCHeHHs hapmakoHariagy (BK/IYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina cuctemu
chapmakoHarnsgy) - 3miHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiANoBigasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiSNbHOCTI 3 hapMakoHarsgy. 3miHa
MicLie3HaxoMKeHHs1 MacTep-daiina; 3miHu | Tuny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu
MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaUM 4iibHUL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/iMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa HanMcaHHA agpecu Micusa NPOBaKEeHHS AiS/IbHOCTI

BMPOBHMKA rOTOBOTO JlikapcbKoro 3acoby, komnaHii TOB «®apma

3a
peyenmom

UA/13228/01/02
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CrapT», 6€3 3MiHV )aKTMYHOro MiCLiSi MPOBaKEHHS AisNIbHOCTI,
BHOCUTBLCSA Y 3B’A3KY 3 PileHHAM KuiBcbkoi MicbKoi paam Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, By1Ub, HaliMEHYBaHHS N/IOLL, Ta NPUCBOEHHS iMEH
ckBepaM B MicTi Kuesi (TepMiH BBe,eHHS 3MiH - NPOTArom 6
MiCALIB MiC/1A 3aTBEPLKEHHS)

148.

ETPY3UN

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, M0 2,5 Mr
no 10 TabneTok y
6nictepi, no 3 a6o 9
6nicTepiB y KAPTOHHIN
KopooLi

3AT
PapmaueBTuy
HWi 3aBOg
Eric

YropumHa

BiANOBiAa/IbHWIA 3a
BUNYCK cepil:
3AT
dapmaleBTUYHNI
3aBsog ETIC,
YropLmHa;
BiANOBiAa/IbHWIA 3a
NOBHUIA LMK
BMPOGHMLITBA,
BK/TIOHA0UM
BUNYCK cepil:
CiHTOH XicnaHis,
C.J1,, IcnaHis

YropLmHa
/
Icnanis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYauy AinbHULI BUMYyCKy cepii abo
MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/IMNOpTEp, BKIOYaoUM BUMYCK Cepiid) 3MiHa
appecy Bupo6Huka M3 Etpy3un, CiHToH XicnaHis, C.J1.,
IcnaHis, 6e3 3MiHM Micus BUpO6HMLTBA. BBEAEHHSA 3MiH
NPOTAroM 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.

3a
peyenmom

UA/11346/01/01

149.

E®EPA/TAH

PO34MH OpasibHWiA 3
%;

no 90 mn y doNakoHi;
no 1 donakoHy B
KOMMAEKTI 3 MipHO0
JIOXKOIO Y KapPTOHHIl
Kopoo6Li

YMNCA CAC

®paHuisa

YMNCA CAC

PpaHLin

BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXeHOT 0Co6M, BignoBiganbHoi
3a 34iiCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, K0 BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0C06U,
BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (BKvakum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cuctemn chapmakoHarssgy) 3mMiHa ynoBHOBaXXeHOI 0cobum
3asBHWKa, BiANOBIAANbLHOI 3a 34iiCHEHHS chapMakoHarnaay:
[itoya pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepakuyis: Fanny Pruvot, MD.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0CO6M 3asBHNIKA,
BiNOBIfaNbHOI 3a 34jiiCHEHHS hapmakoHarnsgy. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0COOM 3asiBHYKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay B YkpaiHi:
Litova pepakuis: TepeHTbeB OnekcaHap tOpilioBuy.
MponoHoBaHa pegakuis: PornHcbka OneHa MasniBHa. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0Co6U
3asBHUKA, BiAMNOBIAaNbHOI 3a 3AiiCHeHHA hapMakoHarnagy B
YKpaiHi

6e3
peyenma

UA/5237/02/01

150.

E®EPA/ITTAH

Cyno3nTopii pekTasbHi
no 80 wr;

no 5 cynosuTopiiB y
6nictepi; no 2
6nicTepy B KAPTOHHIl
Kopo6ui

YINCA CAC

PpaHuis

YINCA CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHN Wwopao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
BBeaeHHs1 abo 3MiHU [0 y3arasibHEHVX AaHWUX NPOo cucTemy
hapmakoHarnsgy (BBeLeHHs y3ara/ibHEHUX JaHuX Npo cUcTeMy
hapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT 0co6U, BignoBiganbHoI
3a 34iicCHeHHs thapmakoHarnasay; KOHTakTHoI 0coou 3

6e3
peyenma

UA/5237/03/01
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hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMakoHarnsay B
YKpaiHi, K0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobu
3a8BHMKa, BiANOBIA&NbHOI 3a 34iICHEHHS hapmakoHarnagy:
[itoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepakuis: Fanny Pruvot, MD. 3MiHa KOHTakTHUX
[JaHnx ynoBHOBaXXEHOI 0C06M 3asBHMKa, BiANOBifa/IbHOT 3a
3pjiicHeHHs hapMakoHarnsgy. 3mMiHa KOHTaKTHOI 0co6u
YMOBHOBaXKEHOT 0CO6M 3asIBHMKA, BifNoBigabHOI 3a 3AiACHEHHS
dhapmakoHarnagy B Ykpaini: [itoua pegakuin: TepeHTbeB
Onekcangp HOpiiosuy. MponoHoBaHa pefakuis: PorvHebka
OneHa MaBniBHa. 3MiHa KOHTaKTHUX AAaHWUX KOHTAKTHOI 0Co6U
YNOBHOBaXEHOT 0CO6M 3as1BHMKA, BifMNoBigasIbHOI 3a 34iACHEHHS
dhapMakoHarnisay B YKpaiHi.

151.

E®EPA/TTAH

Cyno3nTopii pekTasbHi
no 150 wr;

no 5 cynosutopiis y
6nictepi; no 2
6nicTepn B KapTOHHI
Kopoo6Li

YINCA CAC

PpaHuis

YINCA CAC

dpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
hapMakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT 0Co6MU, BignoBiganbHoI
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cuctemn chapmakoHarasgy) 3mMiHa ynoBHOBaXXeHOT 0cobu
3a8BHMKa, BiANOBIAANLHOI 3a 34iICHEHHS chapMakoHarnaay:
[Oitoua pepakuin: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pegakuis: Fanny Pruvot, MD. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0c06M 3asBHMKA, BiANOBifabHOT 3a
3fjiicHeHHs hapMakoHarsgy. 3MiHa KOHTaKTHOI 0co6u
YMOBHOBaXeHOT 0CO6M 3as1BHMKA, BifNoBigasIbHOI 3a 34iACHEHHS
hapmakoHarnsagy B YkpaiHi: [itova pegakuis: TepeHTbeB
OnekcaHgp HOpiioBny. MponoHoBaHa pegakuisi: PorvHebka
OneHa MNaBniBHa. 3MiHa KOHTAKTHWUX AaHNX KOHTaKTHOI 0co6u
YMOBHOBaXEHOT 0CO6M 3as1BHMKA, BifMnoBigabHOI 3a 34iiCHEHHS
dhapmakoHarnisgy B Ykpaii.

6e3
peyenma

UA/5237/03/02

152.

E®EPANTAH

Cyno3nTopii peKkTasibHi
no 300 wmr;

no 5 cynosutopiis y
6nictepi; no 2
6nicTepn B KapTOHHIiA
Kopoo6ULi

YMNCA CAC

dpaHuis

YMNCA CAC

dpaHuis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs ab0 3MiHU [0 y3araslbHeHUX AaHnxX Npo cucTemy
hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHuX Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobw, BifnoBiaanbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnsgy 3asaBHUKa 415 34INCHEHHs hapmakoHarisgy B
YKpaiHi, IKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 3ilicHEHHA thapMakoHarnaay (BKuakum
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-goaiiia

6e3
peyenma

UA/5237/03/03
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cucTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHMKA, BiANOBIAANbLHOI 3a 34iiCHEHHS chapMakoHarnaay:
[itoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepakuis: Fanny Pruvot, MD. 3MiHa KOHTaKTHUX
[aHnX yNnoBHOBaXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOI 3a
3fjificHeHHs hapmakoHarnsgy. 3MiHa KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifMNoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: TepeHTbeB
OnekcaHgp HOpiosuy. NponoHoBaHa peAakuisi: PorMHebka
OneHa MaBniBHa. 3MiHa KOHTAKTHUX AaHUX KOHTAKTHOT 0CO6M
YMOBHOBaXKEHOT 0CO6M 3asIBHMKA, BifNoBigabHOI 3a 3AiACHEHHS
hapmakoHarnsgy B Ykpaii.

153.

E®EPA/ITTAH

TabneTku Wunyyi no
500 wr;

no 4 Tabnetkny
CTpuni; No 4 cTpunn y
KapTOHHiA KopooLi

YMNCA CAC,

PpaHuis

YMNCA CAC

PpaHuin

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy.
BeefeHHs abo 3MiHu [0 y3arasibHeHNX AaHnX Npo cucTemy
hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0co6MU, BignoBiganbHoT
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
chapmakoHarnsgy 3asBHuKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MmilLleHHi macTep-daiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi 0cobu
3a8BHMKa, BiANOBIAANbHOI 3a 34iICHEHHS hapmakoHarnagy:
[Oitoua pepakuin: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepakuis: Fanny Pruvot, MD. 3MiHa KOHTakTHUX
[JaHnXx ynoBHOBaXeHOI 0co6yu 3asBHWKa, BiANOBifasIbHOT 3a
3piicHeHHs hapMakoHarsgy. 3miHa KOHTaKTHOI 0co6u
YNOBHOBaXKEHOT 0CO6M 3asIBHMKA, BifNnoBigaibHOI 3a 3AiACHEHHS
thapmakoHarnagy B Ykpaini: [itoua pegakuis: TepeHTbeB
OnekcaHgp HOpiioBny. MNMponoHoBaHa pepakuisi: PorvHebka
OneHa MaBniBHa. 3MiHA KOHTAKTHUX AAaHUX KOHTaKTHOI 0CO6U
YMOBHOBaXeHOT 0CO6M 3as1BHMKA, BifNoBigasIbHOI 3a 34iACHEHHS
thapmakoHarnsgy B YKpaiti.

6e3
peyenma

UA/5237/01/01

154.

E®EPA/TAH

TabneTku LWwunyyi no
500 mr, no 4 TabneTku
y CTpuni, No 4 cTpunu
Y KapTOHHii kopobu

YMNCA CAC

®paHuisa

YMNCA CAC

PpaHLis

BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis:3MiHv | Tuny -
noJaHHs OHOBJ/IEHOro cepTudpikara BignoBiAHOCTI €EBPONENChKii
hapmakonei Ne R1-CEP 1998-047-Rev 06 515 fit040i peqoBUHU

Paracetamol Bif, Bxe 3atBepgxeHoro supobHnka GRANULES
INDIA LIMITED; 3MiHu | TRy - NOAaHHSI OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiicbkiin dpapmakonei Ne R1-
CEP 2002-214-Rev 02 ana gitoyoi peyosuHu Paracetamol Big
BXe 3arBepakeHoro BnpobHuka NOVACYL (Wuxi)
Pharmaceutical Co. Ltd., Kutai; 3mMiHu | Tuny - nogaHHs
OHOB/IEHOrO cepTudikaTa BiANoBigHOCTI EBponeiichKil
papmakonei Ne R1-CEP 1996-039-Rev 04 ans Aito4oi peqyoBuHN
Paracetamol Bif BXxe 3aTBepA)KeHOro BUpo6HuKa
MALLINCKRODT INC. CWA, ans skoro Bigbynacb 3miHa Ha3su
Ha SPECGX LLC, CLUA, 6e3 3miHV agpecu BMpPOGHUKa

6e3
peyenma

UA/5237/01/01
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155.

E®EPA/TTAH

pO34nH opasibHuiA 3 %
no 90 mn y doNakoHi,
no 1 dnakoHy y
KOMM/IEKTI 3 MipHOO
JIOXKOIO Y KapPTOHHIl
Kopoo6ui

YMNCA CAC

®paHuisa

YMNCA CAC

®paHLis

BHECEHHS 3MiH 10 peecTpavuiliHix maTtepianiB:3miHu | Tuny -
noAaHHs OHOB/IEHOTO cepTudpikaTa BignoBiAHOCTI EBponeiickkiii
hapmakonei Ne R1-CEP 1998-047-Rev 06 ans 4ito4oi peyoBuHN

Paracetamol Big Bxe 3aTBepaxeHoro BupobHnka GRANULES
INDIA LIMITED; 3MiHu | TUNy - NOA@HHS OHOB/IEHOTO
cepTudiikaTa BignosigHOCTI EBponelickbkiin hapmakonei Ne R1-
CEP 2002-214-Rev 02 ans gitovoi pevoBrHn Paracetamol Big
BXe 3arBepmkeHoro BupobHuka NOVACYL (Wuxi)
Pharmaceutical Co. Ltd., Kutaii; 3miHu | Tuny - nogaHHs
OHOBJ/IEHOrO cepTudpikaTa BiANoBigHOCTI €BpoNnechbkili
thapmakonei Ne R1-CEP 1996-039-Rev 04 ans Aito4oi pevyoBuHu
Paracetamol Big BXxe 3aTBepXeHOro BUpOOHMKa
MALLINCKRODT INC. CWA, gns sikoro Bigbynack 3miHa Ha3Bu
Ha SPECGX LLC, CLUA, 6e3 3miHV agpecu BUpOOHUKA

6e3
peyenma

UA/5237/02/01

156.

E®EPANTAH
3
BITAMIHOM
Cc

TabneTku wunyui, 330
mr/200 wmr; no 10
Tabnetok y Ty6i; no 1
abo no 2 Ty6m B
KapTOHHIA Kopoo6Li

YMNCA CAC

®paHuisa

YMNCA CAC

PpaHLis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasiB:3miHu | Tuny -
3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 ab0 3MiHU [0 y3araslbHeHUX aHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHH hapmakoHarnsay B
YKpaiHi, IKLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
cucTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0cobu
3asBHMKA, BiANOBIAANLHOI 3a 3iiCHEHHS chapMakoHarnaay:
[Litoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pegakuis: Fanny Pruvot, MD. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXXEHOI 0CO6M 3as1BHYKA, BiANOBIAA/ILHOT 38
3fjiicHeHHs hapmakoHarnsgy. 3miHa KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifMnoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: TepeHTbeB
OnekcaHgp HOpinosny. NponoHoBaHa peakuist: PorMHcbka
OneHa MaBniBHa. 3MiHA KOHTAKTHUX AAHWUX KOHTAKTHOI 0CO6U
YNOBHOBaXKEHOT 0CO6M 3asIBHMKA, BifNoBigaIbHOT 3a 3AiACHEHHS
hapmakoHarnsgy B Ykpaii.

6e3
peyenma

UA/7278/01/01

157.

E®EPA/ITTAH
3
BITAMIHOM
C

TabneTku wmnyui, 330
mr/200 wmr; no 10
Tabnetok y Ty6i; no 1
abo no 2 Tyém y
KapTOHHiiA KOpooLi

YINCA CAC

PpaHuis

YICA CAC

PpaHuin

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | Tuny -
nofaHHA OHOB/IEHOTO cepTudikaTa BigMNoBiAHOCTI EBpONENChKii
papmakonei Ne R1-CEP 1998-047-Rev 06 ans Aito4oi peqyoBuHN

Paracetamol Big Bxe 3aTBepxeHoro BupobHnka GRANULES
INDIA LIMITED; 3MmiHuM | Tuny - nogaHHa OHOB/IEHOrO
cepTudikaTa BignoBigHOCTI €Bponelickkii papmakonei Ne R1-
CEP 2002-214-Rev 02 ans pitoyoi pevyoBuHy Paracetamol Big
BXe 3arBepxeHoro supobHnka NOVACYL (Wuxi)
Pharmaceutical Co. Ltd., Kutaii; 3miHu | Tuny - nogaHHs
OHOBJIEHOrO cepTudpikaTa BiAnoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 1996-039-Rev 04 ans fito4oi peyoBuHn
Paracetamol Big Bxe 3aTBepAKeHOro BUpo6HUKa

6e3
peyenma

UA/7278/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
MALLINCKRODT INC. CWA, ons sikoro Bigbynack 3miHa Ha3Bu
Ha SPECGX LLC, CLUA, 6e3 3miHV agpecu BMpoOHUKaA
158. | EBPODACT Kancysm xenaTnHoBiI €8Bpo IHAis MapkcaHc ®apma IHAjis BHECEHHS 3MiH 0 peecTpaljiiiHuX MmaTepiasliB: 3MiHa 3asBHMKa 6e3 UA/14043/01/01
M'ski no 200 mr, no 10 Naiidcbkep nrh (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
Kancyn y énictepi; no MpaiiBiT Big 23.07.2015 Ne 460) (BBefeHHs 3MiH NPOTAromM 3-X MicsiLiB
1 a6o no 2 6nictepu B Nimiteq nicns 3aTBepkKeHHs)
KapPTOHHI KOpoOLyi
159. | EBPODACT Kancysm xenaTnHoBi €8Bpo IHAis MapkcaHc ®apma IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx MaTepianis: 3mMiHa 3asBHMKa - UA/14044/01/01
M'siki no 200 wmr, in Nalidokep nth (BNacHvKa peecTpauiintHoro noceig4veHHs) (3rigHo Hakasy MO3
bulk: no 1000 kancyn y MpaiiBiT Big 23.07.2015 Ne 460) (BBefeHHs 3MiH NPOTAromM 3-X MicsLiB
H6aHkax Nimiteq nicns 3aTBepkeHHs)
160. | EBPOPACT Kancysim XenaTnHoBi €Bpo IHgis MapkcaHc ®apma IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiH1X MaTepiasliB: 3MiHa 3asiBHMKa 6e3 UA/14043/01/02
M'siki no 400 mr, no 10 Naiidbkep nrh (BnacHvika peecTpaLiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
Kancyn y 6nictepi; no MpaiiBiT Bif 23.07.2015 Ne 460) (BBefeHHs 3MiH NpoTAroM 3-x micsiLis
1 ab6o no 2 6nictepu B Nimiteq nicns 3aTBepOKeHHs)
KapTOHHI Kopoo6Lli
161. | EBPODACT Kancysim XenaTnHoBi €8po IHAis MapkcaHc ®apma IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasli: 3MiHa 3asBHMKa - UA/14044/01/02
M'ski mo 400 mr, in Naiidcbkep nTp, (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
bulk: no 1000 kancyn y MpaiiBiT Big 23.07.2015 Ne 460) (BBefeHHS 3MiH NPOTAromM 3-X MicsiLiB
6aHkax Nimiteq nicns 3aTBepAkKeHHs)
162. | ECOM niodpinizat ans Acnipo ®apma IHais Acnipo ®apma IHais BHECEHHS 3MiH [0 peecTpaLjiiHNX MaTepianiB:BUNpaB/eHHs 3a UA/17184/01/01
PO34UHY AJ151 iH EKLit Nimiten Nimiten TEeXHIYHUX MOMUIOK B cneLmdikaLii roToBOro fiikapcbkoro 3acoby | peyenmom
Ta iHdysilA, no 40 Mry Ha BUMYCK B po3Aini «OAHOPIAHICTb [030BaHUX OANHULIb>»
donakoHi; 1 dpnakoH 3
niocpinizatom y
Kopoo6ui
163. | 3EPOAON TabneTku, BKPUTI Inka IHais Inka /laboparopi3 IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/10618/01/01
NAiBKOBOO Na6opatopi3 Nimiteq 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHKM Y BUPOGHULTBI. peyenmom
060/10HKOH0, Mo 100 Nimiteq 3MiHM y Nnpoueci BUpo6HMLUTBA FOTOBOIO NiKapCbKoro 3acooy,
mr; no 10 TabneTok y BK/THOHAK0UN MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHCSA MpK
6nictepi; no 1 a6o no BVMPOGHULTBI FOTOBOrO NiKapCbKoro 3acoby (He3HayHa 3MiHa y
3 6nictepn y npoueci BUpoGHULTBA) 40 ONWCY CTagjii BAPOOHNYOro npouecy
KapTOHHI navui 2.11 «lMpuroTyBaHHSA pO34MHY A/151 NOKPUTTS 0BOTIOHKOHD
NPOMNOHYETLCA f0AATU NPUMITKY LLLOAO Aili ANA nonepesKeHHs
cegnmeHTauil.
164. | SOMETA® KOHUeHTpaT ans Hosapric LBeiiuapi BMPOBHULTBO 3a LLiseiiuapi BHECEHHS 3MiH [J0 peecTpaLiiHux maTepianis: 3MiHu | Tuny - 3a UA/8368/01/01
pO34MHyY Ans iHdys3ild, Papma Al A NOBHUM LIMK/TOM: al 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHKM Y BUPOGHULTBI. peyenmom
4wmr/5mnno5mny HoaprTic ®apma ABcTpis 3amiHa abo BBeAEeHHS 40AATKOBOI Ai/TbHNLi BUPOOGHMLTBA AN

dhnakoHi; no 1
(h/1aKOHY B KapPTOHHii
Kopoo6ui

LTeliH AT,
LBeliuapis;
BMPOGHMLITBO,
nepBuHHE
nakyBaHHS:
®peseHiyc Kabi
ABCTpist TM6X,
ABCTpISi;
Bi3yasibHUIA
KOHTpO/b

4yacTuHK abo BCbOro BUPOBHMYOro NpoLEecy roToBoro
NikapcbKoro 3acoby (AiNbHULA, Ha siKili NPOBOAATLCS BYAb-AKi
BMPOGHUYI CTagji, 3a BUHATKOM BUMYCKY Cepii, KOHTPOSIIO SAKOCTi
Ta BTOPVMHHOIO NakyBaHHA 4151 CTEPUNBbHUX MiKapCbKknX 3acobiB
(BKtOYAOUM BUPOGNEHI aCeNTUYHUM METOA0M), KPIM NiKapCbKMX
3aco06iB 6i0N10riYHOro/iMyHO/OMNYHOTO MOXOKEHHS)- BBEAEHHS
anbTepHaTUBHOI AiNbHULI BiANOBiAaNLHOT 32 BUPOOHMLTBO Ta
nepBMHHE NakyBaHHS rOTOBOrO NiKapCbKOro 3acoby - dpeseHiyc
Kabi ABcTpis TmM6X, XathHepwtpacce 36, 8055 Npau, ABCTpis
(BBeAEHHS 3MiH NPOTAroM 3-X MicsILLiB MicNs 3aTBEPIKEHHS);
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs

CTepui30BaHNX
hnakoHiB ons
BMPOGHMKA
®peseHiyc Kabi
ABCTpisi TM6X,
pau:
®peseHiyc Kabi
ABCTpist TM6X,
ABCTpISi;
KOHTPO/b AKOCTI
3a NOKa3HNMKOM
"BakTepiasibHi

eHAOTOKCUHW" ansa

BUPOGHMKa
®pe3seHiyc Kabi
ABcTpist TM6X,

Ipau:
dpe3seHiyc Kabi
ABcTpist TM6X,

ABCTpIS;
KOHTPO/Ib SKOCTI
3a NOKa3HNMKOM
"CTepunbHIiCTb"
AN BUPOGHYMKa
®peseHiyc Kabi
ABCTpist TM6X,
pau:

ATEC 'm6X IMEL,

ABCTpIs

3MiHN | TURY - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbknii 3aci6. 3MiHN Y
BMPOOGHULTBI. 3amiHa ab0 BBeeHHS OAATKOBOI AiNbHUL
BMPOBOHMLTBA 4151 YAaCTUHM abo BCbOro BUPOGHNYOro npoLecy
rOTOBOrO JliKapCbKOro 3acoby (finbHULSA, Ha SKi NPOBOAATLCA
6y ab-SKi BUPOOHMUI CTajii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOJI0 SIKOCTi Ta BTOPMHHOTO MakKyBaHHS /151 CTEPUIbHUX
nikapcbkyx 3aco6iB (BKOYaoUM BUPOHeHi acenTUyHUM
MEeTOA0M), KpiM Nikapcbkmx 3aco6iB 6ioN0riYHOro/iMyHONOr4YHOro
NMOXOPKEHHS) - BBEAEHHS a/IbTEPHATUBHOT AiNIbHUL,
BiANOBIAA/IbHOI 32 Bi3yasIbHUIA KOHTPO/b CTEPU/TI30BAHNX
hNakoHIB roTOBOTO JIiKapCbKOro 3acoby - ®peseHiyc Kabi
ABcTpis TM6X, Am MeBepbenapk 6, 8402 BepHaopd, ABCTpis
(BBeggeHHsA 3MiH MPOTAroM 3-X MicsLiB Nicns 3aTBepLKEHHS);
3MiHN | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHA iMNopTepa/3MiHK, L0 CTOCYIOTBCS BUMYCKY
cepii Ta KOHTPOJIH0 AKOCTI FOTOBOrO MiKapCbKOro 3acoby (3amiHa
ab0 fofaBaHHS AiNbHULI, Ha AKild 34ilicHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - AoAaBaHHA albTePHATUBHOI
AiNbHULI, BiAMNOBIAA/TbHOI 3@ KOHTPO/Ib AKOCTi 3@ MOKa3HNKOM
"BakTepiasbHi eHAO0TOKCUHW" TOTOBOrO J1iKapCbKOro 3acoby -
®peseHiyc Kabi AscTpis M'M6X, EctepmanHwTpacce 17, 4020
NiHu, ABcTpis. PepaxuiliHi 3miHn go po3giny 3.2.P.4.1.
Creuvndikauii (BBefeHHs 3MiH NPOTAromM 3-x MicALiB nicns
3aTBEPMKEHHS); 3MiHK | TMNY - 3MiHK 3 AKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu,
LLLO CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AibHUL, Ha AKii
3[iICHIOETLCS KOHTPOb/BUNPOGYBaHHS cepii) - A0AaBaHHSA
a/bTepHaTMBHOI AiNbHULL, BiANOBIAaLHOI 38 KOHTPO/Ib SIKOCTI
3a MOKa3HMKOM "CTepubHICTL" FOTOBOTO liKapCbKOro 3acoby -
ArEC 'm6X IME/, ABcTpis (BBefeHHS 3MiH NpoTArom 3-x
MiCAILiB MicNa 3aTBEPMKEHHS); 3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBUIA NikapcbkuMii 3aci6. 3MiHWM y BUPOBHULTBI. 3MiHA PO3Mipy
cepii (BkOYaKOUM giana3oH po3mipy cepii) FoTOBOro NikapCbKoro
3aco6y (3mMeHLweHHs o 10 pasiB) - BBEEHHSA albTepHAaTUBHOIO
po3mipy cepii - 6nm13bKo 304,5 kr (6113bko 300 n), wo
Bignosigae 56,000 dhnakoHiB NnikapcbKoro 3acoby Ans
BUpo6HUKa PpeseHiyc Kabi ABcTpis M'm6X, Npau, ABCTpis
(BBeAeHHs 3MiHM NPOTArom 3-X MICALIB MIiC/A 3aTBEPLKEHHS);
3MiHN | TURY - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOBHUUTBI. 3MiHX BUNpobyBaHb abo AOMYCTUMNX MEX,
BCTAHOB/IEHNX Y cneundikauisx, nig vyac BMpo6HMLTBA roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHK) - He3Ha4YHa 3MiHa onucy
npouecy BUMrotossieHHs (p.3.2.P.3.3. Onuc BMpo6HNYoro
npouecy Ta KOHTPOsIH0 MpoLecy) - 3a3HadveHHs "lMpe-dinbTpayii”
Ta 4acToTU NPOBEeAEHHS TECTYBaHHS Ha iCHyIOYil Ta HOBIl
BMPOGHUUIl AiNbHULI (BBEAEHHS 3MiH NPOTArom 3-x MicsLiB
nicns 3aTBepmkeHHs); 3MiHW | Tuny - 3MiHK 3 AKocTi. FoToBWMiA
nikapcbkuii 3aci6. Cuctema KoHTelHep/3aKynoproBasibHUIA 3aci6.
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3MiHa napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKM FOTOBOrO J1iKapCbKOro 3acoby (f0NOBHEHHS
cneumdikaLii HOBUM NOKa3HWKOM 3 BifNOBILHVM METOLOM
BUMPOOYBaHHS) - A0AaBaHHSA NOKa3HNKa KOHTPOSIKO AKOCTI
(p-3.2.P.7. CucTtema KoHTelHep/3aKynoptoBasibHuiA 3acib):
"AkicTb maTepiany” cneuudikauii 4na diakoHis 06'emom 5 mn,
LLIO BUKOPUCTOBYIOTLCA [/15 JTIKAPCbKOro 3acoby Ha AinbHuL
®peseHiyc Kabi ABcTpisa Tm6X, Mpau, ABCTpIs (4719 NpUBEAEHHS
y BignoBigHicTb 3 Bumoramu EP) (BeBegeHHs 3MiH NpoTAarom 3-x
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHU | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3mMiHa napameTpis
cneumdikauiin Ta/abo AONYCTUMKX MEX NEPBUHHOT YNaKOBKU
roToBOro NikapcbKoro 3acoby (4OMNOBHEHHS crneundikaLlii HoBUM
MOKa3HWKOM 3 BifNOBiAH/M METOAOM BUNPOOYBaHHS) -
[oAaBaHHA NokasHuka KOHTPoso akocTi (p.3.2.P.7. Cuctema
KOHTeliHep/3aKkynopoBasibHKiA 3aci6): "HkicTb MaTepiany”
cneumdikauii 419 pe3nHOBKNX KOBMAYKIB, LLIO BUKOPUCTOBYHOTLCSA
0115 nikapcbKkoro 3acoby Ha AinbHuui ®peseHiyc Kabi ABcTpist
Mvm6X, Mpau, ABCTpIA (419 NpUBEAEHHS Y BIANOBIAHICTb 3
Bumoramu EP Ta USP) BeegeHHs 3MiH npoTsarom 3-x micsiuis
nicns 3aTBepmXeHHs; 3MiHu | Tuny - 3MiHK 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoptoBasibHUIA 3aci6.
3MiHa napameTpiB cneuudikauin Ta/abo AoNyCTUMUX MEX
NMepBUHHOT YNaKoBKM FOTOBOr0 MiKapCbKoro 3acoby (iHLWi 3MiHu) -
BUAANEHHS NOKa3HUKa KOHTPOsO sKocTi (p.3.2.P.7. Cuctema
KOHTeliHep/3akynoproBanbHWii 3aci6): "Extractable substance" 3i
cneumdikauii 41 h1akoHiB, Lo BUKOPUCTOBYOTLCS A5
niKkapcbKoro 3acoby Ha AinbHuLi PpeseHiyc Kabi ABcTpisa MvbX,
pay, ABCTpisi. BBEAEHHSA 3MiH NPOTAroM 3-X MicAUIB Micns
3aTBEpMKEHHS; 3MiHU | TUny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoptoBasibHUIA 3aci6.
3miHa y MeToAax BUNpobyBaHHSA NEPBUHHOT yNakoBKW rOTOBOTO
nNikapcbKoro 3acoby (He3HauHi 3MiHM y 3aTBEpIKEHNX MeTofax
BMNPOB6YBaHb) - HE3HAUHI 3MiHU A1 NOKA3HWKA KOHTPOSII0 AKOCTI
- "Dimension" ans dynakoHis, W0 BUKOPUCTOBYOTbCS A5
nikapcbKoro 3acoby Ha AinbHuli peseHiyc Kabi ABcTpis MM6X,
['pau, ABcTpis (BBefeHHs 3MiH NPOTArom 3-X MicALiB nicas
3aTBEPAKEHHS)

165.

IEYNPOM _
ANA QITENR

CyCneH3isi opasibHa,
no 100 mr/5 mn no 100
mn, 150 mn a6o 200
MY doakoHi; no 1
oNakoHy y KOMMEeKTi
3i LWNpULOM-
fo3aTtopom rno 5 mn B
KapTOHHiA KopooLi

KOHina6, NN

CLA,

BMPOGHMLITBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNYCK cepil
roToBOro
NPOAYKTY:
Papmacbeppa

IcnaHis/
HigepnaH
an/
Monbwa/

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHum | Tuny -
noAaHHs HOBOro cepTudpikaTa BiANoOBIgHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2008-316-Rev 02 ans gito4oi peyoBuHn
Ibuprofen Big HOBOro BUPO6HMKa, B JONOBHEHHSA A0
3aTBEpMAKEHOro BUpobHUka A®I , siknii mae CEP R1-CEP 1996-
058-Rev 05; 3miHn | TMny - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLWOoT HauioHa/IbHOI
hapmakonei gepxasu EC - npuBefeHHs cneundikauii ans

6e3
peyenma

UA/15878/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

MaHydhekuypiH,
C.J1., IcnaHis;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepii
roTOBOrO
npoaykTy: ®amap
HigepneHg B.B.,
HigepnaHgu;
KOHTPO/b AKOCTI
(3a BUHATKOM
MiKpo6ionoriyHoro
KOHTPO/H0),
BUMYCK cepii
roTOBOrO
NPOAYKTY:
dapmanigep,
C.A., Icnanis;
BMNyCK cepil
roToBOro
npopykty: TOB
HOC dapmauis,
MonbLua;
anbTepHaTUBHa
OinbHUUA ons
npoBefeHHs
Mikpob6ionoriyHoro
KOHTPO/IO
(cy6porosip 3
BMPOGHUKOM
dapmanigep,
C.A): biona6
C.J1., IcnaHis

Aitoy0T pevoBuHK IBynpodeH y BigNOBIAHICTL A0 BUMOT
MoHorpadii Ibuprofen EP

166.

IBY®EH® _
ANA QITENR
MAJIMHA

CycCneHsis opasibHa,
100 mr/5 mn, no 100
My NAacTUKoBOMY
(NET) donakoHi 3
nonieTuneHosnm
agantepom; no 1
dhnakoHy pasom 3
LUNpULLEM-[,03aTOPOM
B KQpPTOHHIM nayui

MEOAHA
PAPMA
AKLioHepHe
ToBapucTso

Monbla

MepaHa ®apma
AKLjOHepHe
ToBapucTeo

Monbia

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis:
3MiHu | TUny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHW 40 y3arasibHEHUX AaHUX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT 0coou,
BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHVKa AN 34iACHEHHS
chapmakoHarnagy B YkpaiHi, KLL0 BOHa BigMiHHA Big,
yMOBHOBaXeHOT 0co6u, BigNoBiAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy (Bkouyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemu chapmakoHarnsgy) 3MiHa
YMOBHOBaXEHOI 0c06U, BifNoBiAaIbHOI 3a 3AiNCHEHHS

6e3
peyenma

UA/9215/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
thapmakoHarnsgy: fAitoua pegakuyis: Dr. Izabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[JaHnx ynoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
chapmakoHarnsgy.
167. | IBY®EH® CyCneHsisi opaibHa 3 $apmaneBTUY Monbua MepaHa ®apma Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 6e3 UA/14437/01/01
POPTE Ma/IMHOBUM HWI1 3aBOf, AxkuioHepHe 3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsay. peyenma
apomarom, rno 200 "MONb®APM ToBapucTso BBeaeHHs abo 3MiHU [0 y3arasibHeHUX AaHUX NPo cucTemy
mr/5 mn; no 40 a6o no A" C.A. thapmakoHarnagy (BBeAeHHS y3arasibHeHUX faHnx Npo cuctemy
100 mn y chnakoHi; no hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0cobw, BignosiganbHOI
1 cpnakoHy 3i 3a 3[jicHeHHs hapMakoHarisay; KOHTakTHOT ocobu 3
LUMPWLLOM-403aTOPOM chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
Y KapTOHHI/ Kopobui YKpaiHi, AKLW0 BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0Cc06U,
BiANOBIAANLHOI 3a 34iliCHEHHS hapMakoHarnagy (Bkvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemMu hapMakoHarnsgy) 3miHa yrnoBHOBaXXEHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsagy: ditoua
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepakuisn: Krzysztof
Karpinski. 3mMiHa KOHTakTHVUX AaHNX YNOBHOBaXKEHOT 0CobMU,
BignoBiga/IbHOI 3a 3AiACHEHHS] hapMaKoHarnsay.
168. | IBY®PEH® CycneHsisi opasibHa 3 PapmavneBTny MonbLa MepaHa ®apma Monbua BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny - 6e3 UA/12829/02/01
POPTE NOJTYHUYHUM HWIi 3aBOg AKLjiOHEpHe 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. peyenma
apomaTtom, no 200 "MONb®APM ToBapucTso BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHUX NPo cucTemy
mr/5 mn; no 40 a6o no A" C.A. hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
100 M1y chakoHi; no hapMakoHarnsgy, 3MiHa yrnoBHOBaXeHOT 0Co6M, BignoBiganbHoi
1 chnakoHy 3i 3a 3[jficHeHHsT hapMakoHarisay; KOHTaKkTHOI ocobu 3
LUNPULLOM-[,03aTOPOM thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
Y KapTOHHI KOpOOLL YKpaiHi, K0 BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0C06U,
BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (BKvakum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
cucTemu gpapMakoHarnsgy) 3miHa yrnoBHOBaXXEHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy: ditoua
pegpakuis: Dr. 1zabela Slowik; MponoHosaHa pefakuis: Krzysztof
Karpinski. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXKEHOI 0Cco6u,
BiANoBiga/IbHOI 3a 3AiiCHEHHS] hapMaKoHarnsay.
169. | IBY®EH®AN CyCneHsis opasibHa, MEOAHA MonbLa MEOAHA ®APMA Monbuwa BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 6e3 UA/11881/01/01
A AITEN 100 mr/5 mn, no 100 DAPMA AxuioHepHe 3miHu | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
nonyHuusa a6o no 120 mny AKLUioHepHe ToBapucTso thapmakoHarnagy. BBefeHHs abo 3MiHM [0 y3arasibHeHNX JaHUX
nnacTuKoBOMy ToBapucTBo npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHnX

chnakoHi; no 1
hnakoHy 3i LINPULLOM-
[103aTOPOM Y
KapTOHHIM navui

npo cucTemy papmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT ocoow,
BiANOBIAA/LHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsgy 3asaBHVKa 15 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YNOBHOBaXEHOT 0c0O6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
thapmakoHarnagy: firova pegakuis: Dr. 1zabela Slowik;
IMponoHoBaHa pegakuis: Krzysztof Karpinski. 3miHa KOHTaKTHUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
[aHnX yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 32 34iiCHEHHS
chapmakoHarnsgy.
170. | ISBOHIA3NA- PO34UH NS iH'EKLN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiitHux maTepianiB:3miHu | Tuny - 3a UA/2671/02/01
AAPHULA 100 mr/mn "papmaueBTu "®apmMaueBTNYHa 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 5 mn B amnyni, no 5 yHa thipma thipma "JapHuus” BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
amnys y KOHTYpPHIi "fapHnus” hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
YapyHKOBIli ynakoBL, hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
N0 2 KOHTYpPHi 3a 3[jicHeHHs1 hapMakoHarisay; KOHTaKTHOI ocobu 3
YapyHKOBI yNakoBK/ B thapmakoHarnsgy 3asiBHUKa Ans 34iliCHEHH hapmakoHarnsay B
navui YKpaiHi, KLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuyakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobwu,
BignoBigasbHOI 3a hapmakoHarnsag : [itova pegakuis — CMOBX
CranicnaBa AHaToniiBHa. MponoHoBaHa pegakuis — Cipaxos
Irop OnekcaHgpoBuy
171. | IMOAIYM® Kancynu no 2 mr no 6 MakHin Benuka AHccen-Cinar dpaHuis BHECEHHS 3MiH 0 peecTpauiitHux maTepiasnis:3miHu |l Tuny - 6e3 UA/9831/01/01
abo 20 kancyny MpopaxTc BpuTaHis 3MiHWN A0 IHCTPYKLIT 415 MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro peyenma
6nictepi; no 1 NimiTeq 3acoby Ao posainy "MNepenosyBaHHs".
6nicTepy B KApTOHHIiA BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPKEHHSA
nauui
172. | IMOAIYM® TabneTku, Lo MakHin Benuka KaraneHt FOK Benwuka BHECEHHS 3MiH 40 peecTpauiiHux maTepiasis:3minu |l Tuny - 6e3 UA/9831/02/01
EKCINPEC ONcnepryTbes B Mpopaktc BpuTaHis CBiHAOH 3ugic BpuTania/ 3MiHM [0 [HCTPYKUIT AN MeAUYHOro 3aCTOoCyBaHHSA NiKapcbKoro peyenma
POTOBI NOPOXHWHI, NO Nimiteq Niviten, Benuka PpaHLin 3aco6y Ao posainy "MepenosysaHHs".
2 wr, no 6 TabneTok y BputaHis; BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHS
6nictepi; no 1 BTOPVHHA
6nicTepy B KAPTOHHiiA ynakoBKa, [03BiN
yrakoBLi Ha BUMYCK cepii:
Anccen Cinar -
Ban ge Pioid,
PpaHuis
173. | IHAANEH SR | TabneTku, BKPUTI dapmaneBTNY Monbua dapmaLleBTUYHNI Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0877/02/01
060/10HKOIO 3 HWI1 3aBOf, 3aB0[ 3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
MoAMhikoBaHNM "MONMb®APM "MONb®APMA" thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHVX faHux
BUBINIbHEHHSM MO 1,5 A" C.A. C.A. npo cuctemy hapmakoHarnsgy (BBe4eHHs y3arasibHeHUX JaHnX
mr; no 14 a6o no 15 npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0cobu,
TabneTok y 6nictepi; BiANOBIAA/LHOI 32 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOT
no 2 aéo no 4 0co6u 3 chapmakoHarnsay 3asBHVKa o151 34iIACHEHHS
6nicTepn B KapTOHHI thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
Kopoo6Li yMOBHOBaXeHOT 0co6u, BigNOBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnsaay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsagy) - 3miHa
yMOBHOBaXeHOT 0co6u, BigNOBiAabHOI 3a 34iiCHEHHS
thapmakoHarnagy: fitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuis: Krzysztof Karpinski. 3MiHa KOHTakTHUX
[aHnXx yNoBHOB&XEHOI 0CO6M, BiANOBIAA/ILHOI 32 34iiCHEHHS
dhapmakoHarnsgy
174. | ICEHTPECC Tab1eTkn, BKPUTI Mepk LWapn i Lseiuapi Brpo6HMK Cinranyp/ BHECEHHS 3MiH [10 peecTpaliiHMx maTepiasis: 3MiHu | Tuny - 3a UA/9325/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

NAiBKOBOO
060/10HKO10, M0 400
Mr; no 60 TabneTok y
chnakoHi; no 1
(h1aKOHY B KapTOHHIi
Kopoo6ui

Joym IAEA
v6X

Hepo3dacoBaHoi
npoaykuii Ta
KOHTPO/1b AKOCTI:
MCJ, IHTepHeLwHN
m6X (chinis
Cinranyp),
CiHranyp;
MC/ IHTepHeLHN
v6X / MC[,
IpnaHgis
(Bennigaiin),
IpnaHgjs;
MNepBuHHE Ta
BTOPUHHE
nakyBaHHs, [,03BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Hinepnanamn

Ipnangis/
HigepnaH
an

AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BNacHMKa peecTpaLiiHoro nNocBig4eHHs!) - 3MiHa
Ha3BW Ta agpecy 3asBHMKa

peyerimom

175.

ICEHTPECC

TabneTkn, BKpUTI
NNiBKOBOIO
o060n0HKoto, no 400
mr; in bulk: no 60
TabneTok y oNakoHi;
no 120 dhnakoHis B
rpynoBiii ynakosL,i

Mepk LWapn i

Joym IAEA
eX

Lseiiuapi
a

Brpo6HuK
Hepo3dgiacoBaHol
npoaykuii Ta
KOHTPO/b SKOCTI:
MCJ, IHTepHeLHN
v6X (chinis
CiHranyp),
CiHranyp;
MCJ, IHTepHeLHN
rveX / MCJ,
Ipnangis
(Bennigaiin),
Ipnangis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs1, 4,03BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnangm

Cinranyp/

Ipnangis/

HigepnaH
an

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu
3asBHUKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
Ha3BMW Ta afpecy 3asBHUKA

UA/14320/01/01

176.

nony
PO3YVH
CMNPTOBUIA
5%

po3uuH ans
30BHILUHLOIO
3acToCyBaHHs,
cnupToBuMin 5 % no 9
My hnakoHax; no 9
MY dh/1akoHi; no 1
dhnakoHy B nauvui 3
KapToHY;

no 20 mn y donakoHax-

TOB
"TepHodhapm"

Ykpaina

TOB
"TepHodhapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis:3miHu |l Tuny -
3MiHa BUPOGHMKA BUXIAHOro/NPOMIKHOTO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AP, abo 3MiHa
BUpPOGHMKa (BKOYatoun, e HeobxigHo, MicLie MPOBEeLEHHS
KOHTpO/It0 AKoCTi) AP - BBEJEHHSA HOBOrO BUPOGHMKa s API
Vog 3 HapaHHsM MalicTep-chaiina Ha Ad|

6e3
peyenma

UA/8249/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KpanesnbH1usax; no 20
MY hakoHi-
KpanenbHuui; no 1
chnakoHy-KpanenbHuLj
B NayLi 3 KapTOHY
177. | KAHCUAA3® | niodpinizat gns Mepk Wapn i Lsenuapi 3a MOBHUM ®paHuia/ BHECEHHS 3MiH [0 peecTpaliiHux maTepiasis: 3MiHu | Tuny - 3a UA/2841/01/01
pO34uHy ANs iHQy3il Ooywm IOEA A LIMK/IOM: HigepnaH AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
no 50 mr 1 chnakoH 3 6X Nab6opaTtopii Mepk on 3asBHMKa (BNacHyKa peecTpaLiiHoro nocBigYeHHst). 3miHa
NOPOLLUKOM Yy LWapn i foym Ha3BW Ta afipecu 3aAaBHUKa
KapTOHHIA KopooLi LLn6pe, ®paHujs;
BTOPWHHA
ynakoBka, [,03BiN
Ha BUMyCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanan
178. | KAHCUAA3® | niodpinizat gns Mepk Wapn i LBeliuapi 3a MOBHUM ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/2841/01/02
PO34UMHY AN iHQY3il [oywm IAEA a LMK/TOM: HigepnaH AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peuyenmom
no 70 mr 1 cpnakoH 3 M6X Na6opaTtopii Mepk on 3asBHMKa (BNacHyKa peecTpauiiHoro nocBigveHHst). 3miHa
MOPOLLKOM Y LWapn i floym Ha3BW Ta afpecy 3asBHUKa
KapTOHHI KOpoOL; LLinbpe, PpaHuis;
BTOPUHHA
ynakoBka, [103BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnangmn
179. | KAPMETAOW | TabneTku, BKPUTI YOPN4 TypeyuunH yopna TypeyunH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/14715/01/01
H NNiBKOBOIO MEOMUNH a MEOVLUNH INAY a 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peyenmom
0060/10HKOHO, 3 INAY CAH. BE CAH. BE TIAXK. BBeaeHHs abo 3MiHU [0 y3arasibHEHVX AaHUX NPOo cucTemy
MoaucikoBaHUM TIAXK. A.LL. A.LL. thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHunx Npo cuctemy
BVBI/IbHEHHAM, No 35 hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu, BifnosifganbHOI
Mr no 30 TabneTok y 3a 3[jicHEeHHS hapMakoHarisay; KOHTakTHOI ocobu 3
6nictepi; no 2 hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapmakoHarnsay B
6nicTepn B KapTOHHIlA YKpaiHi, K0 BOoHa BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
Kopoo6ui BiANOBIAAILHOI 3a 34iliCHEHHS thapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cuctemn chapmakoHarnsgy) 3mMiHa ynoBHOBaXXeHOi 0cobu
BiANOBIAa/IbHOI 3a thapmakoHarnsg: [iroya pegakuis: XocelH
ToHisni / Mr. Huseyin Tonyali. MponoHoBaHa pepakuis: Mescim
Inbkbaxap AiHyens / Mrs. Mevsim llkbahar Dincel. 3miHa
KOHTaKTHUX JaHWX yNOBHOBaXXEHOI 0co6y, BiANOBIAAILHOI 3a
dhapmakoHarnsg. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobwm,
BiNOBIAaNbHOI 3a hapmakoHarnag. 3miHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy. 3miHa
MiCLLe3HaX0KEHHSI MacTep-goainna.
180. | KBETUPOH TabneTku TOB "ACIHO YkpaiHa TOB "dapma YKkpaina BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiiB: 3MiHa 3asiBHUKa 3a UA/14089/01/01
XR 200 NPOSIOHroBaHOI fii, No YKPAIHA" Crapt" (BNacHvKa peecTpauiiftHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenmom
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

200 wr, no 10
Tabnetok y énictepi;
no 1 a6o no 3, abo no
6 6nicTepis y nauui 3
KapToHy

Bi 23.07.2015 Ne 460) - 3MiHa 3asiBHMKa rOTOBOr0 NiKapCbKOro
3acoby y 3B°A3Ky 3 Nepefayeto npasa BNACHOCTi Ta
MapKETMHrOBUM PiLLIEHHAM KOMMaHii 4ilo4oro Ta HOBOro
3agBHUKIB (TepmiH BBEAEHHS 3MiH - NpOTArom 6 micAuis nicns
3aTBEPKEHHS); 3MiHW | TUNY - 3MiHKU WoA0
6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHW [0 y3araslbHeHVX AaHnX Npo cuctemy papMakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHUX NPO cucTeMy hapMakoHarnaay,
3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a 3AIICHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnagy
3aABHUKA AN1A 34iiCHeHHA dhapMakoHarniagy B YkpaiHi, kLo
BOHa BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHOT 3a
3[jiCHeHHs1 hapmakoHaraay (BK/IYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-haiina cuctemu
hapmakoHarnsgy) - 3aMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBigasbHOI 3a hapmakoHarisg. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLe3HaxoMKeHHs MacTep-haiina; 3minu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLsi NPOBaMKEHHS AiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIOUAKUM 4ifibHUL BUNYCKY cepii abo
MicL,e NpoBeAEeHHS KOHTPOJII0 AKOCTI. (AISNBHICTb, 3a Ky
BiANOBiAAe BUPOGHUK/iMNOPTEP, BK/IOUAOUM BUMYCK Cepild) -
3MiHa HanMcaHHA afpecun Micus NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa rOTOBOrO NiKapCcbKoro 3acoby, komnaxii TOB «®apma
CTtapT», 6€3 3MiHV (DaKTUYHOIO MiCLSt NPOBaKEHHS AiSiSIbHOCTI,
BHOCUTbCS Y 3B'A3KY 3 PileHHsM KuniBcbkoi Micbkoi pagw Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByNMLb, HANMEHyBaHHS NIOLLY, Ta NPUCBOEHHS iIMEH
cksepam B MicTi Kuesi (TepMiH BBEAEHHS 3MiH - MPOTAroMm 6
MicsILiB Micnsi 3aTBepPAKEHHS)

181.

KBETUPOH
XR 400

Tabnetku
NPOMIOHrOBaHOI Aii, No
400 wmr, no 10
Tabnetok y 6nictepi;
no 1 a6o no 3, abo no
6 6nicTepiB y nauui 3
KapToHy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHa 3asiBHMKa
(BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3
Big, 23.07.2015 Ne 460) - 3MiHa 3aABHMKa rOTOBOrO JliKapCbKOro
3acoby y 3B°A3Ky 3 Nepefayeto npasa BNACHOCTI Ta
MapKEeTMHrOBUM PiLLIEHHAM KOMMaHii Ailo4oro Ta HOBOro
3asABHVKIB (TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsiLiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHW [0 y3araJlbHeHVX AaHnX Npo cuctemy papMakoHarnagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy hapMakoHarnaay,
3MiHa YNOBHOB&XEHOI 0CO6M, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
3asBHUKA AN1A 34iICHeHHA hapMakoHarniagy B YkpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHoOT 3a
3[jiCHEeHHs1 hapmakoHariaay (BK/IKYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina cuctemu
dpapMakoHarnsay) - 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXKEHOI

3a
peyenmom

UA/14089/01/02
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Ymosu
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Homep

peecmpayiliHo2o

MocBi0OYEeHHs

ocobu, BiAnoBigasbHOI 3a hapmakoHarisg. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLe3HaxoMKeHHs MacTep-haiina; 3minum | Tuny -
AfMiHiCTpaTWBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLsi NPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIOUAKUM 4iibHUL BUNYCKY cepii abo
MicL,e NpoBeAEeHHS KOHTPOJIHO AKOCTI. (AISNbHICTb, 3a Ky
BiANOBiAAe BUPOGHUK/iMNOPTEP, BK/IOUAOUM BUMYCK Cepild) -
3MiHa HanMcaHHA afpecun Micus NPOBaKEHHS AiSNbHOCTI
BMPOGHMKA rOTOBOrO NiKapCcbKoro 3acoby, komnaxii TOB «®dapma
CTtapT», 6€3 3MiHV (DaKTUYHOIO MiCLSt NPOBaKEHHS AiSi/IbHOCTI,
BHOCUTbCS Y 3B'A3KY 3 PileHHsaM KuniBcbkoi Micbkoi pagw Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByNMLb, HANMEHyBaHHS NIOLLY, Ta NPUCBOEHHS iIMEH
cksepam B MicTi Kuesi (TepMiH BBEAEHHS 3MiH - MPOTAroMm 6
MicsILiB Micnsi 3aTBePAKEHHS)

182.

KEMMNPA®

pO34unH opasibHuiA, 100
mr/mn no 300 mny
dhnakoHi; no 1
dhnakoHy 3 MipHUM
nnacTuKoBUM
LUMPMLIOM Y nauui 3
KapToHy

IOCB ®apma
C.A.

Benbris

Hekctdapma CAC

dpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHuM | TMNY - 3MiHKM A0 IHCTPYKLT A1 MEeAMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3Ainis "®apmakonoriyHi BnacTmBocTi”,
"B3aemopia 3 iHWKMMK NiKkapcbkuMm 3acobamu Ta iHLWi B1uan
B3aemogiin", "OcobmMBOCTi 3acToCyBaHHA", "3acTocyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib
3acTocyBaHHsA Ta go3un", "MobivHi peakuii”. BBeAeHHS 3MiH
npoTsArom 6 MicsliB 3 AaTy 3aTBEPAKEHHS

3a
peyenmom

UA/9155/02/01

183.

KETOJ1AK

Tabnetku no 10 mr no
10 Tabnetok y
6nictepi; no 1
6nictepy B naui

AT

"KUIBCbKN

BITAMIHHW
3ABOA"

Ykpaina

AT "KUNIBCbKUA

BITAMIHHN
3ABOJ"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHK 3 siKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa
y TepMiHax npugaTHOCTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36i/1bLUeHHs TepMiHY NpUMAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [1ns Toprosoi ynakosky (MiATBEPAKYETLCA
OaHUMW peasTbHOTO Yacy) - 36iNbLIEHHS TePMiHY NPUAATHOCTI
roTOBOrO NiKapCbKOro 3acoby Ha OCHOBI NO3UTVBHUX pe3y/bTarTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbINLHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepMiH NPUAATHOCTI. 2 pokn 3anponoHOBaHO:
TepMiH npugatHocTi. 3 pokun (BBeLEeHHS 3MiH NPOTAroM 6-Tn
MicALIB MiC/1A 3aTBEPLKEHHS)

3a
peyenmom

UA/4802/01/01

184.

KITPYAA®

KOHLieHTparT Ans
PO34uHy ANs iHQY3il,
25 mr/mn; no 4 mn
KOHLeHTpaTy y
dhnakoHi; no 1
donakoHy 3
npenapaTtom B
KapTOHHIA Kopoo6Li

LWepiHr-Mnay
CeHtpaui IcTt
Al

LLseiuapi
a

BMPOBHUK

Hepo3dacoBaHOT

npoayKLuii,

KOHTPO/1b AKOCTI
Ta TeCTyBaHHA

cTabinbHoCTi,
nepBUHHE
nakyBaHHS:
MCJ, IpnaHgis
(Kapnoy),
Ipnangis

KOHTPO/Ib AKOCTI
Ta TECTYBaHHSA

Ipnangis/
Benvka
BputaHis/
HimeuumH
al benbris

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB:3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsmy.
BeefeHHs abo 3MiHM [0 y3araslbHEHUX AaHnX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHnX npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0co6w, BifnoBiAanbHOI
3a 3[jicHEHHsT hapMakoHarsay; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS hapMmakoHarnsay B
YKpaiHi, K0 BoHa BiAMiHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (BKuarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daina
cucTeMu dpapmakoHarnsgy) 3miHa micust 34iliCHEHHS OCHOBHOI
AiSNbHOCTI 3 thapmakoHarnagy.
3MiHa MicLle3HaxoMmKEHHSA MacTep-thaina

3a
peyenmom

UA/16209/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
CTabifNIbHOCTi:
MC/ IHTepHeLwHN
rM6X/MCL
IpnaHgisa (BpiHi),
Ipnangis
H.B. OpraHoH,
HigepnaHvgu
KoBaHc
NabopaTopi3
Nimiteq (KoaHc),
Benvka bputaHis
TeCTyBaHHS
CTabifNIbHOCTi:
HysicaH 62X,
HimeuunHa
BTOPUHHE
nakyBaHHs1, 4,03BiN
Ha BUMYCK cepii:
LWepinr-Mnay
Na6o H.B.,
Benbris
185. | KNAUMA® CP | Tabnetku, BKpUTI ABGOTT HimeuunH A668Bi C.p.n. ITanisa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/2920/01/01
NNiBKOBOIO Na6opatopi3 a AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuyenmom
060/10HKOI0, M6X (Brntovaroun AinbHuL ans A®l, NpoOMiXXHOTO NpoaykTy abo
NPOOHrOBaHoT Aii no roTOBOrO NiKapPCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS
500 mr no 5, aéo no 7 nakyBaHHsl, BUPOGHMKa, BigNoBifa/IbHOrO 3a BUMYCK cepild, Micue
TabneTtok y énicrepi, NpoBeAEHHS KOHTPOIO cepil) abo nocTavyasibHMKa BUXigHOrO
no 1 6nictepy B marepiany, peareHTy abo AOMOMIXHOI PEHOBVHM (SKLLO
KapTOHHI Kopobuj; no 3a3HayveHo y aocke) CynyTHSA 3MiHa - 3MiHK 3 AKOCTi. [0TOoBWIA
7 TabneTok y 6nictepi, nikapcbkuii 3aci6. Cuctema KoHTelHep/3akynoploBasibHUIA 3aci6.
no 2 6nictepu B 3MiHa po3Mipy ynakoBKM rOTOBOrO MiKapCbKoro 3acoby
KapTOHHI KopooLi (BUNYyYEHHS YyNakoBKX NEBHOr0 PO3Mipy) BUYYEHHS OLHOrO i3
[BOX 3aTBepXeHnx BUpo6Hukis 13 Aecika KsiH60po flimiTes,
BenukobpuTaHia Ta, K HacnifoK, BUNyYeHHs ynakoskv no 14
TabneTok y 6nictepi, no 1 6nicTepy B KAPTOHHIli kOpoO6Li: 3MiHK
BHECEHO B iHCTPYKL,i0 4715 MEAMYHOrO 3aCTOCYBaHHS LWo40
HaliMeHyBaHHS Ta MiCLie3HaxOMKEHHS 3asBHUKa Ta y p.
«YnakoBKa», K Hac/iA0K — BiANOBIAHI 3MiHW y TEKCT
MapKyBaHHS1 yNakoBKU NikapcbKoro 3acoby.
186. | KJIEKCAH® pO34uH ANs iH'ekuii no | TOB "CaHodi- YkpaiHa DPAMAP XENC IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/10143/01/01
300 10 000 aHTK-Xa ABeHTiC KEAP CEPBICI3 HimeuuunH 3MiHM Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. 3miHu peyenmom
MO/mn, Nel (no 1 YkpaiHa" MALPWA, C.AY., a Y KOPOTKiA XapakTepucTuL,i nikapcbKoro 3acoby, TeKCTi

6araTof030B0OMY
donakoHy no 3 mn B
KapTOHHI KOpooLy)

IcnaHis;
CaHodi-ABeHTiC
Loiunang vo6X,
HimeyunHa

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Y
3B’AA3KY i3 HOBVMW AaHUMW 3 SKOCTI, JOKMIHIYHUMU, KAIHIYHUMIN
JaHnMu Ta AiaHumm 3 chapmakoHarnagy - 3MiH1 BHECEHO [0
IHCTPYKUIiT 415 MeANYHOro 3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ginis "Cknaf" (BHeceHa po3'acHioBasIbHA iHhopMaLlist LWoAo
Ljto40i pevyoBuHKW), "®apmakosiorivyHi BnactmeocTi”, "MokasaHHsa"
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Ne
n/n
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NiKapcbKo20
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Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

(peparoBaHo Yy 3B'A3KY i3 CTBOPEHHAM €AMHOTO NPOEKTY
IHCTpYKLUiT Ana fo3 2000 MO, 4000 MO, 8000 MO, 10000 MO),
MpoTtunokasaHHa","B3aemogis 3 iHWMMK fikapCbkumu 3acobamu
Ta iHWi BUAW B3aemogiit”, "OcobamMBOCTi 3acToCcyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI abo rogyBaHHsA rpyaar”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakLii Npu kepyBaHHi
aBTOTpaHCMopToM abo iHWMMKU MexaHismamu', "Cnoci6
3acTocyBaHHA Ta gosun”, "Aitn", "Mepeno3sysBaHHs", "Mo6iuHi
peakuii” (BBegeHHS 3MiH MPOTAroM 6-Tn MicAUiB nicns
3aTBEPAKEHHS)

187.

KMIBAC 10

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKoOt0, M0 10 Mmr;
no 10 TabneTtok y
6nictepi; no 1 a6o 3
6nicTepn B KapTOHHIA
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepiasnis: 3MiHa 3asiBHMKa
(BnacHvKa peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460): 3MiHa 3aABHMKa rOTOBOrO NiKapCbKoro
3acoby y 3B'A3Ky 3 nepegayeto npasa BMacHOCTI Ta
MapKEeTMHrOBUM PiLLIEHHAM KOMMaHii Ailo4oro Ta HOBOro
3asABHVKIB (TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicsiLiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHW [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHMX AaHUX NPO cucTeMy hapMakoHarnaay,
3MiHa YNOBHOB&XEHOI 0CO6M, BiAMNOBIAA/IbHOI 3a 3AIICHEHHS
chapmakoHarnsgy; KoOHTakTHoi ocobu 3 hapmakoHarnagy
3asBHUKA ANA 34iICHeHHA hapMakoHarniagy B YkpaiHi, kLo
BOHa BiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHoOT 3a
3[jiCHeHHs1 hapmakoHariaay (BK/IYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina cuctemu
hapmakoHarnsigy) - 3aMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBigasbHOI 3a hapmakoHarisg. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLe3HaxoMKeHHs MacTep-haiina; 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
MiCLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIUAKUM 4ifibHUL BUNYCKY cepii abo
MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BUPOGHMK/iMNOPTEP, BK/IOYAOUM BUMYCK Cepild) -
3MiHa HanMcaHHA agpecu Micus NPoBaKeHHS AisNbHOCTI
BMPOOHYKa rOTOBOrO /likapCbKoro 3acoby, komnaHii TOB «®apma
CTtapT», 6e3 3MiHV (hakTUYHOTO MiCLSt NPOBaKEHHS AiS/IbHOCTI
BHOCUTbCS Y 3B'A3KY 3 PilleHHsM KuiBcbkoi Micbkoi paay Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BYyNMLb, HANMEHYBaHHS NIOLY, Ta NPUCBOEHHS iIMEH
ckBepam B MicTi Kuesi (TepMiH BBEAEHHS 3MiH - MPOTAroMm 6
MicsLiB MicNs 3aTBEPMKEHHS)

3a
peyenmom

UA/12971/01/01

188.

KNIBAC 20

TabneTkun, BKPUTI
NNiBKOBOIO
060/10HKOH0, Mo 20 Mr;
no 10 TabneTtok y
6nicTepi; no 1 a6o 3

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx MmaTepianis: 3mMiHa 3asBHMKa
(BNacHvKa peecTpauiintHoro noceig4veHHs) (3rigHo Hakasy MO3
Bifg, 23.07.2015 Ne 460): 3MiHa 3asBHMKa rOTOBOIO NiKapCbKoro
3acoby Yy 3B'A3Ky 3 nepejayero npasa BNACHOCTI Ta
MAapKETMHIOBMM PiLIeHHAM KOMMaHiii 4jto4oro Ta HOBOro

3a
peyenmom

UA/12971/01/02
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Homep
peecmpayiliHo2o
nocsioYeHHs1

6nicTepy B KapTOHHI
nauui

3agBHUKIB (TepmiH BBEAEHHS 3MiH - NpOTArom 6 micauis nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHW [0 y3araslbHeHVX AaHnX Npo cuctemy papMakoHarnagy
(BBEAEHHSA Y3araslbHEHVX AaHWX NPO cucTeMy hapMakoHarnaay,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AIICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3aABHUKA ANA 34iICHeHHA ddapMakoHarniagy B YkpaiHi, kLo
BOHa BigMiHHa Bif, yNOBHOBaXeHO! 0cobu, BignosiganbHOT 3a
3[jiCHeHHsT hapmakoHaraay (BK/IYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3aMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBigasIbHOI 3a hapmakoHarsg. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3MmiHa
MiCLe3HaxoMKeHHs MacTep-haiina; 3miHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLsi NPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKIOUAKUM 4ifibHUL BUNYCKY cepii abo
MicL,e NpoBeAEeHHS KOHTPOJIH0 SKOCTI. (AISNBHICTb, 3a Ky
BiANOBiAAe BUPOGHUK/iMNOPTEP, BK/OUAOUM BUMYCK Cepild) -
3MiHa HanMcaHHA agpecun Micus NPOBaKEHHS AiSNbHOCTI
BMPOGHMKA rOTOBOrO fiKapCcbKoro 3acoby, komnaxii TOB «®dapma
CTtapT», 6e3 3MiHV (haKTUYHOTO MiCUSl NPOBaKEHHS AiS/IbHOCTI
BHOCUTbCS Y 3B'A3KY 3 PileHHsM KuniBcbkoi Micbkoi pagw Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByNMLb, HAMEHyBaHHS NIOLLY, Ta NPUCBOEHHS iIMEH
cksepam B MicTi Kuesi (TepMiH BBEAEHHS 3MiH - MPOTAroM 6
MicsILiB Micnsi 3aTBepPAKEHHS)

189.

KNO®E/IH IC

Tabnetku no 0,3 Mr no
10 Tabnetok y
6nictepi; no 3
6nictepun y nauui

ToBapucTso 3
[0[aTKOBOK
BignosiganbHi
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0[4aTKOBOK
BifNoBiAabHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:
3MiHu | TURNY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHKn
y BUPOOHMLTBI. 3MiHU BUNPO6yBaHb ab0 fONyCTUMUX MEX,
BCTaHOB/IEHUX Y cnewmdikaLisix, nig yac BMpobHULITBA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHM) 3MiHM BUNPObYyBaHb Nif Yac
BMPOGHULTBA — T. «OAHOPIAHICTb BMICTY», «KinbkicHe
BU3HAYEHHSA» B METOAMLL KOHTPO/O [paHynaT HeonyapeHuit
ons posyeaHb 0,15 Mr Ta 0,3 Mr 3i 3MiHOKO NPO6ONIATOTOBKN —
NPUroTyBaHHS EAVHOT HABaXKKK, LLIO BiAOUPAETLCSA 3 EANHOTO
NMPOMDKHOIO NPOAYKTY.
3MiHu | TURNY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHKn
y BUPOOHMLTBI. 3MiHU BUNPO6yBaHb ab0 fONyCTUMUX MEX,
BCTaHOB/IEHUX Y cnewmdikayisx, nig yac BMpobHULLTBA rOTOBOrO
NiKapcbKoro 3acoby (3BY)XEHHS AOMYCTUMMUX MEX) 3MiHN
BUMNPOOYBaHb B NPOLLECi BUPOBGHMLITBA — 3BYXXEHHA MeX
nokasHuka «KinbkicHe BU3HauYeHHs» y cneyndikauii npoOMiXXHOro
npoaykTy «paHynsT HeonyapeHuii» BCiX A03yBaHb BiAMOBIAHO
[0 3aTBEPOKEHVX METOZAIB BUNPOOYBaHHS. 3MiHuM | Tuny - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuid 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa napameTpis

3a
peyenmom

UA/16533/01/03
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cneumdikauin Ta/abo AONYCTUMKX MEX NEePBUHHOT YNaKOBKU
roTOBOrO NiKApPCbKOro 3acoby (BUTyYEeHHS HE3HAYHOrO
nokasHuka (Hanpvknag 3acTapisioro NokasHuKa))
3miHa napameTpiB cneuudikaLiii, BUTy4YeHHs He3Ha4YHOro
nokasHuka 3i cneuudikavii Ta MeToAiB KOHTPOO NEPBUHHUX
nakyBasibHUX Matepianis MniBka nonisiHinxnopugHa ta donbra
a/IOMiHIEBA NOKA3HWUK [eOMeTpUYHI po3mipn/Po3mipw.

190.

KNO®E/IH IC

Tabnetku no 0,1 mr no
10 Tabnetok y
6nictepi; no 3
6nictepu y nauui

ToBapucTso 3
[0[aTKOBOK
BignosiganbHi
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0[aTKOBOK
BifNoBiAaNbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURY - 3MiHK 3 SKOCTI. FoTOBMIA NikapCbkuii 3aci6. 3MiHKn
y BUPOOHMLTBI. 3MiHU BUNPO6yBaHb ab0 fONYCTUMUX MEX,
BCTaHOB/IEHUX Y cneLmdikayisix, nig yac BMpobHULITBA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHK) 3MiHM BUNPOBbYyBaHb Nif Yac
BMPOGHULTBA — T. «OAHOPIAHICTb BMICTY», «KinbkicHe
BU3HAYEHHSA» B METOAULI KOHTPO/O [paHynaT HeonyapeHuit
ons posyeaHb 0,15 Mr Ta 0,3 Mr 3i 3MiHOKO MPO6ONIATOTOBKN —
NPUroTyBaHHS EAVHOT HABaXKKK, LLIO BiAOUPAETLCSA 3 EANHOTO
NMPOMDKHOIO NPOAYKTY.
3MiHu | TURNY - 3MiHK 3 SKOCTI. FoTOBMIA NikapCbkuii 3aci6. 3MiHKn
y BUPOOGHWLTBI. 3MiHU BUNPO6yBaHb ab0 [ONYCTUMUX MEX,
BCTaHOB/IEHUX Y cnewmdikayisx, nig yac BMpobHULITBA rOTOBOrO
NiKapcbKoro 3acoby (3BY)XEHHS AOMYCTUMMUX MEX) 3MiHN
BUMNPOOYBaHb B NPOLLECI BUPOBGHMLITBA — 3BYXXEHHA MeX
nokasHuka «KinbkicHe BU3HauYeHHs» y cneyndikauii npoMiXXHOro
npoaykTy «paHynsT HeonyapeHuii» BCiX A03yBaHb BiAMOBIAHO
[0 3aTBEPOKEHVX METOZAIB BUNPOOYBaHHS. 3MiHuM | Tuny - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3MiHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNaKoBKU
rOTOBOrO NiKAPCbKOro 3acoby (BUTyYEeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NoKasHuKa))
3miHa napameTpiB cneuudikaLiii, BU1y4YeHHs: He3Ha4YHOro
nokasHuka 3i cneuudikavii Ta MeToAiB KOHTPONO NEPBUHHUX
nakyBasibHUX MaTtepianis MniBka nonisiHinxnopugHa ta donbra
a/TlOMIHIEBA NOKa3HMK F'eoMeTpryHi po3mipu/Po3mipu.

3a
peyenmom

UA/16533/01/01

191.

KNO®E/NIH IC

Tabnetkun no 0,15 mr
no 10 TabneTok y
6nictepi; no 3
6nictepun y nauuii

ToBapucTso 3
[0, aTKOBOO
BignoBigasbHi
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04,aTKOBOO
BiAMNOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis:
3MiHM | TMNy - 3MiHK 3 AKOCTIi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHn
Yy BUPOGHMLTBI. 3MiHM BUNPOGyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6HMLTBA rOTOBOrO
niKkapcbKoro 3acoby (iHwi 3miHM) 3MiHM BUNPOGYBaHb Nig, Yac
BMPOGHULTBA — T. «OAHOPIAHICTb BMICTY», «KinbkicHe
BU3HAYEHHSA» B METOAMLI KOHTPO/O [paHy AT HeonyapeHuit
ons posyeaHb 0,15 mr Ta 0,3 Mr 3i 3MiHOKO MPO6ONIATOTOBKN —
NPUroTyBaHHs €AMHOT HaBaXKKW, LLLO BifOMPAETLCS 3 EAVHOIO
NMPOMDKHOTO NMPOAYKTY.
3MiHM | TMNy - 3MiHK 3 AKOCTIi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHn
Y BUPOGHMLTBI. 3MiHM BUNPOGyBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HMLTBA rOTOBOrO
NiKapCbKOro 3acoby (3BY)XEHHS AOMNYCTUMMUX MeX) 3MiHM

3a
peyenmom

UA/16533/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
BMMNpPo6YyBaHb B MPOLECi BUPOOHNLTBA — 3BY)XKEHHS MEX
nokasHuka «KinbkicHe BU3Ha4YeHHs» y cneyndikauii npoMiXXHOro
npoaykTy «paHynsT HeonyApeHuii» BCiX A03yBaHb BiAMOBIAHO
[0 3aTBEpPAXEHVX METOZIB BUNPOOYBaHHS. 3MiHuM | Tuny - 3MiHK
3 AKoCTi. F0TOBWMIA Nnikapcbkuid 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3mMiHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNaKOBKU
roTOBOrO NiKApPCbKOro 3acoby (BUTyYEeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3acTapisioro NokasHuKa))
3miHa napameTpiB cneuudikaLiii, BUTy4eHHss He3Ha4YHOro
nokasHuka 3i cneuudikavii Ta MeToaiB KOHTPOO NEPBUHHUX
nakyBasibHUX Matepianis MniBka nonisiHinxnopugHa ta donbra
a/IOMiHIEBA NOKA3HWUK [eOMeTpUYHI po3mipn/Po3mipw.
192. | KOAAPEKC cupon no 60 mny CKAH BIOTEK IHAis Bisimeg Jla6c Ntg IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3mMiHa 3asiBHUKa 3a UA/10749/01/01
h1aKkoHi 3 MipHUM nTa (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
KoBnaykom; no 1 Bif, 23.07.2015 Ne 460): 3MiHu | TUny - 3MiHn Woao
(h1aKoHY Y KapTOHHilA 6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
Kopoo6ui 3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPOo cucteMy hapMakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3aABHUKA 419 34iICHeHHA dhapMakoHarniagy B YkpaiHi, kLo
BOHa BifMiHHa Bif, yNOBHOBaXXeHOT 0co6U, BiANOBIAabHOI 3a
3[jiCHeHHs hapmakoHariagy (BKIYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina cuctemu
chapmakoHarnsgy) 3mMiHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiANoBiAasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarsgy. 3miHa
HoMepa Ta MicLie3HaxoKeHHs1 macTep-haiina.
193. | KOMBIBIP™ TabneTkn, BKpUTI BiiB Xenckep Benvka [nakco Benvka BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiastiB: 3MiHM | TNy - 3a UA/1935/01/01
060/10HKOI0, N0 60 HOK NimiTen BpuTaHis OnepeiiwHc HOK BpuTanis/ AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
TabneToK y qo/1akoHi; Nimiten, Benuka Monbua MiCLiA NPOBaKEHHA AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
no 1 cpakoHy B BpuTaHis; nikapcbKoro 3acoby, BK/IUaKUM 4ifibHUL BUNYCKY cepii abo
KapTOHHI Kopobuj; no nakcoCmiTKnsiiH MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
10 TabneTtoK y PapmacbloThKan3 BiANOBIfAE BUPOGHUK/iIMNOPTEP, BKOYAKOUN BUMYCK Cepild) -
6nictepi; no 6 C.A, Nonblua 3MiHa Ha3BM Ta agpecu BMpo6Huka M3 Makco OnepeiwHe FOK
6nicTepiB y KAPTOHHIl Nimiten, Benuka BpuTaHis, 6€3 3MiHN MicLA BUpOGHMLTBA
Kopoo6ui (BBeAeHHA 3MiH NPOTAroM 6 MicALIB Mic/A 3aTBEPAXKEHHS)
194. | KOMNNEPA® | Tabnetku, BKpUTI TOB YkpaiHa Brpo6HMUTBO KaHapa/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14475/01/01
nNiBKOBOIO "[I>XOHCOH i Hepo3chacoBaHoOro IpnaHgis/ AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
060/10HKOt0, MO 200 [oHCoH NPOAYKTY Ta ITanisa MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
Mmr/25 mr/245 mr, no 30 Ykpaina" nepBuHHA nikapcbKoro 3acoby, BKIOYauy AinbHULI BUMYCKY cepii abo
TabneTok y hnakoHi, ynakoBka: MicLie NpoBefeHHA KOHTPOSIK0 AKOCTI. (LiANbHICTb, 3a AKY
no 1 dnakoHy y MarteoH IHK., BiiNOBIAAE BUPOGHMK/IMNOPTEP, HE BK/THOYAIOUN BUMYCK CEPINA) -
KapTOHHIM navui KaHaga; 3MiHa HaliMeHyBaHHs BUPO6HNYOT AinbHuLi 13 Fineag,
MepBrHHA CaiieHcu3 NimiTen, IpnaHais, Wo BignoBigae 3a NepBuUHHE
yrnakoBKa: nakyeaHHs /13, 6e3 3MiHW Micus BUPOOHULITBA; 3MiHM || Tuny -

lineag CalieHcns

3MiHM Woao 6e3nekn/edekTMBHOCTI Ta papMakoHarasay. 3miHu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Alieneng tOK, Y KOPOTKili XapakTepucTuL,i NlikapCbKoro 3acoby, TeKCTi
IpnaHgis; MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Yy
BTopuHHa 3B'A3KY i3 HOBUMW JA@HUMU 3 AKOCTIi, AOKAIHIYHUMU, KIHIYHUMM
ynakoska Ta JaHyMu Ta AiaHumm 3 chapmakoHarnagy - 3MiH1 BHECEHO [0
BUNYyCK cepil: IHCTPYKUIT AN MeAUYHOrO 3aCTOCYBaHHSA NikapcbKoro 3acoby Ao
AHccen-Cinar po3ainis "NokasaHHA" (pegaroBaHO 3aCTEPEXEHHS:
C.n.A,, Itanis "Mpu3Havatoum nikysaHHA Komnnepoo®, cnig kepyBatucs
[aHUMK 3 FTeHOTUMHOIO TECTYBaHHA Ha PE3UCTEHTHICTL."),
"B3aemogis 3 iHWVMK NikapcbKMK 3acobamu Ta iHLWi BUan
B3aemogiin", "OcobmBOCTi 3acTocyBaHHs", "3acTocyBaHHS Y
nepiog BariTHocTi abo rogyBaHHsA rpyaatro”, "Cnocio
3acTocyBaHHs Ta go3n', "MepegosysaHHsg”, "MobiyHi peakuyii”

195. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH PiHnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/1919/01/04
® TPIO 060/10HKO10, N0 200 KopnopeiiLH KopnopeiiwH, Yecbka AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuyenmom
mr/50 mr/200 mr; no 30 PiHNAHAIS; Pecny6nik (Brntovaroun AinbHuL Ans A®l, NpoOMiXXHOrO NpoaykTy abo
abo no 100 TabneTok AnbTepHaTUBHUIA a/ roTOBOrO /1ikapCbKOro 3acoby, AiNbHULI ANs NPOBEAEHHS

y thnakoHi; no 1 BUPOGHMK, IO YkpaiHa nakyBaHHs, BUPOOHMKa, BigNoBifasIbHOrO 3a BUMYCK cepild, Micue

h1aKoHY B KapTOHHIi 3[jiCHI0E NpoBefEeHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
Kopoo6Li nepBuHHe Ta maTepiasy, peareHTy abo AONOMIXHOT PEYOBUHY (SKLLO
BTOPUHHE 3a3HaYeHo y [JOCbE) - BUNYUYEHHS BUPOOHUYMX AinsHOK ans Ad|
nakyBaHHS: (Kap6igona) Bachem S.A., LWseviyapis Ta Divi's Laboratories
OpioH Ltd, IHgis. 3anmwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopeiiwH, Pharmaceutical Fine chemicals S.R.L., ITania Ta Fermion OY
PiHNAHAS; Hanko plant, ®iHAAHAIA, WO BUKOHYIOTb Ti caMi oyHKLT Wwo i
AnbTepHaTUBHUIA BU/yYeHi. BunyueHHst BUpoGHUYOI ainsHkm ana A®l (Jlesogona)
BUPOGHMK, IO Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3[jiCHI0E 3aTBepxeHnx BUpo6Hukis: Ajinomoto Co. Inc., AnoHis Ta Divi's
KOHTPO/b AKOCTi: Laboratories Ltd, IHAis, WO BUKOHYIOTb Ti cami QOyHKL,i LLO i
KBiHTa - AHaniTika BUYYEHWUIA; 3MiHW | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii
C.p.o., Yecbka 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Pecny6nika,; CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
AnbTepHaTUBHUIA nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHULL, Ha SKil
BVPOGHWK, LLIO 3[iACHIOETLCS KOHTPOB/BUNPOGYBaHHSA cepii) - A0AaBaHHSA
3[jiCHI0E anbTepHaTUBHOIO BUPO6HMKa KBiHTa - AHaniTika c.p.o., Yecbka
BTOPUHHE Pecny6nika, po3TalloBaHoro 3a agpecoto Mpasbka 1486/18c,
nakyBaHHs, 102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iiCHIOETbCA
KOHTPO/b AKOCTI i KOHTPO/b AKOCTI /13 ans 13 Ta ansa ynakosku y dopmi in bulk
BUNYCK cepiit (ans
nakysaHHA Ne
100):
ToBapucTso 3
obMexeHot
BifNoBiAaNbHICTIO
"KYCYM ®APM",
YKpaina
196. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH PiHnAHAia/ BHECEHHS 3MiH [JO peecTpaLiiHux maTepianis: 3MiHu | Tuny - - UA/17290/01/01
® TPIO 060/10HKO0, MO 200 KopnopeiiLuH KopnopeiLuH, Yecbka ALMIHICTPaTUBHI 3MiHU. BUyYeHHs BUPOGHWYOT finbHUL
Mr/50 mr/200 wr, in PiHNsAHAIN; Pecny6sik (BKKOYaOUM AinbHUUI ans APl NpoMiXXHOro NPoAyKTy abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
bulk: no 100 Ta6neTtok AnbTepHaTBHUIA a/ roTOBOrO /1iKapCbKOro 3acoby, AiNbHULI A5 NPoBeAEeHHS
y thnakoHi, no 60 BUPOGHUK, IO Ykpaina nakyBaHHs, BUPOOHMKa, BigNOBifa/IbHOTO 3a BUMYCK cepild, Micue
(h1aKoHIB B KAPTOHHIN 3[jiCHI0E NpoBefEHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOMO
TpaHCMOPTHIl nepBuHHE Ta marepiany, peareHTy abo AOMOMIKXHOI PEHOBUHM (SKLLO
ynakoBLi BTOPUHHE 3a3HaYeHo y [JOCbE) - BUNYHYEHHS BUPOOHUYMX AiNAHOK ans Ad|
nakyBaHHS: (Kap6igona) Bachem S.A., WWseiyapis Ta Divi's Laboratories
OpioH Ltd, IHgis. 3anvwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopefiwH, Pharmaceutical Fine chemicals S.R.L., ITania Ta Fermion OY
PiHNAHAIS; Hanko plant, ®iHAAHASA, WO BUKOHYIOTb Ti cami oyHKLi Wwo i
AnbTepHaTBHUIA BU/yYeHi. BunyuyeHHst BUpo6HUYOi ainsHkm ans A®l (Jlesogona)
BUPOGHUK, IO Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3[jiCHI0E 3aTBepxeHnx BUpo6Hukis: Ajinomoto Co. Inc., AnoHis Ta Divi's
KOHTPO/b AKOCTI: Laboratories Ltd, IHAjs, L0 BUKOHYIOTb Ti cami oyHKLi WO i
KBiHTa - AHaniTika BUYYEHUIA; 3MiHU | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
C.p.o., Yecbka 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Pecnybnika,; CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO
AnbTepHaTUBHUIA nikapcbKoro 3acoby (3amiHa abo fAofaBaHHA AiNbHULL, Ha SKil
BVPOGHWK, LLIO 3[iICHIOETLCS KOHTPOb/BUNPOGYBaHHS Ccepii) - A0AaBaHHSA
3[jiCHI0E anbTepHaTUBHOro BMPO6HMKa KBiHTa - AHaniTika c.p.o., Yecbka
BTOPUHHE Pecny6nika, po3TtalloBaHoro 3a agpecoto MNpasbka 1486/18c,
nakyBaHHs, 102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iICHIOETbCA
KOHTPO/b AKOCTI i KOHTpOsb AkocTi /13 ansa 13 Ta ans ynakosku y coopmi in bulk
BUNYCK cepiil (ans
nakysaHHsA Ne
100):
ToBapucTso 3
0bMexeHot
BiANOBiAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa
197. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH PiHnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/1919/01/01
® TPIO 060/10HKO10, Mo 50 KopnopeiiLH KopnopeiiwH, Yecbka AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuyenmom
Mr/12,5 mr/200 mr no diHNAHgIA; Pecny6nik (Bxtovaroum ginbHuui gns A®l, npoMixXHOro NpoaykTy abo
30 a6o no 100 AnbTepHaTUBHUIA a/ roTOBOrO /1iKkapCbKOro 3acoby, AiNbHULI AN1s NPOBeAEHHS
Tabnetok y onakoHi; BUPOGHMK, IO YkpaiHa nakyBaHHs, BUPOOHMKa, BigNoBifasIbHOrO 3a BUMYCK cepild, Micue
no 1 cpnakoHy B 3gilicHI0e NpoBeAEHHS KOHTPOIO cepil) abo nocTavyasibHMKa BUXigHOrO
KapTOHHIA KopooLi nepBuHHE Ta marepiany, peareHTy abo AOMOMIXHOI PEHOBVHM (SKLLO
BTOPUHHE 3a3HaYeHo y [JOCbE) - BUNMYUYEHHS BUPOOHUYMX AinsHOK ans Ad|
nakyBaHHs: (Kap6igona) Bachem S.A., LWBseviyapis Ta Divi's Laboratories
OpioH Ltd, IHgis. 3anmwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopeiiwH, Pharmaceutical Fine chemicals S.R.L., ITania Ta Fermion OY
PiHNAHAIS; Hanko plant, ®iHAAHAA, WO BUKOHYIOTb Ti caMi oyHKLi Wwo i
AnbTepHaTUBHUIA BU/yYeHi. BunyueHHst BUpoGHUYOI ainsHkm ana A®l (Jlesogona)
BUPOGHMK, IO Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3[jiCHI0E 3aTBepxeHnx BUpo6Hukis: Ajinomoto Co. Inc., AnoHis Ta Divi's

KOHTPO/b AKOCTI:
KBiHTa - AHaniTika
C.p.0., Yecbka

Laboratories Ltd, IHAis, WO BUKOHYIOTb Ti cami QOyHKL,i LLO i
BUYYEHWUIA; 3MiHW | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6HULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Pecnybnika,; CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
AnbTepHaTUBHUIA nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHULL, Ha SKil
BVPOGHWK, LLIO 3[iICHIOETLCS KOHTPOb/BUNPOGYBaHHS Ccepii) - A0AaBaHHSA
3[jiCHI0E anbTepHaTUBHOro BMpO6HMKa KBiHTa - AHaniTika c.p.o., Yecbka
BTOPUHHE Pecny6nika, po3TtalloBaHoro 3a agpecoto Mpasbka 1486/18c,
nakyBaHHs, 102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iAICHIOETbCA
KOHTPO/b AKOCTI i KOHTpOb AkocTi /13 ansa N3 Ta gnsa ynakosku y coopmi in bulk
BUNYCK cepiil (ans
nakysaHHsA Ne
100):
ToBapucTso 3
0bMexeHot
BiANOBiAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa
198. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH PiHnaHgis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - - UA/17292/01/01
® TPIO 060/10HKO10, Mo 50 KopnopeiiLH KopnopeiiwH, Yecbka AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL
Mmr/12,5 mr/200 mrin diHNAHgIA; Pecny6nik (Bxntovaroum ginbHuui gns A®l, npoMixXHOro NpoaykTy abo
bulk: no 100 Ta6neTtok AnbTepHaTUBHUIA a/ roTOBOrO /ikapCbKOro 3acoby, AiNbHULI ANs NPOBeAEHHS
y thnakoHi, no 60 BUPOGHMK, IO YkpaiHa nakyBaHHs, BUPOGHMKa, BigNoBifa/IbHOrO 3a BUMYCK cepild, Micue
(h1aKoHIB B KAPTOHHIl 3[jiCHI0E NpoBefEeHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOMO
TPaHCMOPTHIl nepBuHHe Ta maTepiasy, peareHTy abo AONOMIXHOT PEYOBUHY (SKLLO
ynakoBLi BTOPUHHE 3a3HaYeHO y [JOCbE) - BUNMYUYEHHS BUPOOHUYMX AinsHOK ans Ad|
nakyBaHHs: (Kap6igona) Bachem S.A., LWseviyapis Ta Divi's Laboratories
OpioH Ltd, IHais. 3anmwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopeiiwH, Pharmaceutical Fine chemicals S.R.L., ITania Ta Fermion OY
PiHNAHAIS; Hanko plant, ®iHAAHAA, WO BUKOHYIOTb Ti caMi oyHKLi Wwo i
AnbTepHaTUBHUIA BU/yYeHi. BunyueHHst BUpo6HUYOI ainsHkm ana A®l (Jlesogona)
BUPOGHMK, IO Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3[jiCHI0E 3aTBepxeHnx BUpo6Hukis: Ajinomoto Co. Inc., fAnoHis Ta Divi's

KOHTPO/b SIKOCTI:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecny6nika;
AnbTepHaTUBHUIA
BVPOGHWK, LLIO
3filicHI0E
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI i
BUNYCK cepiit (ans
nakysaHHA Ne
100):
ToBapucTso 3
obMexeHot
BifNoBiAa/IbHICTIO
"KYCYM ®APM",
YKpaina

Laboratories Ltd, IHAis, WO BUKOHYIOTb Ti cami GOyHKL,i LLO i
BUYYEHUIA; 3MiHU | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AibHULL, Ha SKil
3[iACHIOETLCS KOHTPOBL/BUNPOGYBaHHS cepii) - A0AaBaHHSA
anbTepHaTNBHOro BUPobHMKa KBiHTa - AHaniTika c.p.o., Yecbka
Pecny6nika, po3TalloBaHoro 3a agpecoto Mpasbka 1486/18c,
102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iiCHIOETbCA
KOHTPO/b AKOCTI /13 ans 13 Ta ansa ynakosku y dhopmi in bulk
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
199. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAiA OpioH PiHnaHgia/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu | Tuny - 3a UA/1919/01/02
® TPIO 060/10HKO10, M0 100 KopnopeiiLH KopnopeiiLwH, Yecbka AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuyenmom
mr/25 mr/200 mr no 30 diHNsAHgjs; Pecny6nik (Bxntovaroum ginbHuui gns A®l, npoMixXHOro NpogykTy abo
abo no 100 TabneTok AnbTepHaTBHUIA a/ roTOBOrO /1iKapCbKOro 3acoby, AiNbHULI A8 NPoBeAEeHHS
y thnakoHi; no 1 BUPOGHUK, IO Ykpaina nakyBaHHs, BUPOOHMKa, BiANOBifa/IbHOTO 3a BUMYCK cepild, Micue
h1aKoHy B KapTOHHIi 3[jCHI0E NpoBefEHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
Kopoo6Li nepBuHHE Ta marepiany, peareHTy abo AOMOMIKXHOI PEHOBUHM (SKLLO
BTOPUHHE 3a3HaYeHo y [JOCbE) - BUNYHYEHHS BUPOOHUYMX AiNAHOK ans Ad|
nakyBaHHS: (Kap6igona) Bachem S.A., WWseiyapis Ta Divi's Laboratories
OpioH Ltd, IHgis. 3anvwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopeiiwH, Pharmaceutical Fine chemicals S.R.L., ITania 1a Fermion OY
PiHNAHAIS; Hanko plant, ®iHAAHAA, WO BUKOHYIOTb Ti cami oyHKLi Wwo i
AnbTepHaTBHUIA BU/yYeHi. BunyuyeHHst BUpo6HUYOI ainsHkm ans A®l (Jlesogona)
BUPOGHUK, IO Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3[jiCHI0E 3aTBepxeHnx BUpo6Hukis: Ajinomoto Co. Inc., AnoHis Ta Divi's
KOHTPO/b AKOCTI: Laboratories Ltd, IHAjs, L0 BUKOHYIOTb Ti cami oyHKLi WO i
KBiHTa - AHaniTika BUYYEHUIA; 3MiHU | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
C.p.o., Yecbka 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Pecnybnika,; CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO
AnbTepHaTUBHUIA nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHULL, Ha SKil
BVPOGHWK, LLIO 3[iICHIOETLCS KOHTPOb/BUNPOGYBaHHS Ccepii) - A0AaBaHHSA
3[jiCHI0E anbTepHaTUBHOro BMpO6HMKa KBiHTa - AHaniTika c.p.o., Yecbka
BTOPUHHE Pecny6nika, po3TtalloBaHoro 3a agpecoto Mpasbka 1486/18c,
nakyBaHHs, 102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iAICHIOETbCA
KOHTPO/b AKOCTI i KOHTpOsb AkocTi /13 ansa 13 Ta agns ynakosku y coopmi in bulk
BUNYCK cepiil (ans
nakysaHHsA Ne
100):
ToBapucTso 3
0bMexeHot
BiANOBiAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa
200. | KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH PiHnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - - UA/17291/01/01
® TPIO 060/10HKO10, N0 100 KopnopeiiLH KopnopeiiwH, Yecbka AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL
Mr/25 mr/200 wmr in diHNAHgIA; Pecny6nik (Bxntovaroum ginbHuui gns A®l, npoMixXHOro NpogykTy abo
bulk: no 100 Ta6neTtok AnbTepHaTUBHUIA a/ roTOBOrO /1iKkapCbKOro 3acoby, AiNbHULI AN1s NPOBeAEHHS
y thnakoHi, no 60 BUPOGHMK, IO YkpaiHa nakyBaHHs, BUPOOHMKa, BigNoBifasIbHOrO 3a BUMYCK cepild, Micue
(h1aKoHIB B KAPTOHHIl 3[jiCHI0E NpoBefEeHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
TPaHCMOPTHIl nepBuHHe Ta maTepiasy, peareHTy abo AONOMIXHOT PEYOBUHY (SKLLO
ynakoBLi BTOPUHHE 3a3HaYeHO y [JOCbE) - BUNYUYEHHS BUPOOHUYMX AinsHOK ans Ad|
nakyBaHHs: (Kap6igona) Bachem S.A., LWBseviyapis Ta Divi's Laboratories
OpioH Ltd, IHais. 3anmwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopeiiwH, Pharmaceutical Fine chemicals S.R.L., ITania Ta Fermion OY
PiHNAHAIS; Hanko plant, ®iHAAHAA, WO BUKOHYIOTb Ti caMi oyHKLi Wwo i
AnbTepHaTUBHUIA BU/yYeHi. BunyyeHHst BUpo6HUYOI ainsHkm ana A®l (Jlesogona)

BUPOGHMK, IO
3[jiCHI0E

Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3aTBepKeHUX BUpo6HuKiB: Ajinomoto Co. Inc., AnoHis Ta Divi's
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KOHTPO/b AKOCTI: Laboratories Ltd, IHAjs, L0 BUKOHYIOTb Ti cami oyHKLi WO i
KBiHTa - AHaniTika BUYYEHUIA; 3MiHU | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
C.p.o., Yecbka 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Pecnybnika,; CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOTO
AnbTepHaTUBHUIA nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHULL, Ha SKil
BVPOGHWK, LLIO 3[iACHIOETLCS KOHTPOb/BUNPOGYBaHHS Ccepii) - A0AaBaHHSA
3[jiCHI0E anbTepHaTUBHOro BMpO6HMKa KBiHTa - AHaniTika c.p.o., Yecbka
BTOPUHHE Pecny6nika, po3TalloBaHoro 3a agpecoto MNpasbka 1486/18c,
nakyBaHHs, 102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iAICHIOETbCA
KOHTPO/b AKOCTI i KOHTpOsb AkocTi /13 ansa 13 Ta agns ynakosku y coopmi in bulk
BUNYCK cepiil (ans
nakysaHHsA Ne
100):
ToBapucTso 3
0bMexeHot
BiANOBiAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa
201. | KOH®YHAYC | TabneTku, BKPUTI OpioH PiHNAHAIA OpioH PiHnaHais/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3a UA/1919/01/03
® TPIO 060/10HKO10, M0 150 KopnopeiiLH KopnopeiiwH, Yecbka AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL peuyenmom
Mmr/37,5 mr/200 Mr no diHNAHgIA; Pecny6nik (Bxnovaroum ginbHuui gns A®l, npoMixXHOro NpogykTy abo
30 a6o no 100 AnbTepHaTUBHUIA a/ roTOBOrO /1iKkapCbKOro 3acoby, AiNbHULI AN1s NPOBeAEHHS
Tabnetok y oNakoHi; BUPOGHMK, IO YkpaiHa nakyBaHHs, BUPOOHMKa, BigNoBifasIbHOTO 3a BUMYCK cepild, Micue
no 1 cpnakoHy B 3gilicHI0e NpoBeAEHHS KOHTPOIO cepil) abo nocTavyasibHMKa BUXigHOrO
KapTOHHI Kopoo6Li nepBuHHE Ta marepiany, peareHTy abo AOMOMIXHOIT PEHOBUHM (SKLLO
BTOPUHHE 3a3HaYeHo y [JOCbE) - BUNMYUYEHHS BUPOOHUYMX AinsHOK ans Ad|
nakyBaHHs: (Kap6igona) Bachem S.A., LWBseviyapis Ta Divi's Laboratories
OpioH Ltd, IHais. 3anmwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopeiiwH, Pharmaceutical Fine chemicals S.R.L., ITania Ta Fermion OY
PiHNAHAIS; Hanko plant, ®iHAAHAIA, WO BUKOHYIOTb Ti caMi oyHKLT Wwo i
AnbTepHaTUBHUIA BU/yYeHi. BunyueHHst BUpo6HUYOI ainsHku ana A®l (Jlesogona)
BUPOGHMK, IO Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3[jiCHI0E 3aTBepxeHnx BUpo6Hukis: Ajinomoto Co. Inc., AnoHis Ta Divi's

KOHTPO/b SIKOCTI:
KBiHTa - AHaniTika
C.p.o., Yecbka
Pecny6nika;
AnbTepHaTUBHUIA
BVPOGHWK, LLIO
3filicHI0E
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI i
BUNYCK cepiit (ans
nakysaHHA Ne
100):
ToBapucTso 3
06MexXeHo

Laboratories Ltd, IHAis, WO BUKOHYIOTb Ti cami QOYHKL,i LLO i
BUYYEHUIA; 3MiHW | TUNY - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHULL, Ha SKil
3[iACHIOETLCS KOHTPONB/BUNPOGYBaHHS cepii) - A0AaBaHHSA
anbTepHaTNBHOro BUPobHMKa KBiHTa - AHaniTika c.p.o., Yecbka
Pecny6nika, po3TallioBaHoro 3a agpecoto MNpasbka 1486/18c,
102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iiCHIOETbCA
KOHTPO/b AKOCTI /13 ans 13 Ta ansa ynakosku y dhopmi in bulk
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
BiANOBiAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa
202. | KOH®YHAYC | TabneTku, BKPUTI OpioH PiHNAHAIA OpioH PiHnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - - UA/17293/01/01
® TPIO 060/10HKO10, M0 150 KopnopeiiLH KopnopeiiwH, Yecbka AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHMYOT AinbHUL
Mmr/37,5 mr/200 mr in diHNAHgIA; Pecny6nik (Bxntovaroum ginbHuui gns A®l, npoMixXHOro NpoaykTy abo
bulk: no 100 Ta6neTtok AnbTepHaTUBHUIA a/ roTOBOrO /1iKkapCbKOro 3acoby, AiNbHULI AN1s NPOBeAEHHS
y thnakoHi, no 60 BUPOGHMK, IO YkpaiHa nakyBaHHsl, BUPOGHMKa, BigNoBifa/IbHOrO 3a BUMYCK cepild, Micue
(h1aKoHIB B KAPTOHHIl 3[jiCHI0E NpoBefEeHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOMO
TPaHCMOPTHIl nepBuHHe Ta maTepiasy, peareHTy abo AONOMIXHOT PEYOBUHY (SKLLO
ynakoBLi BTOPUHHE 3a3HaYeHO y [JOCbE) - BUNMYUYEHHS BUPOOHUYMX AiNsHOK ans Ad|
nakyBaHHs: (Kap6igona) Bachem S.A., LWBseviyapis Ta Divi's Laboratories
OpioH Ltd, IHais. 3anvwnamn 3aTBepaxeHnx BUpoOHuKiB: Teva
KopnopeiiwH, Pharmaceutical Fine chemicals S.R.L., ITania Ta Fermion OY
PiHNAHAIS; Hanko plant, ®iHAAHAIA, WO BUKOHYIOTb Ti caMi oyHKLT WO i
AnbTepHaTUBHUIA BU/yYeHi. BunyueHHs1 BUpo6HUYOI ainsHkm ana A®l (Jlesogona)
BUPOGHMK, IO Shandong Zinhua Pharmaceutical Co. Ltd, Kutaii. 3anuwunu
3[jiCHI0E 3aTBepxeHnx BUpo6Hukis: Ajinomoto Co. Inc., AnoHis Ta Divi's
KOHTPO/b AKOCTI: Laboratories Ltd, IHAis, WO BUKOHYIOTb Ti cami GOyHKL,i LLO i
KBiHTa - AHaniTika BUYYEHWUIA; 3MiHW | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii
C.p.o., Yecbka 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Pecny6nika,; CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO
AnbTepHaTUBHUIA nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNbHULL, Ha SKil
BVPOGHWK, LLIO 3[iACHIOETLCS KOHTPOBL/BUNPOGYBaHHSA cepii) - A0AaBaHHSA
3[jiCHI0E anbTepHaTUBHOIO BUPO6HMKa KBiHTa - AHaniTika c.p.o., Yecbka
BTOPUHHE Pecny6nika, po3TallioBaHoro 3a agpecoto Mpasbka 1486/18c,
nakyBaHHs, 102 00 Mpara 10 Yecbka Pecny6nika Ha sikiii 34iiCHIOETbCA
KOHTPO/b AKOCTI i KOHTPO/b AKOCTI /13 ans 13 Ta ansa ynakosku y dopmi in bulk
BUNYCK cepiit (ans
nakysaHHA Ne
100):
ToBapucTso 3
obMexeHot
BifNoBiAaNbHICTIO
"KYCYM ®APM",
YKpaina
203. | KOPBANON® | kpanni opasibHi no 25 MAT "®dapmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | Tuny - no 25 msa — UA/2554/01/01
M1 abo no 50 mny BW/YYEHHSI BUPOOHMYOT AinbHuui MAT "dapmak”, Lo po3MileHa 6e3
nakoHi 3 Npo6Koto- 3a agpecoto 04080, m. Kuis, Byn. ®pyH3se 74, BiANOBIAa/IbHOI 3a peyenma;
KpanesibHuLeto; no 1 BMPOGHULITBO cybeTaHLii "ETunosuii edip ?- rno 50 msa —
hnakoHy B navi 3 6pomizoBanepiaHoBoi KUCNOTU"; 3MIHU | TUMNY - BHECEHHS 3MiH Y 3a
KapTOHYy Cneuudpikauito/ MeToanKy BUNpobyBaHHS rOTOBOIO /liKapCbKoro peuyenmom
3acoby 3a nokasHukom “"MikpobionoriyHa yMcToTa", 3okpema:
BW/TyYEHHS MOBHOIO ONUCY NPOBEAEHHSA METOAVKY; AOMNOBHEHHS
BiA4MOBIAHVMM NOCWIAHHAM Ha fitouy pegakuiio AdY
204. | KOPBANON® | kpanni opasibHi no 25 MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 6e3 UA/3684/01/01
H My dh1aKoHi 3 BU/TyYEHHs1 BUPO6HUYOI AinbHUL TOB "Arpodapmak” YkpaiHa peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
npo6koto- BiANOBIAa/IbHOI 32 BUPO6HULITBO cybcTaHuii Onis Xmenio;
KpanesibHuLeto; no 1 3anponoHoBaHo: MAT «®apmak», YkpaiHa; 3MiHu | Tuny -
hnakoHy B navui 3 BHeCeHHS 3MiH y Cneuudikauito/ MeToanky BunpobyBaHHSA
KapToHYy roTOBOrO JlikapCbKOro 3acoby 3a nokasHukoM “"MikpobionoriyHa
yucToTa", 30KpemMa: BUTyYEeHHS MOBHOTO OMNUCY NPOBEAEHHS
METOAMKM; AONOBHEHHS BiAMOBIAHMM NMOCUIAHHAM Ha Aitody
pepakuito Y
205. | KO- Tabnetku no 20 Mepk LWapn i Leiiuapi BMPOBHUK Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/4279/01/01
PEHITEK® mr/12,5 wmr; no 14 Joywm IOEA A Hepo3cacoBaHol BputaHis/ AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu peyenmom
Tabnetok y 6nictepi; M6X NpoAyKLUiT, HigepnaH 3asBHUKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
no 2 6nictepu B TeCcTyBaHHS: an Ha3BMW Ta afpecy 3asBHUKA
KapTOHHI KOpOOL Mepk Wapn i
Joywm NimiTea,
Benvika bpuTaHis;
MepBuHHaA Ta
BTOPUHHA
ynakoBka, A403BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnangm
206. | KOCTAPOKC | TabneTku, BKpUTI TOB "CaHpo3 YkpaiHa BMPOGHMLTBO "in IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/17232/01/01
NAiBKOBOO YkpaiHa" bulk", nepsuHHe HimeuunH | 3miHu | TNy - 3miHK 3 aAkocTi. A®l. BupobHuuTBo. 3MiHa po3mipy | peyenmom
060/10HKOH, M0 30 Mr Ta BTOPVIHHE a cepii (Bktovatoun gianasoHn) APl abo NpoMiXXHOro NPoAyKTy,
no 7 TabneTok y nakyBaHHS: AKUIA 3aCTOCOBYETLCA Y Npoueci BUpobHnuTBa A®I (36inbLUeHH:
6nictepi; no 4 Kagina [0 10 pasiB NOPIBHAHO i3 3aTBEPAYKEHNM PO3MIPOM) 36i/bLUEHHS
6icTEPN B KAPTOHHIN dapmacbioTikans po3mipy cepii A®I ETopukokcn6 3 50 kr go 98 Kr Big BUPOOHMKA
KopooLi Nimiten, 1HAisA Mylan Laboratories Limited. 3miHu | Tuny - 3miHK 3 aKocTi. AdI.
TECTyBaHHA: KoHTponb A®I. 3miHa y meTogax BunpobysaHHa APl abo
dapmakep BUXiQHOTO MaTepiasly/NnpoMiXXHOr0 NpoAyKTy/peareHTy, Lo
Mpewmiym N14., BMKOPUCTOBYETbLCA Y NpoLLeci BUPO6HMLTBA AD| (HE3HAYHI 3MiHK
Manbta y 3aTBepKeHUX MeTogax BUNpobyBaHHA) He3HaUHI 3MiHN B
BUNYCK Cepiit: METOZi BU3Ha4YeHHs1 BMICTy ETunbpomigy, AvumeTtuncynsdaty Ta
Canotac ®apma 1-6pom-3-x10pnponaHon B ETopukokcunbi (metog MX-MC) Big
M6X, HimeuunHa BMpo6HMKa Mylan Laboratories Limited, 3okpema: gofgaBaHHs
napamMeTpisB NporpamyBaHHs 415 Mac-feTekTopa.
207. | KOCTAPOKC | Tabnetku, BKpUTI TOB "CaHpo3 YkpaiHa BMPOBHULTBO "in IHais/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/17232/01/02
NNiBKOBOO YkpaiHa" bulk", nepsuHHe HimeuumH | 3miHu | Tuny - 3miHK 3 akocTi. A®Il. BupobHuuTeo. 3miHa po3mipy |  peyernmom
060/10HKOI0, N0 60 Mr Ta BTOPVHHE a cepii (Bktovatroum gianazoHu) A®l abo NpoMiXXHOTO NPOAYKTY,

no 4 Tabnetkn y
6nictepi; no 1
6nicTepy B KAPTOHHIi
Kopobui; no 7
Tabnetok y énicrepi;
no 4 6nictepu B
KapTOHHI Kopo6uj; no
10 TabneTok y

nakyBaHHS:
Kagina
dapmacbloTikans
Nimiten, IHAisA
TecTyBaHHS:
Papmakep
Mpemiym N14.,
ManbTa

SIKMIA 3aCTOCOBYETHLCA Y NpoLieci BUPOGHULTBA AP (36inbLUEHHS
[0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) 36iNbLUEHHS
po3mipy cepii A®I ETopukokcunb 3 50 kr fo 98 kr Bif BUpOGHMKa
Mylan Laboratories Limited. 3miHu | Tuny - 3miHK 3 aKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHa APl abo
BVXiHOTO MaTtepiany/NpoMiXHOr0 NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHMLTBA AP (HE3HAYHI 3MiHK
Y 3aTBEPAKEHNX METOAAX BUNPOOYBaHHS) HE3HAYHI 3MiHU B
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
6nictepi; no 10 BUWMYCK Cepiii: MeToZi BU3HaueHHsi BMicTy ETunbpomigy, AvmeTtuncynbdary 1a
6nicTepiB y KAPTOHHIl Canotac ®apma 1-6pom-3-xnopnponaHon B ETopukokcn6i (metog MNX-MC) Big
Kopoo6ui mM6X, HimeuunHa BMpo6HMKa Mylan Laboratories Limited, 3okpema: gogaBaHHs
napameTpiB NporpamyBaHHs Ans Mac-geTekTopa.
208. | KOCTAPOKC | Tabnetku, BKpuTi TOB "CaHpo3 YkpaiHa BMPOBHULTBO "in IHais/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/17232/01/03
NAiBKOBOO YkpaiHa" bulk", nepsuHHe HimeuunH | 3miHu | Tuny - 3miHK 3 sikocTi. A®Il. BupobHuuTBo. 3miHa po3mipy |  peuyernmom
060/10HKO0, No 90 Mr Ta BTOPUHHE a cepii (Bktovatroum gianazoHn) A®l abo NpoMiXXHOTO NPOAyKTY,
no 7 Tabnetok y nakyBaHHs: SIKWIA 3aCTOCOBYETLCA Y NpoLieci BUPOGHULTBA AP (36inbLUEHHS
6nictepi; no 1 a6o 4 Kagina [0 10 pasiB NOPIBHAHO i3 3aTBEPAKEHNM PO3MIPOM) 36i/bLUEHHS
6nicTepn B KapTOHHIiA dapmacbioTikans po3mipy cepii A®I ETopukokcunb 3 50 kr fo 98 Kr Bif BUpo6HMKa
Kopo6ui; no 10 Nimiten, IHAis Mylan Laboratories Limited. 3miHn | Tuny - 3miHK 3 aKocTi. AdI.
TabneTok y 6nictepi; TecTyBaHHS: KoHTponb A®I. 3miHa y meTogax BunpobysaHHa APl abo
no 10 6nictepiB y dapmakep BUXIQHOIO MaTepiasy/npoMiXXHOro NpoayKTy/peareHTy, Lo
KapTOHHiA KopooLi Mpemiym N14., BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI (HE3HAYUHI 3MiHN
ManbTa y 3aTBEpKEHUX MeToAax BUNpobyBaHHA) He3HauHi 3MiHW B
BWMYCK Cepiii: MeToZi BU3HaueHHsi BMicTy ETunbpomigy, AvmeTtuncynbdary 1a
Cantotac ®apma 1-6pom-3-xnopnponaHon B ETopukokcn6i (metog MNX-MC) Big
M6X, HimeuunHa BMpO6HMKa Mylan Laboratories Limited, 3okpema: gogaBaHHs
napameTpiB NporpamyBaHHs Ans Mac-geTekTopa.
209. | KOCTAPOKC | Tabnetku, BKpUTI TOB "CaHpo3 YkpaiHa BMPOGHMLITBO "in IHAis/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/17232/01/04
NNiBKOBOIO YkpaiHa" bulk", nepBrHHe HimeuumH | 3miHu | Tuny - 3MiHn 3 sKocTi. A®l. BUpobHMLTBO. 3MiHa po3mipy | peyernmom
060/10HKO0, N0 120 Mr Ta BTOPUHHE a cepii (Bktoyaroun gianazoHn) A®l abo NpoMixXHOTo NPoAyKTY,
no 7 TabneTok y nakyBaHHs: AKUIA 3aCTOCOBYETLCA Y NpoLeci BUpobHnuTBa A®I (36inbLUeHHS
6nictepi; no 1 a6o 4 Kagina 00 10 pasiB NOpPiBHSAHO i3 3aTBEPAKEHUM PO3MIPOM) 36i/IbLIEHHS
6nicTepn B KapTOHHIiA dapmacbioTikans po3mipy cepii A®I ETopukokcunb 3 50 kr fo 98 Kr Bif, BUpo6HMKa
Kopoo6Li Nimiteq, HAaja Mylan Laboratories Limited. 3miHu | Tuny - 3miHu 3 sKocTi. API.
TeCTyBaHHS: KoHTponb A®L. 3miHa y meToaax BunpobyBaHHss A®| abo
dapmakep BUXIQHOro MaTepiasly/NnpoMiXXHOro NpoAyKTy/peareHTy, Lo
Mpewmiym 74, BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBa ADP| (HE3HAYHI 3MiHK
ManbTa y 3aTBEepAKEHNX METOoAax BUNPOOYBaHHS) HE3HAUHI 3MiHN B
BWMYCK Cepiii: MeToZi BU3HaueHHsi BMicTy ETunbpomigy, AvmeTtuncynbgary ta
Canotac ®apma 1-6pom-3-x10pnponaHon B ETopukokcunoi (metog MX-MC) Big
'M6X, HimeuyunHa BMpo6HMKa Mylan Laboratories Limited, 3okpema: AogaBaHHs
napameTpiB NporpamyBaHHs Ans Mac-geTekTopa.
210. | KCANMOMTUK | kpansi O4Hi, po3yuH, PapmaueBTny Monbwa BMPOGHMLTBO N3, Kopes/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/13410/01/01
50 mkr/mn; no 2,5 mny HW1 3aBog, nepBUHHE Monbwa 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
donakoHi 3 "Monbchapma” nakyBaHHs, thapmakoHarnagy. BBefeHHs abo 3MiHM [0 y3arasibHeHNX JaHUX
KpanenbHuueto; no 1 C. A KOHTPO/1b AKOCTI: npo cuctemy thapmakoHarnsgy (BBeAeHHS y3arasibHeHUX AaHnX
hnakoHy 3 TaexyH PAPM. npo cuctemy apmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobu,

KpanenbHuLeto B
KapTOHHiiA Kopo6Li

Ko. ita, Kopes
BTopuHHe
nakyBaHHs,

KOHTPO/b AKOCTI

N3 Ta Bunyck

cepii:
dapmanleBTUYHNI

3aBof
"Monbgapma” C.

BiANOBIAA/LHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsgy 3asaBHVKa 15 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,

YNOBHOBaXEHOT 0c0O6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsagy) - 3MiHa

YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOI 3a 34iiCHEHHS

thapmakoHarnagy: firova pegakuis: Dr. 1zabela Slowik;
IMponoHoBaHa pegakuis: Krzysztof Karpinski. 3miHa KOHTaKTHUX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
A., Monbwa [aHnX yNoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 32 34iiCHEHHS
dhapmakoHarnsgy
211. | KCANMOMTUK | kpansi O4Hi, po3yuH, PapmaneBTny Monba Brpo6HMLUTBO Kopes/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepianiB:3miHu | Tuny - 3a UA/13411/01/01
KOMBI no 2,5 mn 'y dhnakoxi 3 HWi1 3aBog, N3, nepBrHHE Monbwa 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
KpanesbHuLeto; no 1 "Monbchapma” nakyBaHHs, BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy
abo no 3 dhnakoHm 3 KOHTPO/1b SKOCTI: hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
KpanesibHuLEe B TaexyH ®APM. hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
KapTOHHI KopooLi Ko. N1a, Kopes 3a 3[jicHeHHs1 hapMakoHarisay; KOHTaKTHOI ocobu 3
BTopuHHe thapmakoHarnsgy 3asiBHUKa Ans 34iliCHEHH hapmakoHarnsay B
nakyBaHHs, YKpaiHi, KLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
KOHTPO/b AKOCTI BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuyakum
'N3 Ta Bunyck KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cepi: cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobwu,
dapmaleBTUYHNI BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy: ditoua
3aBof pegakuis: Dr. 1zabela Slowik; MNponoHosaHa pegakuis: Krzysztof
"Monbhapma” C. Karpinski. 3mMiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobu,
A., Monbwa BiNOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy.
212. | KCENMbAH3 TabneTkn, BKpUTI MNOANIEP CWA Mdpaiizep HimeuuunH BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/14485/01/01
NNiBKOBOIO EVY.CL.IMIL. MeHtodek4ypuHr a/ CLLA 3MiHu |l TNy - 3MiHK o IHCTPYKUIT AN MeguyHoro peyenmom
060/10HKOI0, N0 5 Mr KOPMOPEWLL [Joliunens Mv6X, 3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainis "®apmakonoriyHi
no 14 TabneTok y H HimeuunHa BNactTuBOCTI", "Oco61MBOCTI 3acTOCyBaHHS", "3acTOCyBaHHS Y
6nictepi; no 1 a6o 4 (BMpOGHMLTBO 3a nepiog, BariTHOCTi abo royBaHHs rpyaar”, "Cnoci6
6nicTepY Yy KapTOHHii MOBHWUM LMK/IOM); 3acTocyBaHHs Ta fo3n", "MepenosysarHsa", "MobiuHI peakwii”.
nadui; no 28 a6o 60 Mdpaiizep 3MiHV BHECEHO [0 KOPOTKOI XapaKTepuCTUKKM JiKapCbKOro 3acoby
TabneTok y dpiakoHax dapmactoTikans [0 po3gaini 4.2. [lo3u Ta cnoci6 3actocyBaHHs, 4.5. Oco6uBI
NNC, CWA 3acTepexeHHs Ta 3anobixHi 3axoau Npu 3acTocyBaHHi, 4.9.
(BTOpUHHE Mo6iyHi peakuii, 4.7. 3acTocyBaHHs Nig vyac BaritTHOCTi Ta
nakyBaHHs Ta rogyBaHHs rpyaato, 5. @apmakonoriyHi BnactneocTi. BeegeHHs
[03BiN Ha BUMYCK 3MiH NpOTAroM 3-X MicAuiB nicns 3aTBepkeHHs
cepii)
213. | KycToaion po3uuH ans nepcpysii, Op. ®paHy HimeuuunH Op. ®paHy HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 3a UA/6672/01/01
no 500 mn a6o 1000 Kbonep Xewmi a Kbonep Xewmi a nofiaHHa HOBOro cepTudbikaTa BignoBIAHOCTI €BpoNeChbkiit peyenmom.
My NASLKax M6X M6X thapmakonei Ne R1-CEP 2000-039-Rev 00 o515 Aito4oi pe4oBuHN Ansa
cknsaHmuX; no 1 n, a6o 2 Mannitol Big, HOBOro BUpoGHUKa 3acmocysaH
n, abo 5 ny naketax HS1 B8 yMOBax
cmavyioHapy.
214. | NAMIBYAVH TabneTkn, BKpUTI Aypob6iHa0 IHais Aypob6iHgo Papma IHAis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis:3miHu | Tuny - 3a UA/4964/01/01
060/10HKOI0, N0 150 mr Papma Nimiteq - FOHIT I 3MiHa abo JoAaBaHHA WTaMnis, NOTOBLLEHb ab0 iHLLNX peyenmom
no 60 TabneTok y Nimiteq MapKyBaHb, YK/ouaouy 3aMiHy abo fodaBaHHs drapb ons

nnaTuKoBoMy
KOHTeliHepi 3
KpULLIEYKOIO Ta 3
KOHTPO/1EM NepLUOro
pO3KpUTTS; no 1
naaTMKoBOMy
KOHTelHepy B nauui 3
KapToHy

MapKyBaHHS NiKapCbKoro 3acoby - BBEAEHHS PUCKK,
npusHayeHoi 415 po3giieHHs TabneTkn Ha piBHI 4o3n, Y
BiANOBIAHOCTI 0 pedhepeHTHOro Nikapcbkoro 3acoby Enisip 150
Mr. BBeleHHs 3MiH NPOTAroM 6-T1 MicsLIB NICNSA 3aTBEPKEHHS;
3miHu Il Tvny - 3MiHa napameTpiB cneuudikauii Ta/abo
ZJ0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby - 3MiHU [0
cneumaikaLii Ta MeToiB KOHTPO/IHO rOTOBOrO NiKapCbKoro
3acoby: - npuBeAeHHs crneuudikauii 4o moHorpadii USP 3a
nokasHukamu «lgeHtudikauis», «CepegHsi Bara», «CynposigHi
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
[JOMILLKV»; - BBEAEHHSA NOKa3HWKIB «Po3nagaHHsa» Ta «ToBLMHA
TabneTkn»; - 3MiHa 3a NOKa3HNKOM «ONUC», y 3B'A3KY 3
BBEAEHHAM PUCKMN, NPU3HAYEHOI 415 PO3iNeHHs TabneTkn Ha
piBHi 403W. BBEAEHHS 3MiH NPOTArom 6-Tv MicsALiB micas
3aTBEPKEHHS; CYNyTHA 3MiHa - 3MiHa Yy MeToAax BUNPOOyBaHHS
roTOBOr0 N1ikapCcbKoro 3acoby
215. | NA®PEPOMAK | cynosuTopii no 1 000 TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny - 3a UA/13779/01/03
C 000 MO; no 3 "BIO®APMA" "BIO®APMA" 3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. 3miHa peuyenmom
cynosuTtopiino 1ry Y KOPOTKilA XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KOHTYPHIi YapyHKOBIlA MapKyBaHHS Ta iHCTPYKLiT 4715 MeAMYHOro 3aCTOCYBaHHSA Ha
ynakosLi; no 1 nigcTasi perynsipHoO OHOBJ/IOBAHOTO 3BIiTy 3 6€3Mekun Nikapcbkoro
KOHTYPHIli YapyHKOBIl 3acoby, abo focnimgKeHb 3 6e3Mekn 3aCTOCyBaHHS NiKapCbKoro
ynakoBLi B naui 3 3acoby B nicnspeecTpaviiiHuii nepios, abo Sk pesy/bTaT OLiHKM
KapToHy; no 5 3BiTY 3 OCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NNaHy
cynosutopiiBno 1ry negiatpuyHux gocnimkersb (PIP) (3miHa noTpebye nogasibLIoro
KOHTYPHIli YapyHKOBIi 06I'pYHTYBaHHSA HOBUMMW AOAATKOBUMW AAHUMK) - 3MiHU BHECEHO
ynakosLi; no 1 a6o no 00 IHCTPYKLiT A/19 MeMYHOro 3aCTOCYBaHHS /iKapCbKoro 3acoby
2 KOHTYPHi YapyHKOBI A0 posgainis "OcobmBocTi 3acTocyBaHHsA", "INo6GiYHI peakuii”
ynakoBKM B naui 3 BiAMOBIAHO A0 OHOBMEHOI iHChopMaLi LWoao 6e3neku aitouol
KapToHy PEeYOBWHM
216. | NA®PEPOMAK | cynosuTopii no 3 000 TOB "®3 YkpaiHa TOB "3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx matepiasiis: 3miHu Il Tuny - 3a UA/13779/01/04
C 000 MO; no 3 "BIO®APMA" "BIO®APMA" 3MiHu Woao0 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. 3miHa peuyenmom
cynosutopiino 1ry Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby, TeKCTi
KOHTYPHIli YapyHKOBIl MapKyBaHHS Ta IHCTPYKLii A/19 MeAMYHOr0 3aCTOCYBaHHS Ha
ynakosui; no 1 nigcraBi perynspHO OHOB/IHOBAHOIO 3BiTYy 3 6e3Mneku NikapcbKoro
KOHTYPHili YapyHKOBI 3acoby, abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS JliKapCbKOro
ynakoBLi B nayi 3 3acoby B nicnsipeecTpauiiiHnii nepiod, abo sik pe3ynbTar OLiHKK
KapToHy; no 5 3BiTY 3 IOCNIKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
cynosutopiiBno 1ry negiatpuyHux gocnimpxkeHs (PIP) (3miHa noTpebye nogasnbLIoro
KOHTYPHIli YapyHKOBIl 06r'pyHTYBaHHS HOBMMW AOAATKOBUMU AaHUMU) - 3MiHN BHECEHO
ynakosLj; no 1 a6o no [0 IHCTPYKUIT 415 MEeAMYHOrO 3aCTOCyBaHHS NiKapcbkoro 3acoby
2 KOHTYPHi YapyHKOBi A0 posgainis "OcobnmsocTi 3acTocyBaHHA", "MNo6ivHI peakLii”
yNakoBKM B Naui 3 BiANOBIAHO 4,0 OHOBJ/IEHOT iHChopMmaLil Woao 6e3nekun Aitoyol
KapTOoHY PEeYOBWHM
217. | NEBILUTAM TabneTkun, BKPUTI TOB "dapma YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/11396/01/01
250 NAiBKOBOO Crapt" Crapt" 3MiHM | TURY - 3MiHW BHECEHI A0 IHCTPYKLUii AN MeAUNYHOro peyenmom
060/10HKO0, N0 250 Mr 3acTocyBaHHSA Nikapcbkoro 3acoby y posginu: "®apmMakonorivHi
no 10 TabneTok y BNacTMBOCTI", "B3aemMogis 3 iHLWMMM NikapCbkuMn 3acobamm Ta
6nictepi; no 3 abo 6 iHWI BMAW B3aemogiin", "OcobMBOCTi 3aCTOCYyBaHHS",
6nicTepiB y KAPTOHHIl "3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHsA rpyaar”,
nauui "Cnoci6 3acTocyBaHHs Ta fo3u", "MepenosyBaHHs", "MoGiYHi
peakuji" BignoBigHo A0 iHchopmauii LLoA0 MeanyHoro
3acTocyBaHHA pedhepeHTHOro nikapcbkoro 3acoby (KEMMPA®,
Tabnetku, BKpUTi 060/10HKO0, 250 Mr,). BBeaeHHs 3MiH
npoTsirom 3-X MicsLiB Nic/ia 3aTBepAKEHHS
218. | NEBILNTAM TabneTkn, BKpUTI TOB "dapma YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/11396/01/02
500 NAiBKOBOO Crapt” Crapt” 3MiHM | TUNY - 3MiHW BHECEHI A0 IHCTPYKLii 415 MegnyHoro peyenmom

060/10HKOH, Mo 500 mr

3acTOCyBaHHS MikapCbKoro 3acoby y po3ainu: "®apmMakonorivHi
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

no 10 TabneTok y
6nictepi; no 3 a6o 6
6nicTepiB y KAPTOHHIN
nauui

BnacTmBocTi", "B3aeMogis 3 iHLIMMKM NikapcbkuMK 3acobamu Ta
iHWi BMAM B3aemogiin”, "OcobMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHA rpyaar”,
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mepepo3yBaHHA", "TM06IuHI
peaxui™ BignoBigHo A0 iHhopmal,i LWofo MeanyHOro
3acTocyBaHHSA pechepeHTHOro nikapcbkoro 3acoby (KEMMPA®,
Tabnetku, BKpuTi 060/10HKO0, 500 Mr). BBeeHHS 3MiH NpoTArom
3-x MicsILiB nicns 3aTBEPKEHHS

219.

NEBOKOM

Tabnetkn no 250
mr/25 mr; no 10
Tabnetok y 6nictepi;
no 3 a6o 10 6nicTepis
B KapTOHHI nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 40 peecTpavljiiiHuX MmaTepiasliB: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big, 23.07.2015 Ne 460) - 3miHa 3asiBHVKa rOTOBOr0 MiKapCbKoro
3aco0y y 3B°53Ky 3 Nepejayeto npasa BNacHOCTI Ta
MapKeTUHrOBMM PiLLIEHHAM KOMMaHil Ailo4oro Ta HOBOro
3asBHVKIB (TepMiH BBEAEHHS 3MiH - NPOTArom 6 MicsiLiB nicns
3aTBEPLKEHHS); 3MiHU | TUNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHW [0 y3araJlbHEHVX AaHnX Npo cucteMy papMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NpPo cucTemy dapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3a8BHMKa 415 34iICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHarniaay (BK/IYakUM KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-ghaiina cuctemm
dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobw, BignoBigasibHOI 3a thapMakoHarnsg. 3miHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMKeHHsA MacTep-daiina; 3miHu | Tuny -
AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA NMPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYauy AinbHULI BUMYycKy cepii abo
MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKKOYAOUM BUMYCK Cepild) -
3MiHa HanMcaHHsA agpecu Micusa NPoBaKeHHA Aif/IbHOCTI
BMPOBGHMKA roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «dPapma
CrapT», 6€3 3MiHV hakTMYHOro MicLs NPOBaMKEHHS AifNIbHOCTI
BHOCUTLCSA Y 3B’A3KY 3 PilleHHAM KuiBcbkoi MicbKoi paam Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BY/IMLb, HaliMEHYBaHHS M/10L, Ta NPUCBOEHHS IMEH
ckBepaM B MicTi Kuesi (TepMiH BBe,eHHS 3MiH - NPOTArom 6
MiCSILiB Nicns 3aTBEPAKEHHS)

3a
peyerimom

UA/7844/02/01

220.

NEBOKCUME
A

PO34MH NS iHAY3iN,
500 mr/100 mn no 100
My thnakoHi; no 1
hNakoHy y KapTOHHIN
KopooLi

YOPN],
MEAVLIVH
INIAY CAH. BE
TIDK. A.LL.

TypeyuunH
a

Medbap Inau CaH.
A.LL.

TypeyunH
a

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BBeaeHHs ab0 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
hapmakoHarnsagy (BBeAeHHs y3arasibHeHUX JaHux Npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobw, BifnoBiaanbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
dhapMakoHarnsgy 3asBHUKa Ansi 34iNCHEeHHs hbapmakoHarisgy B

3a
peyenmom

UA/14634/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocBi0OYEeHHs

YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANbHOI 3a 3ilicHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-gaiina
cucTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
BiANOBIAaNbHOI 3a hapmakoHarnsag: [iroya pegakuisi: XtoceliH
ToHisni / Mr. Huseyin Tonyali. NMponoHoBaHa pefakuis: Mescim
Inbk6axap AiHuens / Mrs. Mevsim llkbahar Dincel. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0co6u, BiANOBigaNbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKTHUX faHWX KOHTaKTHOI 0cobu,
BiANOBiAaNbHOI 3a hapmakoHarnfg. 3miHa Micus 34iiCHEHHS
OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MiCLie3HaxX0KEHHS MacTep-ghainna.

221.

NEBOMEKON
b

Masbno 251,401y
Ty6i; no 1 Ty6i y nayui

NAT
"ly6Hnhapm"

Ykpaina

NAT
"ly6Hnhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/06'emMy BMICTY
KOHTeliHepa 6araTo030BOro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo 04HOL030BOrO0,
4acTKOBOrO BUKOPWUCTaHHS)) - fofaBaHHS A0AATKOBOrO BUAY
ynakoBkn — no 40 r y Ty6i; no 1 Ty6i y nayui; 3miHu | Tuny - 3MiHu
3 AKOCTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/tovatoun dianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (3meHLeHHs 10 10 pasiB) - BBEAEHHS
[,04aTKOBOro po3Mipy cepii roTOBOrO JlikapCbKOro 3acofy.
[itova pepakuis
Po3wmip cepii gns BupobHMUTBa Masi
no 25 ry Ty6i 28,050 (27,750-28,350) T. wr.
MponoHoBaHa pegakuis
Po3wmip cepii gns BupobHMUTBa Masi
no 25 ry Ty6i 28,050 (27,750-28,350) T. wr.

Po3wmip cepii gns BUpo6HULTBA Ma3i
no 40 r y Ty6i (17,600-17,960) T. wWT.

6e3
peyenma

UA/2647/01/01

222,

NEBOMIH 30

TabneTkn, BKpUTI
NNiBKOBOH
o6onoHkoto, 0,03
mr/0,15 wr, no 21
TabneTui y 6nictepi;
no 1 a6o no 3, a6o no
6 6nicTepiB y
KAPTOHHI KOpoOLLi

mibe Mm6X
ApuHaiimitren
b

HimeuumnH
a

mibe Mm6X
ApuHaiimitTTens

HimeuumnH
a

BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TUny -
3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. (iHLWi 3MiHK)-
BUAaA/IEHHS TOProsoi Ha3su «Opadry Yellow 03B32898» 3 focbe
Ta 3aMiHa ii 3ara/ibHUM TEPMIHOM «KOBTa CyMilll A4/151 NAiBKOBOrO
NnoKpuTTS» (BBEAEHHSA 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS)

3a
peyenmom

UA/16583/01/01

223.

NEBOMILET
NH

Tabnetkn no 500 mr
no 10 TabneTok y
6nictepi; no 1
6nictepy B nauui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOBHUYNIA

LieHTp
"BopLuariBcbk
Wi Ximiko-

YkpaiHa

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUYNIA

LieHTp
"BopLyariBCbkuii
XiMiKO-

Ykpaina

BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3MiHu | Tuny -
3MiHK 3 SKoCTi. FoTOBUIA NiKkapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHKI 3aci6. 3MiHa po3mipy ynakoBKu
rOTOBOrO JiKapCbKOro 3acoby (BU/IyYeHHS yNakoBKv NEBHOro
po3mipy)

BunyueHHst ynakoBku: no 10 TabneTok y 6nictepi, no 2 6nictepa
B naJi. BBeeHHs 3mMiH npoTArom 3-x MicauiB nicns
3aTBEPAKEHHSA

3a
peyerimom

UA/3621/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmaueBTUy
HWii 3aBoa”

thapmaueBTUYHWI
3asofa”

224,

NEBO®/IOL,
H 250

TabneTkn, BKpUTI
NNiBKOBOHO
060/10HKO10, No 250
Mr; no 5 TabneTok y
6nictepi; no 1
6nictepy B nauui 3
KapTOHYy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpaljiiiHuX MmaTepiasliB: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big, 23.07.2015 Ne 460) (TepMiH BBEAEHHS 3MiH - NPOTATOM 6
MICALIB MiCNA 3aTBEPKEHHS); 3MiHK | TUNY - AgMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus MPOBafKeHHS
LisiNbHOCTI BUpO6OHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/KOYA0UM AiNbHUL BUMYCKY cepii abo miclie NnpoBefeHHs
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEp, BK/OYAOUM BUMYCK Cepiid) - 3MiHa
HanucaHHs agpecu Micus NPoBapKeHHs AiSNbHOCTI BUPOOHMKa
roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHN haKTUYHOro MiCUS NPOBaPKEHHS AIS/IbHOCTI
BHOCUTbCS Y 3B'A3KY 3 PileHHsM KuiBcbkoi Micbkoi paaw Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BYyNMLb, HANMEHYBaHHS NIOLY, Ta NPUCBOEHHS iIMEH
ckBepam B MicTi Kuesi (TepMiH BBeAEHHSA 3MiH-NpOTArom 6
MiCAILiB MicNa 3aTBEPIKEHHS); 3MiHU | TUNy - 3MiHW WoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapMakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3 dhapmakoHarnagy
3asBHUKa 419 34iICHeHHA ddapMakoHarniagy B YKpaiHi, kLo
BOHa BifjMiHHa Bif, yNOBHOBaXXeHOT 0cO6MU, BiANOBIAabHOI 3a
3[jiCHeHHs hapmakoHariagy (BK/IYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina cuctemu
chapmakoHarnsgy) - 3miHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiANoBigasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiSNbHOCTI 3 hapMakoHarsgy. 3miHa
MicLie3HaXO/PKEHHSA MacTep-dhaiina

3a
peyerimom

UA/2397/01/01

225,

NEBO®OL,
WH 500

TabneTkn, BKpUTI
NNiBKOBOH
060/10HKOt0, MO 500
mr; no 5 TabneTtok y
6nictepi; no 1
6nictepy B nauui 3
KapToHYy

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiiB: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460) (TepMmiH BBEAEHHS 3MiH - NPOTArOM 6
MiCSILiB MiCNs1 3aTBEPAYKEHHS); 3MiHM | TNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micusi TPOBaKEeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro likapcbKoro 3acooy,
BK/IIOHAKOUM AiNbHULi BUMYCKY cepii abo MicLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/iIMMOPTEp, BKIOYAOUMN BUMYCK CEPil) - 3MiHa
HanucaHHs agpecy Micusi NPOBaIKEHHS AisiNIbHOCTI BUPOGHMKA
roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHWN (hakTUYHOTO MiCLiSi NPOBAKEHHNA AISANbHOCTI
BHOCUTbLCS Y 3B'A3KY 3 PilueHHAM KuiBcbkoi Micbkoi pagm Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BYyNMLb, HANMEHYBaHHS NIOLY, Ta NPUCBOEHHS iMEH
ckBepam B MicTi Kuesi (TepmiH BBeAEHHS1 3MiH-MPOTAroM 6

3a
peyenmom

UA/2397/01/02




197

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHU | TURY - 3MiHU WOA0
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucteMy hapMakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifjMiHHa Bif, yNOBHOBaXeHOT 0co6MU, BiANOBIAaNbHOI 3a
3[jiCHEeHHs hapmakoHaraay (BK/IYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLieHHi MacTep-daiina cuctemm
chapmakoHarnsgy) - 3mMiHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiANoBiAasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarsgy. 3miHa
MiCLie3HaXO/DKEHHSA MacTep-daiina
226. | NEAICENT- necapii no 16 mr, no 5 TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | Tuny - bes UA/12023/01/01
PAPMEKC necapiis y ctpuni; no 2 "®APMEKC reyn 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenma
CTpUNM B NauLi 3 reyn" y TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs roTOBOro
KapTOHY NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI TOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBky (NigTBEPAXKYETLCA
LaHUMK peasibHOro yacy) - 36i/IbLLeHHsI TepPMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
[OBrocTPOKOBMX AOC/ifKEHb CTabiNbHOCTI y peanibHOMY Yaci:
3aTBepakeHo: TepMiH NpUAATHOCTI. 2 POK1 3anponoHOBaHO:
TepmiH npugaTHocTi. 3 pokn (BBeaeHHs 3MiH NpoTsarom 6-Tu
MicsLiB MicNs 3aTBEPMKEHHS)
227. | NIHE3ONIA TabneTkun, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLITBO "in CnoseHis BHECEHHS 3MiH [0 peecTpaujiitHux matepianis: 3MiHu | Tuny - 3a UA/16130/01/01
KPKA NNiBKOBOIO HoBo mecTo bulk", nepBrHHe 3MiHuM 3 SIKOCTi. [0TOBWIA Nikapcbknii 3aci6. CTabiNbHICTb. 3MiHa peuyenmom
060/10HKO0, N0 600 Mmr Ta BTOPWHHE y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHA roToBOro
no 10 TabneTtok y nakyBaHHs, NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
6nictepi, no 1 KOHTPO/b cepii Ta niKapcbKoro 3acoby) - [ns TOproBoi ynakoBky (MiATBEPAKYETLCA
6nicTepy B KApTOHHIi BUNYCK cepil: [aHVMKN peasibHOro Yacy) 36iNblIeHHS TepMiHy NpUAATHOCTI
Kopoo6ULi KPKA, a.4., Hoso MNa3:
mecTo, C/oBeHis; 3arBeppKkeHo: TepMiH NPUAATHOCTI — 2 POKX 3anponoHOBaHO:
KOHTPO/b cepii: TepMiH NnpugatHocTi — 3 pokv BeeaeHHS 3MiH NpoTArom 6-1m
KPKA, a.4., Hoso MicsLiB NicNs 3aTBEPAYKEHHS
mecTo, C/ioBeHist
228. | NIHKOMIUWH | kancynu no 250 mr no My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/1562/01/01
Yy 10 kancyn y 6nictepi, akujioHepHe akujioHepHe 3MiHU | TUNY - BUNYyYEHHS BUPOOHUKIB AP NIHKOMILIMHY peyenmom
FIAPOXNOPU | no 2 6nictepun y nauui TOBapUCTBO TOBapuUCTBO rigpoxnopvay; 3MiHu | Tuny - 3mMiHa y napameTpax cneuudikawii
Jil "HaykoBo- "HaykoBo- Ta/abo fonycTUMUX MeX, BU3HAUYEeHUX y cneundikauisx Ha API,
BMPOGHUYNIA BMPOGHUYNIA a60 BUXigHWIA/NPOMDKHUIA NPOAYKT/pearexT, wo
LieHTp LieHTp BUKOPVCTOBYIOTbCS Y Npoueci BupobHuuTea AdI - 3miHa y
"Bopuuariscbk "BopLyariBcbkuii cneuudikauii nos‘sA3aHa 3i 3MiHamu y €Bponeiichkkiii hapmakonel
uii ximiko- XimikO- Ha A®| NiHKOMILUHY riApoX0pua, a came BUyYeHHS NokasHuKa
thapmaueBTuy thapmaueBTUYHWI «Baxki meTanm»
HWi 3aBog” 3asog"
229. | NIHKOMIUWH | kancynu no 250 mrin My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: - UA/11133/01/01
Yy bulk: no 1000 kancyn y akuioHepHe akuioHepHe 3MiHK | TNy - BUNYyYeHHs BUPOGHWKIB AP| NiHKOMILMHY
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
FIAPOXNMOPU | koHTeliHepi TOBapUCTBO TOBapuUCTBO rigpoxnopuay; 3MiHu | Tuny - 3mMiHa y napameTpax creuudikawii
A nnacTMacosomy "HaykoBo- "HaykoBo- Ta/abo fonycTUMUX MeX, BU3HAYEeHUX y cneundikauisx Ha API,
BMPOBHNYMI BMPOBHNYMI a60 BUXIAHWIA/NPOMIXHWIA NPOAYKT/peareHT, Wo
LieHTp LieHTp BUKOPVCTOBYIOTbCSA Y NpoLeci BUpobHuuTea AdI - 3MiHa y
"BopLuariscbk "BopLyariscbkuii cneumdikadii nos‘sA3aHa 3i 3MiHamy y €Bponeiicbkiii hapmakonel
Wi XiMiKo- XimiKO- Ha A®| NiHKOMILUHY riApoXa0pua, a came BUyYEHHS NoKasHuKa
thapmaueBTUy thapmaueBTUYHWI «Baxki meTanm»
HWii 3aBoa” 3asog"
230. | NIOTOH® renb, 1000 MO/r, no A.MEHAPIHI ITanisa A.MeHapiHi ITanisa BHECEHHS 3MiH [0 peecTpauliitHux maTepiasis:3miHu | Tuny - 6e3 UA/10905/01/01
1000 FreNb 30r,50ra6o100ry IHoycTpie MaHyakTypiHr 3MiHu wopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenma
Ty6i; no 1 Ty6i B dapmaueyTny JoricTikc eHp, BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHUX NpPo cucTemy
KapTOHHI Kopoo6Li e Piynite Cepsicec C.p.J1. hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
C.pJ. hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asiBHUKa Ans 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, KLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3filicHeHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
cuctemn chapmakoHarnagy) 3MiHa KOHTakTHUX AaHuX
YNOBHOBAXEHO| 0c06M, BigNoBigansHoI 3a hapMakoHarang,.
231. | NO3APTAH KpucTanivyHuii leTepo /1ab3 IHais leTepo /1a63 IHgis BHECEHHS 3MiH 40 peecTpauiiHnx matepiasiis: 3miHu Il Tuny - - UA/13548/01/01
KANIO NOPOLLIOK (CybcTaHLis) NimiTeq Nimiten 3MiHu 3 sKocTi. A®I. Bupo6HMUTBO (iHLWi 3MiHM) OHOBNEHHA AM®D
y NoABiHNX Ha fjitouy peyoBuHy, 3aTBepxeHo: Losartan potassium form |
noslieTUIEeHoBMX AP -09, Dec-2011, (nopoLuok cy6cTaHLisi) 3anponoHOBaHO:
naketax gns Losartan potassium (Form - I') AP (EM) 18 July, 2018,
hapmaLeBTUYHOro (kpucTaniyHmin nopoLok cybcTaHuis) 1. OHOBNEHHS po3ainy
3acTOCyBaHHS 3.2.S.1 3arasibHa iHthopmavis
2. OHoBNeHHs nigpo3giny 3.2.S.4.1Cneundikauis, 3.2.5.4.2
AHaniTuuHi metogukn 3. OHoBNEHHSA po3ainy 3.2.S.6. Cuctema
KOHTeliHep/3aKynopioBasibHUIA 3aci6: BHECEHHS iHchopmavii
00 NaKyBaslbHOro MaTepiany BiAnNoBiAHO A0 AoAaHUX
cepTudikaTiB AKOCTI Bif, NOCTa4asIbHUKIB NaKyBaslbHUX
MaTtepianis. 4. OHoBNeHHst po3giny 3.2.S.7. CTabinbHICTb:
3aMiHa TepMiH 36epiraHHs 5 pokiB Ha nepios NePEKOHTpoNto 4
pokun. YMOBM 36epiraHHs 3amiHa 3 "npu TemnepaTypi He BuLle 25
+ 2 °C" Ha "npu TemnepaTypi He BuLe 25°C"
232. | NO3APTAH TabneTkun, BKpUTI TOB "TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 3a UA/16519/01/01
NIKOC-TEBA NNiBKOBOI 060/10HKOK YkpaiHa" dapmaleBTNYHNI 3MiHW BHECEHI [0 IHCTPYKLIT 4151 MEAVYHOIO 3aCTOCYBaHHSA peyenmom
no 50 mr/12,5 mr Ne30 3aBog TEBA nNikapcbKoro 3acoby y po3ainu: "B3aemogis 3 iHWmmMn
(10x3), a6o Ne60 nikapcbkMu 3acobamu Ta iHWi BuAn Baemogiii”, "OcobmMBocCTi
(10x6), a60o Ne90 3acTocyBaHHA", "Mo6ivHi peakui” 3rigHO 3 AaHUMK LWOA0
(10x9) y 6nicTepax 6e3neku Ailoyoi pevoBrHN. BBeAeHHS 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepayKeHHs
233. | NO3APTAH TabneTkun, BKpUTI TOB "TeBa Ykpaina AT YroplmHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis:3miHu | Tuny - 3a UA/16519/01/02
NTIOC-TEBA | n/iBKOBOK O6G0O/IOHKOH Ykpaina" dapmaueBTUUHNI 3MiHV BHECEHI 10 iHCTPYKLiT 4719 MEANYHOrO 3aCTOCYBaHHS peyenmom
no 100 mr/25 mr Ne 30 3aBog TEBA NiKapcbKoro 3acoby y po3ainu: "B3aemogis 3 iHwWumum

(10x3) y 6nicTepax

nikapcbkvMun 3acobamu Ta iHWi B1uan B3aemogiii”, "OcobamBocCTi
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3acTocyBaHHs", "lNMo6iyHi peakuii” 3rigHO 3 AaHVMU LWOA0
6e3neku gjtoyoi pevyoBuHU. BBeaeHHS 3MiH NpoTArom 3-x micsuis
nicns 3aTBepakKeHHs

234,

JNTOHIOKAIH®

PO34UH ANS iH'EKLN,
2,5 mr/mn, no 200 mn
y NAsiwKax

TOB "tOpis-
Papm”

Ykpaina

TOB "HOpia-Papm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:3miHu | Tuny -
AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLiA NMPOBa)KEHHS AiS/IbHOCTI BUPO6HMKA (BK/IOYaoum, 3a
HeobXiAHOCTI, MicLie NpoBeAEeHHS KOHTPOJI AKOCTI), abo
B/lacHUKa Mactep-thaiina Ha A®l, abo nocTavasibHuKa
Adl/BnxigHoro matepiany/peareHTy/npoOMKHOrO MPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI A®I (SKLO 3a3HAYEHO Y AOCbE
Ha nikapcbkuid 3acib) 3a BiACcyTHOCTI cepTudpikaTa BifgnoBigHOCTi
€Bponelicbkili hapmakonei y 3aTBepAKeHoOMy A0Cbe, abo
BMPOGHMKA HOBOI JOMOMIKHOI PEeYOBUHU (SKLLO 3a3HaYeHo y
[ocbe) 3miHa Ha3Bu BUpobHUKa A®I BynisakaiHy rigpoxiopuay,
6e3 3MiHN MicLa BUPOBHMLTBA
3aTtBepmkeHo: Exella GmbH, NepmaHusa 3anponoHoBaHo: Exella
GmbH & Co. KG, 'epmanusi

3a
peyenmom

UA/12900/01/01

235.

NIOPATAOVH
-BAPHULIA

Tabnetkn no 10 mr; no
10 TabneTtok y
KOHTYPHIlA YapyHKOBIlA
ynakoBui; no 1
KOHTYPHili YapyHKOBI
ynakoBLi y naui

MpAT
"@apmauesTun
YHa hipma
"OapHnua"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuua"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianiB:3MiHu | Tuny -
3MiHK 3 AkocTi. A®l. KoHTponb A®l. 3miHa y MeTogax
BMNpobysaHHA A®| abo BuxigHOro matepiasty/npoMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGyBaHHS
(BKtoYaroum 3aMiHy abo fonoBHeHHS) AdP| abo
BUXIAHOTO/NPOMIXXHOrO NPOAYKTY) 3MiHM Y MeTogax
BMNpo6yBaHHA A®I 3a NnokasHUKaMu:

- «BTpara B maci npu BUCYLLYBaHHI» - HOPMYBaHHSA 3a/IMLLEHO
6e3 3MiH, MeToAuKa NpMBeAeHa y BignoBigHICTb 40 MaTepianiB
BUPOGHMK; - «CynpoBigHi AOMilKu» Ta «KinbkicHe
BU3HAYEHHS» - B METOAUKWN BHECEHI pefakLiliHi npaBky,
HOPMYBaHHS 3aMLLeHO 6e3 3MiH; BBefeHHsA 3MiH MPOTAroM 6-Tu
MicsILiB nicns 3aTBepKeHHs. 3MiHK | Tuny - 3MiHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHa APl abo
BUXiQHOTO MaTepiasty/NnpoMiXKHOrO NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLUTBa ADI (iHLWWi 3MiHK Y
MeToAax BUNpobyBaHHA (BK/IOYaOUM 3aMiHy abo AOMNOBHEHHS)
A®| ab0 BMXigHOro/NnpoMixXHOro NpogykTy) CynyTHs 3MiHa -
3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikauiii Ta/abo foNYCTUMUX MEX, BUSHAUEHNX Y
cneumnadikayisx Ha A®Il, a6o BUXigHWIA/MPOMDKHU
NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci
BMPO6HUMLTBA AP (iHLI 3MiHK) 3MiHM A0 cneuudikadil Ta
METOAIB KOHTposIto A®| 32 NoKasHMKaMU: «PO3YNHHICTb> -
BHECEHI pefakLiliHi npaBky, AONOBHEHHO NocuiaHHsam AdY 5.11
(po3gin «BnactusocTi») «laeHTudikauis» - B cneumdikaiio ta
MEeTOAMK/ BHECEHI pefakuiliHi npaBku, HOPMYBaHHS 3aJ/INLLEHO
6€e3 3MiH; «MiKpo6ionoriyHa uncToTa» - MeTog BUNpoGyBaHHS
npuBefeHo vy BigNoBigHICTb Ao Bumor APY/EP 2.6.12, 5.1.4.

6e3
peyenma

UA/2191/01/01




200

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicns 3aTBEpPAKEHHS.
3MiHu | TUNy - 3MiHK 3 AkocTi. ADL. KoHTposnb APL. 3miHa y
napameTpax cneuyudikauiin Ta/abo AonyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOG6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKAa3HKKa AKOCTI
(Hanpvknag, BUTy4YeHHs 3acTapinioro nokasHuka)) CynyTHs 3MmiHa
- 3MiHu 3 siKocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®Il abo BUXigHOro matepiasty/npoMiKHOro
NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMLTBa AP (HLWi 3MiHM Yy MeToAax BUNPOOYBaHHS
(BKOvatouM 3aMiHy abo JoNoBHeEHHS) Ad| abo
BVIXiZLHOro/MpoMKHOro NMPOAYKTY) BUYyYEHHS 3i cneuudikawii
A®| nokasHvkiB «Temnepartypa nnaBfeHHs» Ta «Baxki
MeTasin». BBeAeHHS 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
3MiHu | TUNy - 3MiHK 3 AkocTi. ADL. KoHTposnb APl 3miHa y
napameTpax cneuyudikauiin Ta/abo JonyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPO6HMLTBA AP (3BY)KEHHS [OMYCTUMUX MEX, BUSHAYEHUX Y
cneumdoikauii) CynyTHs 3MmiHa - 3MiHM 3 skocTi. A®Il. KoHTposb
A®l. 3miHa y meToaax BunpobysaHHA APl abo BUXiIAHOTO
marepiany/npomikKHOro NPoAyKTy/peareHTy, LWwo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AD (iHLWi 3MiHK Y
MeToAax BUNpobyBaHHA (BK/IOYaoUM 3amiHy abo AOMNOBHEHHS)
A®| ab0 BMXigHOTrO/MPOMIXXHOIO NPOAYKTY) 3BY)XXEHHS
HOPMYyBaHHS 3a MOKa3HUKOM «3a/INLLIKOBA KifIbKOCTi OpraHiuHux
PO3YMHHWIKIBY, 3 TPMBEAEHHAM peAakLii MeToanKN
BMNPOOYBaHHA 3a faHUM MOKa3HWKOM Y BignoBigHICTb A0
marepianis BUpOOGHMKa. 3aTBepMKeHO: 3anponoHOBaHO:
[Owizonponinosuii echip He Ginblie 0,05 % TeTparigpodypaHa He
6inblwe 0,072 % TpueTunaminy He binbwe 0,01 %
Tonyony He 6inbLe 0,089 % [Avizonponinosuii edip He GinbLue
0,05 % TeTparigpodypaHa He 6isbLie 0,05 %
Tpuetunaminy He 6inbLue 0,005 % Tonyony He 6inble 0,05 %
BBefeHHs1 3MiH NPOTSArom 6-Tu MiICALB Nic/1a 3aTBePAKEHHS.

236.

MABTEPA®

KOHLeHTpaT Ans
PO3unHy ANs iHQysil,
100 mr/10 mn no 10
M1y ¢h1akoHi; no 2
h1aKoHW B KapTOHHIi
Kopo6Li; no 50 mny
donakoHi; no 1
hNakoHy B KAPTOHHIl
Kopoo6Li

®.XodpdpmaHH-
Na Pouw Nta

Lseiiuapi
a

BunpobyBaHHs
KOHTPOJIO SIKOCTI:
. XodhdpmaHH-/15

Pow Nta,
LLiBeiuapis
Brpo6HMUTBO
Hepo3dracoBaHOl
npoaykKuii,
nepBuHHe
nakyBaHHs,
BTOpPWHHE

LLiseiiuapi
al
HimeyuuH
a/ CLLA

BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis:3miHu |l Tuny -
3MiHM Woao 6e3neku/echekTMBHOCTI Ta chapmakoHarnagy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB BUAaYi
peecTpauiiHoro nNocBif4eHHs, BKIYaroum MNnaH ynpasniHHA
pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BuMaratoTb(€)
noAasIbLLIOro 06I'pyHTYBaHHS HOBUMW JOLATKOBUM AaHUMMU, LLIO
MaloTb HaaBaTUCs KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoMm);
[JeTanbHuit onuc cucteMu ynpasniHHS pusnkamn y BUrnagi
nnaHy ynpasiHHA py3nkamu, Lo HajaHW 3asBHUKOM, MICTUTb
pY3VK NPOMOPLiiHI 3aX0AK 3 MiHIMI3aLil pu3ukiB Ta 34iiCHEHHS

3a
peuyenmom

UA/14231/02/01
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nakyBaHHs,
BMNPOBYBaHHA
KOHTPO/IO SIKOCTI,
BWMYCK Cepil:
Pow diarHocTuke
m6X, HimeuyunHa
BTopuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYyCK cepil:
®.XothbdmaHH-15
Pow JITa,
LLiBeiiuapis
Brpo6HMuTBO
Hepo3dacoBaHol
nNpoAayKLUiT,
nepBuHHE
nakyBaHHS:
[KeHeHTeK IHK.,
CLIA
BunpobyBaHHs
KOHTPO/TIO AKOCTI
npu BUMYCKY 3a
BUHATKOM
NoKa3HWKiB
BakTepianbHi
€©HA0TOKCUHM,
CTepunbHicTb:
Pow dapma AT,
HimeyunHa
Bunpo6yBaHHs
KOHTPOJIHO SKOCTI
npy BUMYyCKy 3a
nokasHuKkamm
BakTepianbHi
€©HA0TOKCUHM,
CTepunbHicTb:
Na6op N+C Al,
HimeyumHa

thapmakoHarnagy. [Hhopmauis 3 6e3neku, Lo npeacTaB/eHa B
IHCTPYKLiT AN19 Me4UYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby
MABTEPA®, KOHUEeHTpaT 415 po3unHy Ans iHdysiin, 100 mr/10
M; no 10 mn 'y donakoHi; no 2 dhiakoHM B KApTOHHIV KOpob6Li; no
50 Mn y donakoHi; no 1 coakoHy B KAPTOHHI Kopo6Lyi
Bigo6paxae 3axoamn 3 MiHimi3aLji pu3unkis, BignoBsigae
iHchopmauii, BUKIadeHi y niaHi ynpasniHHA pysukamm,
Ha/jaHoro 3asiBHUKOM.

BBefeHHs1 3MiH NpoTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS

237.

MATHIHO
CYNb®AT

PO3YUH ANs iH KL,
250 mr/mn; no 5 mn
a6o 10 mn B amnyni;
no 5 amnyn B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 2
KOHTYPHIi YapyHKOBI
yNakoBKM B mauui 3

TOB "tOpisi-
dapm”

YkpaiHa

TOB "HOpia-dapm”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu
MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaUM 4iibHUL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/iMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa agpecu BupobHuka 13 TOB "HOpis-®apm”, YkpaiHa, 6e3
3MiHW MicLst BUpo6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-T1

3a
peyenmom

UA/14030/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KapTOHY MicsILiB Micnsi 3aTBePAKEHHS)
238. | MAKMIPOP KpeMm BariHaIbHWi No MONIKEM ITanis [Jonnens ITanisa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/3934/01/01
KOMMNMEKC® | 30ry Ty6i, no 1 Ty6i B C.p.n. dapmaueyTiui 3MiHM | TUNY - Ha4AaHHSA OHOB/IEHOTO CepTudiKaTy BiAMOBIAHOCTI peyenmom
KOMMNEKTi 3 C.p.n. CEP No. R1-CEP 2003-118-Rev 02 ans fjto4oi pe4yoBrHA
rpagyioBaHnm HiCTaTVH Bif 3aTBEPKEHOr0 BUPOOHUKA; 3MiHM | TUMY - HaJaHHSA
LUNPULLOM Y KapTOHHI OHOB/IEHOTO cepTudikaTy BignosigHocTi CEP No. R1-CEP 2003-
navui 118-Rev 03 14 Ai040i PeYOBUHU HICTaTUH Bif, 3aTBEPAXKEHOI0O
BUPOGHMKA
239. | MAKMIPOP Kancysm BariHasbHi MONIKEM ITanis BiANOBIAA/IbHMIA 32 ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/3934/02/01
KOMMN/MEKC® | m'ski, no 8 kancyny C.p.n. nepBUHHE, 3MiHM | TUNY - HaZ@aHHA OHOB/IEHOTO CepTudliKaTy BiAMNOBIAHOCTI peuyenmom
6nictepi; no 1 BTOPVHHE CEP No. R1-CEP 2003-118-Rev 02 ans fjto4oi pe4oBuHu
6nicTtepy B navui nakyBaHHs1, HICTaTUWH Big, 3aTBEPAKEHOT0 BUPOOHMKA; 3MiHM | TUNY - HaJaHHS
KapTOHHIi KOHTPO/b Ta OHOB/EHOr0 cepTudikaTy BignosigHocTi CEP No. R1-CEP 2003-
BUMNYCK cepii: 118-Rev 03 gns fjtoyoi peyoBUHW HICTATUH Bif 3aTBEPAKEHOTO
[Jonnens BUPOBHMKa
PapmaueyTiui
C.p.n., Itanis;
BiANOBIAA/IbHWIA 32
NOBHUIA LMK
BMPOGHUMLTBA:
JAonnens
PapmaueyTiui
C.p.n., Itanis;
BMPOGHUK
npogykty in bulk:
KartaneHT Itani
C.n.A., Itanis
240. | MAKCITPA TabneTkn, BKpUTI $apmaneBTUY Monba dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/14262/01/01
NNiBKOBOIO HWi1 3aBOL, 3aBoj 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKOI0, N0 50 Mmr; LJ10Ib®APM J1ONIbOPAPMA” BBeaeHHs abo 3MiHU [0 y3arasibHEHVX AaHUX NPOo cucTemy
no 1 aéo no 4 A" C.A. C.A. thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHunx Npo cuctemy
TabneTkun y 6nictepi; hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu, BifnosifganbHOI
no 1 6nictepy y 3a 3[jicHEeHHS hapMakoHarisay; KOHTakTHOI ocobu 3
KapTOHHIA Kopoo6Li hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAAILHOI 3a 34iliCHEHHS thapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemu hapmMakoHarnsgy) 3miHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34ilicHeHHsA dhapmakoHarnsagy: ditova
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepakuisn: Krzysztof
Karpinski. 3mMiHa KOHTakTHUX AaHNX YNOBHOBaXKEHOT 0cobu,
BigNoBiga/IbHOI 3a 34iACHEHHST hapMaKoHarnsay.
241. | MAKCITPA TabneTkn, BKpUTI dapmaneBTNY Monbua dapmaLleBTUYHNI Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/14262/01/02
NNiBKOBOIO HWIi 3aBOg 3aBoj 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
o60s0HKoto, no 100 LJ10Ib®APM JSTONIbPAPMA” BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHWUX NPOo cucTemy
mr; no 1 a6o no 4 A" C.A. C.A. thapmakoHarnagy (BBeAeHHs y3arasibHeHUX faHux Npo cuctemy

Tabnetkun y énicrepi;
no 1 6nictepy y

hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0CO6U, BignoBiganbHoI
3a 3filicCHeHHs hapmakoHarnasay; KOHTakTHoI ocoou 3
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHIA Kopoo6Li

hapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMakoHarnsay B
YKpaiHi, K0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cucTemu hapmMakoHarnsgy) 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy: ditoya
pegpakuisi: Dr. 1zabela Slowik; MNponoHoBaHa pepakuis: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX JaH/X YNOBHOBaXeEHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsagy.

242,

MAHIHIN®
3,5

Tabnetkn no 3,5 mr,
no 120 TabneTok y
dnakoHi; no 1
h1aKoHy B KapTOHHIi
KopobLi

BEPNIH-XEMI
Al
niHikep Ber
125, 12489
BepniH,
HimeuunHa
BERLIN-
CHEMIE AG
Glienicker
Weg 125,
12489 Berlin,
Germany

HimeuunH
a

Brpo6HMUTBO «in
bulk», KOHTpO/b
cepiit:
BEP/1IH-XEMI AT,
HimeuunHa
Brpo6HMUTBO «in
bulk», nepBnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
MeHapiHi-®oH
XengeH N'M6X,
HimeuunHa
KoHTposib Ta
BWMYCK Cepiii:
BEP/1IH-XEMI AT,
HimeuunHa

HimeyuuH
a

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis:
3MiHK | Tuny - 3miHK 3 AkocTi. CepTudikat BignosigHOCTI/TE-
cepTugikaT BiAMNOBIAHOCTI €BpONeichbkKil
thapmakonei/MoHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudpikaTa BiZNoOBIAHOCTI abo BUNyYeHHs cepTudikara
BiAnNoBigHOCTI €Bponeiicbkili hapmakonei: gns A®l; ona
BUXiQHOIo MaTepiasy/peareHTy/npoMiKHOro NpoayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; Ana AONOMDKHOT
peyoBUHM (CepTrdiikaT BigNOBIHOCTI €BpPONENChKii
hapmakonei) - OHOBMeHUIA cepTudDikaT Bif YXXe 3aTBEepAKEHOr0
BMPOBHUKA - NOfaHHA OHOB/IEHOro cepTudpikara BigNoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2000-289-Rev 06 ans
niroyoi pevoBuHM Glibenclamid Big Bxe 3aTBepapkeHoro
Bupo6Huka SRI KRISHNA PHARMACEUTICALS LIMITED,
India; 3miHm | TMRNY - 3MiHK 3 sikocTi. CepTuchikart
BignoBigHocTI/IE-cepTudpikaT BiANOBIAHOCTI EBPONEiChKili
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI ab0 BUNYyYEHHS cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei: gns A®l; ana
BUXIQHOro MaTepiasy/peareHTy/NpoMiKHOro NPOAYyKTY, LU0
BMKOPMCTOBYOTLCS Y BUPOOHULTBI ADI; ANns 4ONOMKHOI
peyoBuHM (cepTudikat BifgNoBiAHOCTI EBpONEiChKiii
hapmakonei) - OHOBMEHUIA cepTudDiKaT Bif yXXe 3aTBEepAKEHOIO
BMPOGHMKA - MOAaHHSA OHOB/IEHOrO cepTudikarta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2000-289-Rev 05
(3aTBepmxeHo: R1-CEP 2000-289-Rev 04) o115 Aito4oi pe4oBUHU
Glibenclamid Big Bxe 3aTBepmxeHoro supobHuka SR KRISHNA
PHARMACEUTICALS LIMITED, India

3a
peyenmom

UA/9669/01/01

243.

MEAOMNEHEM

MOPOLLOK A/151 PO3UNHY
08 iH'eKuUin abo
iHpysiino 1r, 1
h1aKOH 3 MOPOLLUKOM Y
KapTOHHI KOpoOLj

Megokemi
nTa

Kinp

Mepokemi 1T
(3aBog C)

Kinp

BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis:
3MiHK |l TRy - 3MiHa BUPOGHMKA BUXIiAHOrO/MPOMIDKHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUpOOHMKa (BK/IHOHaKOUK, e HeOOXIAHO,
MicLie NpoBeAEeHHS KOHTPO/O AKOCTi) A®I - BBEEHHS
popatkoBoro Bupo6bHuka A®I - Qilu Antibiotics (Linyi)
Pharmaceutical Co., Ltd, Kutaii

3a
peyenmom

UA/11738/01/02

244,

MEMBPAN

TabneTku, BKPUTI
nNiBKOBOIO
060/10HKO0, 10 Mr no
10 TabneToK y

AT

"KUIBCbKN

BITAMIHHN
3ABOJ"

Ykpaina

AT "KTBCBKIAT
BITAMIHHW
3ABOS"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTepiasis:3miHu |l Tuny -
3MiHa BMPOGHWMKa BUXIAHOro/MPoMDKHOIO NPOAyKTy/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci APl, abo 3miHa
BMpPOGHUMKA (BK/IKOYAKYM, e HEOOXiAHO, MiCLie NPOBeAEHHs

3a
peyenmom

UA/14982/01/01
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245,

MEPUCTAT-

6nictepi; no 3 abo 6
6nicTepiB y navui

KOHTPO/H0 AKOCTi) A®I - BBEAEHHA a/lbTepHaTUBHOIO BUPOGHMKA
A®| MemaHTUHyY rigpoxnopug, Ak Hacnigok, BBeAeHHS 3MiH 40
cneumdikayii 3a NOKa3HNKOM «3a/TMLLKOBI KiSTIbKOCTi OpraHivyHnx
PO34YMHHWKIB» Ta [0 PO34iny TepMiH NpUAaTHOCTI. TepPMIH
npVAATHOCTI 3 POk, Nepio, NePeKoHTPO0

246.

CAHOBE/b

MEPUCTAT-

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO0, M0 250 Mr
no 7 Tabnetok y
6nictepi; no 2
6nicTepn B KapTOHHIiA
Kopoo6ui

CaHoBefb
Inay CaHai Be
Tupxkapet
A.LL.

TypeuuunH
a

CaHosenb Inay
CaHai Be
Tupxapet A.LL.

TypeyuunH
a

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHW [0 y3araJlbHEHVX AaHnX Npo cucteMy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTeMy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHMKa AN5 34iICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BifMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHarniaay (BK/IYakoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-ghaiina cuctemm
thapmakoHarnsgy) 3MiHa KOHTaKTHOI 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay B YkpaiHi:
[itoua pepakuis — Dr. Ali Taha. MNponoHoBaHa pegakLis —
BiTkoBCbka TeTsiHa BiTaniiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0CO6M 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnagy B YkpaiHi

3a
peyerimom

UA/10713/01/01

247.

CAHOBE/b

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, No 500 Mr
no 7 TabneTok y
6nictepi; no 2
6icTEpV B KAPTOHHIN
KopooLi

CaHoBefb
Insy CaHai Be
Tumxapet
A.LLL

TypeyyuH
a

CaHoBesb Inay
CaHai Be
Tumkapet A.LL.

TypeyunH
a

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX JaHux
npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aralbHeEHUX AaHNX
npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iCHEHHSA hapmakoHarns4y; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asBHVKa 415 34iIACHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-haiina cuctemu chapmakoHarnsgy) 3MiHa
KOHTaKTHOT 0COOM 3asBHMKA, BifNOBigaIbHOI 3a 34iACHEHHS
thapmakoHarnagy B Ykpaini: Aitoua pegakuis — Dr. Ali Taha.
MponoHoBaHa pefakuis — BiTkoBcbka TeTsiHa BitaniiBHa. 3miHa
KOHTaKTHUX SaHMX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAMNoBiAa/IbHOT
3a 3flilicHeHHs1 chapMakoHarsay B YkpaiHi

3a
peyenmom

UA/10713/01/02

MEPUCTAT-
CAHOBE/b
NOHIr

TabneTku 3
MoAMhiKOBaHNM
BUBINIbHEHHAM 0 500
Mr N0 7 TabneTok y
6nictepi; no 1 a6o 2
6nicTepun y KapTOHHIl
Kopoo6ui

CaHoBefnb
Insy CaHai Be
Tugpxapet
A.LL

TypeyuunH
a

CaHosenb Inay
CaHai Be
Tupxapet A.LL.

TypeyuunH
a

BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis:
3miHu | TURY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasbHEHVX AaHUX
npo cuctemy chapmakoHarnsay (BBeAEeHHs y3araibHeHUX JaHnX
npo cucTemy papmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT ocoou,
BiANOBIAANLHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsgy 3asaBHVKa 15 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyakoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pPO3MilEeHHI MacTep-haiiia cucteMu dpapmakoHarisgy) 3miHa

3a
peyerimom

UA/10713/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KOHTaKTHOT 0COOM 3asiBHUKA, BifNoBigasibHOI 3a 34iACHEHHS]
hapmakoHarnagy B Ykpaini: Aitoua pegakuis — Dr. Ali Taha.
MponoHoBaHa pepakuis — BiTkoBcbka TeTsiHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAnoBiAa/IbHOT
3a 3[jicHeHHs hapMakoHarnsay B YkpaiHi
248. | METAAOHY PO34nH opasibHUIA, 5 N.MonTeHii K. ITanisa N.MonteHi i K. gei ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu | Tuny - 3a UA/7186/01/02
rigPOXNOPU | mr/mn; nei d.nni &.nni AniTTi 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
A MONTEHI no 1000 mn y cpnakoHi | Anitti CocieTa CocieTa gj BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHUX NpPo cucTemy
3 KpULLIEYKOIO, WO ai Ezepunuio Esepuuuio C.n.A. hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
HarBMHYyeTbCH, 3 C.n.A. hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
KOHTPONEM NepLLOro 3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
BigKpUTTSA, hapMakoHarnsgy 3asaBHUKa Ans 34iINCHEHHs hapmakoHarisgy B
YLWiNIbHEHO YKpaiHi, KLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
nonieTuIeHoBo BiANOBIAANLHOI 3a 3ilicHEHHS thapMakoHarnaay (BK4akum
NPOKaAKo, pasom 3 KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
MiPHVM KOBNA4KoM 3 cucteMmun dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX faHVX KOHTaKTHOT
MapKyBaHHAM ocobwu, BignoBifanbHOI 3a 34iliCHEHHST hapMakoHarnsay.
YKpPaiHCbKOIO MOBOIO
249. | METAOOHY pO34UH opasibHUiA, 1 N.MonTeHiiK. ITania N.MonrteHi i K. gei ITanis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/7186/01/01
rAPOXNOPU | mr/mn; ans nei d.nni ®.nni AniTTi 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenmom
A MONTEHI 0/HO030BUX AnitTi Cocieta CocieTa gj BBegeHHs abo 3MiHM [0 y3arasibHeHNX JaHNX NPO CUcTeMy
donakoHis: no 5 mn, 10 4i Esepunuio E3epuuuio C.n.A. thapmakoHarnagy (BBefeHHs y3arasibHeHVUX faHux npo cuctemy
mn, 20 mn abo 60 mn C.n.A. hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu, BifnosifganbHol

y (h/1aKkoHi B KAPTOHHIN
ynakoBLi 3
MapKyBaHHAM
YKpaiHCbKO0 MOBOIO;
Ans 6araTtofo30BUX
dnakoHis: no 100 mn
y thriakoHi 3
KpULLIEYKOHO, L0
HarBMHYyeTbhCS, 3
KOHTPO/IEM NEPLUOro
BiOKPUTTA,
yLiNIbHEHOO
nonieTMIeHOBO
NPOKNaAKok, pasoM 3
MipH/M KOBMA4KoM B
KapTOHHI ynakoBLi 3
MapKyBaHHSAM
YKparHCbKO MOBOIO;
no 1000 mn y chriakoHi
3 KpYILLIEYKOIo, LLIO
HarBMHYyeTbhCS, 3
KOHTPO/IEM NEPLLOro
BiOKPUTTA,
yLiNIbHEHOO
noNieTMIEHOBO

3a 34iliCHeHHs thapmakoHarnsgy; KOHTakTHOI 0coou 3
hapmakoHarnagy 3asiBHUKa A5 34iliCHEHHs hapmakoHarnsay B
YKpaiHi, AKLLI0 BOHA BigMiHHa Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-daiina
cucteMu hapmakoHarnsgy) 3mMiHa KOHTaKTHUX JaHKUX KOHTaKTHOT
0co6w, BignoBigasibHOI 3a 34jiCHEHHST hapMakoHarnsay
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
NPOKIafKot, pasom 3
MipH/M KOBNA4KoMm 3
MapKyBaHHSAM
YKPaIHCbKOK MOBOK
250. | METOKNOMNP | ta6netku no 10 mr, no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/7726/02/01
AMIA- 10 TabneTtoK y "papmauesTu "®apmMaueBTNYHa 3MiHM | TUNY - NnoAaHHA cepTudikaTy BigNoBiAHOCTI peyenmom
AAPHULUA KOHTYPHIli YapyHKOBIi yHa thipma hipma "OapHuus” €Bponeiicbkoi dhapmakonei Ne R1-CEP 2004-075 Rev 04 Big,
ynakoBLi; no 5 "fNapHuua” 3aTBEepAKeHOro BMpo6Huka APl MeTtoknonpomigy rigpoxnopuay
KOHTYPHUX Ipca Laboratories Limited, India (Ha 3amiHy DMF). Ak Hacnigok,
YapyHKOBUX YNakoBOK BHECEHHS 3MiH Ta YTOYHEHb [i0 METOAIB KOHTPOSIIO 3a
y nauui nokasHukamu «lgenTudikauis C», «CynyTHi [JOMILLKN»,
«3asIMLLKOBI KifIbKOCTi OPraHiyHUX PO3UYMHHUKIB», « TepMiH
npuaaTHOCTI», A0AAETLCA «[oMilka E», BUny4eHHs po3ainy
«Baxki MeTanu», a TakoX BBeAEHHSI TEPMiHY NepeKoHTPoto 5
pokiB; 3MiHu | TURY - 3MiHa Yy MeTogax BunpobysaHHsa A®| abo
BUXiQHOIo MaTepiasy/NnpoMiXXHOro NpoayKTy/peareHTy, Lo
BMKOPWUCTOBYETLCSA y NpoLeci BUPobHMLTBa ADI; CynyTHA 3MiHa:
3MiHa y napameTpax crneumdikayiii Ta/abo fonycTUMUX Mex,
BM3HA4YeHNX Y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NpoLeci
BMpO6HUMLTBa API; 3MiHM A0 cneundikauii Ta METOAIB KOHTPOSIO
A®DI: - 3a NoKkazHNKamn «PO3UYNHHICTbY, «laeHTudikauia A, B, D,
E», «[Mpo30picTb pO3UnHY», «KONbOPOBICTb PO3UNHY,
«CynbhaTHa 30M1a», «Boga», «KifibkicHe BU3HAYEHHS», BHECEHI
peakuiiiHi npaBku, siki ohopMIIeHi y BigNOBIAHOCTI 3
pekoMeHAauisiMu Ta cTuaicTukoo APY; - 3a NnokasHUKOM «Onuc»
nepeHeceHo iHhopmauis Npo Temnepartypy naasneHHs A®l B
po3ain «3arasbHi BNacTUBOCTI»; - NokasHUK «MBUY» npueaeHwii
y BiANOBigHICTb 3 BUMoramun EP 2.6.12, 5.1.4; - BUNy4YeHHs
nokasHuKa «AHOMaJIbHa TOKCUYHICTb». BBEAEHHSA 3MiH NPOTAroM
6-TV MicALiB MiCNa 3aTBEPMAKEHHS
251. | MET®OPMIH- | TabneTtku, BKpUTI TeBa 13painb AT YropLmHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasnis:BUNpaBieHo 3a UA/12382/01/01
TEBA NNiBKOBOIO dapmaueBTika dapmaueBTUUHUN / 13pains/ TEXHiYHY MOMW/IKY B PO34isi IHCTPYKLUiT "BUpo6HMKN" peuyenmom
060/10HKO, No 1000 n lHpacTpi3 3aBof TEBA, Yecbka
Mr no 10 TabneTok y nra. YropLimHa Pecny6nik
6nictepi; no 3 (nepBuHHa Ta a
6nictepm y kopobuj BTOpPWHHA
ynakoBka,
KOHTPO/b AKOCTI
Ta [,03BiN Ha
BUMYCK cepili);
TeBa
$apmaveBTikan
IHpacTpis N14.,
I13painb

(BMpOGHMLTBO 3a
NMOBHUM LMK/IOM;
BUPOGHMUTBO
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Hepo3dacoBaHoi
nNpoAayKLUiT,
KOHTPO/Ib SKOCTI
Ta [03BiN Ha
BUNycK cepii);
TeBa Yex
IHpacTpis c.p.o.,
Yecbka
Pecny6nika
(BMPOGHMLTBO
Hepo3dacoBaHOl
npoayKuii,
KOHTPO/b SIKOCTi)

252,

MIO3M

MOPOLLOK A5
NpUroTyBaHHs
KOHLIeHTpaTy ans
PO34UHY ANst iHQy3il
no 50 wr, 1 conakoH 3
MOPOLLKOM Y
KapTOHHIM nayi

LxeHzalim
Opon B.B.

HigepnaH
an

HanoBHEHHS
thakoHiB Ta
BVMPOGHMLTBO

KiHLLeBOro
NPOAYKTY,
MapKyBaHHS Ta
nakyBaHHS,
KOHTPO/Ib SKOCTI

N3, Bunyck cepii:

[bxeH3aiim lpnaHg

Nimiten, lpnaHgis;

MapKyBaHHS Ta
nakysaHHs N3,
BWMYCK Cepii:
LbkeH3aiim
Nimiten, Benvka
BpuTaHis;
BMpOGHMLTBO AC,
NpUroTyBaHHs
po3suuny /13 ans
niodpinisauii:
[xeHzalim
dnaHgepc 686a,
Benbris

Benvka
BputaHis/
Ipnangis/

Benbrisa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | Tuny -
3MiHa y meTogax BunpobysaHHa APl abo BMXigHOTO
mMartepiany/npomiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa ADI - HE3HAYHI 3MiHK
B MeToAWLi BUNPo6yBaHHSA 3a po3ainom CIM6Pr- 38 A3yBaHHS
(BlAcore) gitoyoi pevoBuHmn anraokosngasn anbga (rhGAA)3
METOH MOKpaLLlaHHA HaAiiHOCTi MeToAMKM (30KpeMa
BiAOyBalOTbCA HE3HauHi 3miHn pH 3 5,5 Ha 5,0, BBeAEeHHSA
[0AaTKOBOTO pereHepyoHoro 6ychepHoro po3yunHy ToLLo); 3a
NoKa3HWKOM NenTuAHE KapTyBaHHSA A1 [il040i peYOBUHN
anrnokosngasn anbta (thGAA) Big6yBatoTbCA 3MiHW METOAMKN
3 BEPX Ha UPLC; 3MmiHu | TUny - 3MiHa y meTogax
BUNPOGYBaHHS rOTOBOrO JIIKAPCLKOro 3acoby - He3HauHi 3MiHU B
MeToamui “Oxygen Headspace” B roTOBOrO J1ikapCbKOro 3acoby
30Kpema BUMpPaBEHHS MOMUIIOK B KPUTEPIAX NPUAHATHOCTI AN1s
cTaHfapTHUX paskiB 0,5% i 2 % O2; 3miHa MeToANKN
BMNpo6yBaHHs /13 “Residual moisture” 3 nonymikpometoga EP
2.5.12. Ha mikpomeTog, EP 2.5.32.; 3MiHu | TUNy - BUNyYeHHA
BUPOBHMYOT AiNbHULL (BKIKOYaoUM AinbHUL Ana Adl,
NPOMIKHOro NPOAYKTYy abo roToBOro fikapcbkoro 3acoby,
AiNbHULI 4NA NPOBEEHHA NakyBaHHS, BUPOOHNMKa,
BiANOBiA@LHOIO 3a BUMNYCK Cepiii, MiCLie NPOBEAEHHS KOHTPOJIH
cepii) abo nocTavyanbHUKa BUXiAHOrO MaTepiany, peareHty abo
[,0MOMDKHOT PEYOBWHM - BUNIEHHSA a/lbTepHATUBHOT AiN1bHUL,
AKka 3a1y4aeTbCa AN5 TECTyBaHHA Ha Bipycu. [JoaaTkoBo
BHOCATbCSA pefakuiliHi BunpaBsneHHs B po3gin 3.2.A.1. ans
npuBefeHHs iHpopmali y BigNoBigHICTb A0 3.2.5.2.1. Ta
3.2.P.3.1); BuaaneHHsa anbTepHaTUBHOI AifbHUL, Ska
3a/1y4aEeTbCs A1 KOHTposto skocTi (AdI i M13). JoaaTkoBo
BHOCATbCS pedakUiliHi BunpaBneHHs B po3gin 3.2.A.1. ans
npuBefeHHs iHhopmali y BignosigHicTb Ao 3.2.5.2.1. Ta
3.2.P.3.1); 3minHu Il Tvny - 3MiHK B npoLieci BUpo6HuuTBa AdI
(3MiHa CTOCYETLCA aKTMBHOI PEHOBUHM
6i0/10rYHOro/iMyHO0rYHOTO NOXOKEHHS 260 BUKOPUCTaHHS
XiMiYHMX AD| y BUpOBHMLTBI NiKapCbKoro 3acoby

3a
peyenmom

UA/11618/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
6i010ri4YHOro/iMyHO/OrYHOrO MOXOAKEHHS, SiKa MOXe MaTu
3HaAYHWI BN/IMB Ha SIKICTb, 6e3neKy Ta eqDeKTUBHICTb JliKapCbKOro
3aco6y, i He CTOCYETLCA NPOTOKOANY); 3MiHM || TUNY - 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHUX Y cneuundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y MpoLeci
BMpOGHMLUTBA ADI - 3i cneyudikaLii Ailo4oi pevoBUHN
BUAyYatoTbea napameTpu «Residual DNA» i «Residual
methotrexate (MTX)» OCKi/Ibki BOHW He MOBUHHI 6yTn
perynspHUMmn SK KPUTUYHI NapamMeTpy BignoBiAHO [0 HaAaHoT
Baslifauii npouecy ounctku woao suganeHHss DNA i MTX); 3miHn
Il TMny - 3MiHKM y NpoLeci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3aco0y, BK1OYAUN NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCSA
npu BUPOBHULITBI FOTOBOTO J1iKapCbKOro 3acoby (flikapcbkuii
3acib € flikapCbKMM 3aC060M 6i0/10rYHOr0/iIMyHOS10TIYHOTO
MOXOAKEHHA Ta 3MiHa BUMarae NpoBeAeHHs MOPIBHANIbHUX
[ocnigpKeHb)
253. | MOMIKCOH cnpeii HasaslbHUiA, AT "Apawmeg, Monbwa dapmea dpaHuis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/16749/01/01
cycneHsis, 50 Papma” 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/lE- peyenmom
MKr/no3y; no 10 r (60 cepTudikaT BignoBigHOCTI EBponeiickkiii
[o3), no 16 r (120 hapmakonei/moHorpadii. 3miHK, NOB'A3aHi 3 HEOOXIAHICTIO
003), 18 r (140 po3) npuBELEHHS Y BiANOBIAHICTL A0 MOHorpadii 4dY abo
cycneHsii y €Bponeiicbkoi thapmakonei, abo iHLWOoT HauioHa/IbHOI
nonieTuneHosomy thapmakonei gepxasu €C (3miHa y cneuudikawii
dhnakoHi 3 O3yH0UnM HedhapmMakoneiiHoro A®| aons npuBefeHHs y BiANOBIAHICTb A0
Hacocom Ta Bumor AdY a6o €sponelicbkoi hapmakonei, abo iHLWoi
HasaIbHUM HaujioHanbHOT chapmakonei aepxasu EC) - Ad| - MprBegeHH:
annikatopom; no 1 Cneupmdpikauii woao koHTpoto A®l MomeTasoHy dypoarty
(h1aKoHY Y KapTOHHilA MOHOrigparty y BignoBigHicTb 40 MoHorpadii 2858 €sp.Papm.
Kopoo6ui Mometasone furoate monohydrate.
254. | MOPKBU eKCTPaKT piakunii MAT YkpaiHa MAT "lrannudapm” Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - - UA/12462/01/01
BUKOI (cy6ceTaHuis) y 6o4kax "Tanuudapm” 3MiHu 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHW B NpoLieCi
nnoais nosiMepHux ans BMpo6HMUTBa AD| (HE3HaAYHa 3MiHa y MpoLeci BUpO6HMLTBa
EKCTPAKT BMPOGHMLITBA Adl)
PIAKWUIA HECTEePUIbHUX BHECEHHS 3MiH [0 po3giny 3.2.S.2. Mpouec BrpobHMLTBa AdI,
nikapcbkunx hopm 30KpeMa: BUKN3AEHHS TEKCTY KOPOTKOro OMM1Cy TEXHOJIONYHOro
npoLecy Ta TEXHOJOrIYHOI cxeMun BUpobHULTBa APl B HOBIl
pefakuii
255. | MYCKOMEA pO34uH A8 iH ekyin, 4 YOPNA4 TypeuuunH Medpap Inauy CaH. TypeuuunH BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/14717/01/01
Mr/2 M1 N0 2 MN B MEANUNH a A.LL. a 3MiHu | TUny - 3MiHK Wopno 6e3nekn/eddekTUBHOCTI Ta peuyenmom
amny”ni; no 6 amnyn B INAY CAH. BE hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHEHNX JaHnX
KOHTYPHIli YapyHKOBIi TIOXK. A.LL. npo cuctemy chapmakoHarnsigy (BBeAeHHS y3arasibHEHUX AaHVX

ynakosui; no 1
KOHTYPHIlA YapyHKOBIlA
YMaKoBLji B KAPTOHHIl
Kopoobui

npo cucTemy dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoT ocobu,

BiZiNOBIAANbHOI 3a 34jICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iIACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Bif,
YNOBHOBaXXEHOI 0c06M, BiANOBIAA/IbHOT 3a 3fiINCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHi MacTep-dhaiina cuctemu papmakoHarnsgy) 3miHa
yNOBHOBaXeEHOI 0CO6M BiANOBIAA/ILHOI 3a thapmakoHarnsag;:
[itoua pepakuis: XtoceitH ToHisni / Mr. Huseyin Tonyali.
MponoHoBaHa pefakuis: Mescim Inbkbaxap AiHyens / Mrs.
Mevsim llkbahar Dincel. 3MiHa KOHTaKTHUX JaHWX
YNOBHOB&XEHOI 0c06W, BiANOBIAA/LHOI 3a hapMakoHarnsg,.
3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0co6W, BignoBiganbHOI 3a
thapmakoHarnsg,. 3miHa Micusa 34iCHEHHS OCHOBHOI AiNIbHOCTI
3 dhapmakoHarnsgy. 3miHa MicLe3HaxoMKeHHs MacTep-daiina.
256. | HArgokK HacTolika (cybcTaHLis) MAT YkpaiHa MAT "lrannudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: - UA/14428/01/01
HACTOWKA B 604kax nosiMepHnx "Tannudapm” 3MmiHu | TUny - 3MiHK 3 akocTi. APl. BupobHuLTBO. 3MiHN B
ans npoueci BupobHuuTea APl (He3HayHa 3MiHa y nNpoLeci
hapmaLeBTUUYHOTO BMpOo6HULTBa AdI)
3aCTOCyBaHHA BHECEHHS 3MiH [0 po3ainy 3.2.S.2. MNMpouec BrpobHMLUTBa AdI,
30KpeMa: BUKN3AEHHS TEKCTY KOPOTKOro OMM1cy TEXHOJIONYHOro
npolecy Ta TEXHOJOrIYHOI cxeMn BUpo6HULTBA AP B HOBIl
pegakuii
257. | HABOHEKC® | cnipeii Haza/lbHWiA, LWepiHr-Mnay Lseiiuapi LWepiHr-Mnay Benbris/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/7491/01/01
[030BaHwWii, 50 CeHTtpan Ict A Na6o H.B., Cinranyp 3MiHu Wopao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnsagy. peyenmom
MKF/[,03y; Al Benbrist; MC/, BBegeHHs abo 3MiHM [0 y3arasibHeHNX JaHNX NPO CUcTeMy
no 18 r (140 po3) IHTepHewHn M6 X thapmakoHarnagy (BBefeHHs y3arasibHeHVUX faHux npo cuctemy
cycnexsii y (cpiniss Cinranyp), hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu, BifnosifganbHol
noslieTuIeHOBOMY CiHranyp 3a 34iliCHeHHs thapmakoHarnsgy; KOHTakTHOI 0coou 3
dhnakoHi 3 03y0UnM hapmakoHarnagy 3asiBHUKa A5 34iliCHEHHs hapmakoHarnsay B
HacocoMm- YKpaiHi, AKLLI0 BOHA BigMiHHa Bifj YNOBHOBaXKeHOT 0cobu,
po3nusoBayYeM, BiANOBIAA/IbHOT 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
3aKpUTUM KOBMAaYKoM, KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-daiina
3 MapKyBaHHAM cucteMun chapmakoHarnsay) 3miHa Micus 34iliCHeHHst OCHOBHOT
YKPaiHCbKOI0 MOBOIO; AiANbHOCTI 3 hapMakoHarnagy.
no 1 dpnakoHy y 3MiHa MicLe3HaxoMKeHHs1 macTep-daiina.
KapTOHHI Kopobui 3
MapKyBaHHAM
YKpaiHCLKOK Ta
aHrnilicbkol MoBamMu
258. | HABOHEKC® | cripeii Hasa/lbHWiA, LWepiHr-Mnay LLseiuapi LWepinr-Mnay Benbria/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB:3miHu | Tuny - 3a UA/11264/01/01
CUHYC [030BaHuit, 50 CeHTpan Ict A Na6o H.B., CiHranyp 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsmy. peuyenmom
MKr/A03y; Al Benbria; MCL BeefeHHs abo 3MiHM [0 y3araslbHEHUX AaHnX Npo cuctemy
no 10 r (60 po3) IHTepHewHN TM6X thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHnX npo cuctemy
cycneHsii y (cpinia Cinranyp), hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0co6w, BifnoBiAanbHOI

nonieTuneHosomy
h1aKkoHi 3 403yHUMM
Hacocom-
po3nunoBavem,
3aKpUTUM KOBMAYKOM,
3 MapKyBaHHAM
YKparHCbKO MOBOIO;
no 1 cpsiakoHy y

Cinranyp

3a 3[jicHEHHsT hapMakoHarsay; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS hapMmakoHarnsay B
YKpaiHi, K0 BoHa BiAMiHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS (hapMakoHarnaay (BKuarum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daina
cucTeMu dpapmakoHarnsgy) 3miHa micust 34iliCHEHHS OCHOBHOI
AiSNbHOCTI 3 thapmakoHarnagy.
3MiHa MicLie3HaxoMKEHHs1 MacTep-chaiina.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KapTOHHI kopo6uji 3
MapKyBaHHAM
YKparHCbKO Ta
aHINIiCbKO MOBaMu
259. | HAKNO®EH Kancynu no 75 mr no KPKA, 4.4., CnoBeHis KPKA, a.4., HoBo CnoseHisn BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/3480/06/01
ayo 10 kancyn y 6nictepi; Hoso mecTo MecTo 3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudiikat peyenmom
no 2 6nictepu y BiANOBIAHOCTI E€Bponelickbkili hapmakonei/MmoHorpadii. MogaHHA
KapTOHHI KopooLi HOBOro abo OHOBMIEHOrO cepTudikaTa BigNoBigHOCTI a6o
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: gns A®l; ans BUXigHOro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0
BMKOPMCTOBYOTLCS Y BUPOOHULTBI ADI; ANns 4ONOMKHOI
peyoBuHM (cepTudikaT BifANoBiAHOCTI EBpONECHKIii
thapmakonei) - Houii cepTudikat Bif, HOBOro BUPOGHUKA
(3amina abo fonoBHeHHS) HagaHHs HOBOroO cepTudikarty
BiANoBigHOCTI EBponeiicbkoi dhapmakonei Ne RO-CEP 2014-009-
Rev 01 Big HoBOro Bupo6Huka APl nknodeHak HaTpito Henan
Dongtai Pharm Co., Ltd., Kutaii, 3amicTb BUpo6HvKa Amoli
Organics Private Limited, IHgjs.
260. | HANBY®IH PO3UMH ANA H'EKLN, TOB "tOpis- YkpaiHa TOB "lOpia-®apm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/14429/01/01
10 mr/m; no 1 mn a6o dapm"” AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peuyenmom
no 2 mn B amnyni; no 5 MiCLiAl MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
amny/s1 B KOHTYPHil nikapcbKoro 3acoby, BKIYaUM AibHUL BUNYCKy cepii abo
YapyHKOBIl ynakoBL; MicLie NpOoBeAEHHS KOHTPOSIIO AKOCTI. (LisNbHICTb, 3a AKY
no 1 abo 2 KOHTYpHi BiANOBiAAe BMPOGHUK/iMNOPTEpP, BK/IOUAOUM BUMYCK Cepild) -
YapyHKOBI yakoBKu B 3MiHa agpecu Bupo6Huka 13 TOB "tOpis-®apm”, YkpaiHa, 6e3
nadui; no 1 mn a6o no 3MiHM MicLA BUPOGHMLTBA (BBEAEHHS 3MiH NPOTSArom 6-Tn
2 MmNy nonepesHbo MiCAILiB MicNs 3aTBEPIKEHHS)
HanoBHEHOMY
wnpuyy; no 1 aéo 5
LUMPWLIB 3 rofikamu y
KOHTYPHIlA YapyHKOBIlA
ynakoBui; no 1
KOHTYPHIli YapyHKOBI
ynakoBLji y nayui
261. | HATPIO pO3uunH ANns iHdysii, 9 NAT YkpaiHa TOB chipma YkpaiHa 3MiHu | TUnY - 3MiHK 3 SKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3a UA/4131/02/01
xnoeupg mr/mn; no 100 mn, 200 "Tanuucapm” "HoBothapm- CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa peuyenmom
M1 abo 400 mn B BiocuHTes", nocTavasibHvKa nakysasibHUX Mmatepianis abo KOMNIEKTYHUNX
NASALWKaX CKASAHNX YkpaiHa,; (AKWO 3a3HaYEHO B AOCLE) (BUYYEHHS MOCTaYasIbHIKA)
MAT "lrannudapm” BHECEHHS 3MiH 10 MaTepiasiiB peecTpaviiiHoro gocke p. 3.2.P.7.
CucTema ynakoBka/yKynopka: BUly4yeHHs iHdhopmadii Wwoao
BVIPOGHWKIB MEPBMHHOI YNakoBky (01aKOHIB CKISHUX, MPOGOK
rYMOBMX Ta KOBMaYKiB a/ltOMiHIEBUX).
262. | HEBIBAN TabneTkn no 5 mr no AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpaliinHux maTepianis: 3MiHu | Tuny - 3a UA/4979/01/01
10 TabneTtok y "KUIBCbKW BITAMIHHWIA 3MiHu 3 sKocTi. FoToBwMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenmom
6nictepi; no 2, 3a60 8 | BITAMIHHWN 3ABO4" y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs roTOBOro
6nicTepiB y navui 3ABOL" NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI TOTOBOrO

niKapcbKoro 3acoby) - [lns TOproBoi ynakoBky (MiATBEPAKYETLCSA
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocBi0OYEeHHs

[aHVMU peasibHOro vacy) - 36ibLIEHHS TEPMiHY NPUAATHOCTI
roTOBOrO NikapCbKOro 3acoby Ha OCHOBI NO3UTUBHUX pe3ybTaTis
[0BrOCTPOKOBUX [OCAISKEHb CTAbiNbHOCTI y peaslbHOMYy Yaci:
3areepmkeHo: TepMiH NPMAATHOCTI. 2 pokK. 3anponoOHOBaHO:
TepMiH npuaaTHOCTI. 3 poku. BBeAeHHA 3MiH NpoTAromM 6-Tu
MiCALIB NiCNsA 3aTBEPKEHHS.

263.

HEO-
NMEHOTPAH®
DOPTE

cynosuTopii
BariHanbHi; no 7
CynosuTopiie y
6nicTepi B KApTOHHIl
Kopo6bLi

Ekcenric
Xencke C.J1.

IcnaHis

Ekcenric lnay
CaHai Be
TigpxapeT AHOHIM
LipkeTi

TypeuunH
a

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHK | TUNY - NpuBeAeHHs BUpo6HMKIB A®| MikoHa30/y HiTpaTt y
BIANOBIAHICTb 4O MaTepianis peecTpaLiiHoro AOChLE;
3MiHN | TURY - BUNYYEHHSI BUPOOHUYOI AiNbHML (BKIOUAKUN
AinbHuUi ans A®l, NpomixXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNULi A1 NPOBEAEHHS NaKyBaHHS,
BMPO6HUKA, BiAMOBIAa/TbHOMO 3a BUMYCK Cepiil, MicLe
NpoBeEeHHS KOHTPOLO cepil) abo noctavasibHMKa BUXiLHOro
marepiany, peareHty abo AOMOMIKHOT PEYOBVHW - BUNTYYEHHS
BMpo6Huka Farchemia S.R.L., Italy gitoyoi peqoBnHN MikoHa30ny
HITpaT 3 MaTepianiB peecTpayiiiHoro Aockbe; 3MiHK |l TUNY - 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTLCA Y BUPOBHNYOMY npoueci Ad®l, abo 3miHa
BMpO6HUKa (BK/IOYAKOUK, Ae HeO6XiAHO, MicLe NPOBeAEeHHS
KOHTPO/It0 AKOCTi) ADI - BBEAEHHS AOAATKOBOrO BUPOOHMKA
QUIMICA SINTETICA, S.A., Spain fito40i pe4oBUHWN MiKOHa30/1
HiTpaTt

3a
peyenmom

UA/5477/01/01

264.

HITPOMAKC

TabneTku
cybniHrsasibHi no 0,3
Mmr; no 50 TabneTok y
6aHLi; No 4 6aHkn y
nauui 3 KapToHy; Nno
100 TabneTok y 6aHLi;
no 1 6aHuji B nauuj 3
KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
MiCLiA NPOBaKEHHA AiS/IbHOCTI BUPOOHMKa/iMNopTepa rotoBoro
nikapcbKoro 3acoby, BK/IOUaKUM 4ifibHUL BUNYCKY cepii abo
MicLie NpoBefeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIfAE BUPOGHUK/iIMNOPTEP, BKOYAKOUN BUMYCK Cepild) -
3MiHa Ha3BM Ta agpecun BUPO6Huka MN13, 6e3 3miHN Micust
BMPO6HULTBA (BBEAEHHS 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS); 3MiHU | TUNY - AgMIHICTpaTUBHI 3MiHWU. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu 3asBHUKA (BlaCHUKA
peecTpauiiiHoro NocBigYeHHs) - 3MiHa Ha3BW Ta agpecu
3asBHUKa (BBefeHHA 3MiH npoTAaroM 6-Tv MicsAuiB nicns
3aTBEPAKEHHS); 3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkiii
XapaxkTepucTuLli NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL,i A/191 MeANYHOro 3aCTOCYBaHHSA Ha NigcTaBi perysspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
[ocnipkeHb 3 6e3nekn 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo sk pe3ynbTaTt OLiHKM 3BITY 3
[ocnimpkeHb, NpoBefeHnX BignoBigHO 40 niaHy negiatpudHnx
pocnigpkeHb (PIP) (iHWwi 3MiHM) - 3MiHW BHECEHO [0 TEKCTY
IHCTPYKL,ii A/19 MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby y
po3ginu: "®apmakonoriyHi BnactmeocTi”, "MNpoTunokasaHHsa",
"B3aemogis 3 iHWKMK fikapcbkuMu 3acobamu Ta iHLi BUan

B3aemMogiin”, "Ocob/MBOCTi 3acTOCyBaHHS", "3AaTHICTb BNANBATH
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265.

Ha LIBWAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM abo
iHLWMMKY MexaHi3mamun', "To6IYHI peakuii" Wwono 6e3nekn ajo4yoi
peyoBuHM (BBEAEHHS 3MiH NPOTArOM 6-TV MiCAILiB Micas
3aTBEePKEHHS); 3MiHU | TUNY - 3MiHU Woa0
6e3nekun/edhekTBHOCTI Ta thapMakoHarnisgy. BeegeHHs abo
3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AaHNX NPO cucteMy hapMmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifjMiHHa Bif, yNOBHOBa&XXeHOT 0co6MU, BiANOBIAaNbHOI 3a
3[jiCHEeHHs hapmakoHaragy (BK/IYatoumn KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLieHHi MacTep-daiina cuctemm
dhapmakoHarnsgy) - 3MiHa KOHTaKTHWUX AaHUX YNOBHOBaXEHOT
0ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a thapmakoHarnsg (BeegeHHs
3MiH NPOTArom 6-TW MiCALiB NicNs 3aTBEPAKEHHS He
pPEKOMEHAYETHLCA); 3MiHU | TUMY - 3MiHM o0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
BHECEHHS KOHTaKTHUX AaHuX y po3gain "lNo6iyHi peakuii” B
IHCTPYKUiO 415 MeAnYHOro 3acTocyBaHHs (BBeeHHs 3MiH
npoTArom 6-T1 MiCALIB NicNs 3aTBEPAKEHHS)

HITPOMAKC

TabneTku
cy6niHreanbHi no 0,4
Mmr; no 50 TabneTok y
6aHLUji; no 4 6aHkn y
nauLi 3 KapToHy; Nno
100 TabneTok y 6aHLi;
no 1 6aHuji B nauuj 3
KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYauy AinbHULi BUMYycKy cepii abo
MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK Cepild) -
3MiHa Ha3BW Ta agpecy BUpo6Huka /13, 6e3 3mMiHu Micus
BMPO6HULTBa (BBEAEHHS 3MiH NPOTArOM 6-T1 MicsALIB nicns
3aTBEPMKEHHS); 3MiHU | TUNY - AGMIHICTpaTUBHI 3MiHWN. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asBHMKa (BNacHUKa
peecTpavLiiiHoro NocBigYeHHs1) - 3MiHa Ha3BW Ta agpecu
3anBHVIKa (BBeAEeHHS 3MiH NpPOTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS); 3MiHW | TUNY - 3MiHK WoA0
6e3nekn/ehekTUBHOCTI Ta hapMmakoHarnsgy. 3miHa y KopoTkiii
XapaKkTepucTuLli NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLT AN1A MeQUYHOro 3aCTOCyBaHHA Ha NigcTaBi perysispHo
OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocnigpKeHb 3 6e3nekn 3acTocyBaHHSA MikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo Sk pe3ysibTaT OLiHKM 3BIiTY 3
LocnimkeHb, NPoBeAeHWX BigNoBIAHO A0 NaHy negiatpudHmnx
pocnigkenb (PIP) (iHWwi 3MiHW) - 3MiHW BHECEHO A0 TEKCTY
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ginu: "®apmakonoriyHi BnactmeocTi", "MNpoTunokasaHHs",
"B3aemogis 3 iHWVMK nikapcbknMu 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3aCTOoCyBaHHA", "34aTHICTb BN/IMBaTK
Ha LIBUAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNopToOM abo
iHLIMMK MexaHizmamun', "MNo6iYHi peakuii" wono 6e3nekn gioyoi

6e3
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peyoBuHM (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHW [0 y3araslbHeHVX AaHnX Npo cuctemy papMakoHarnagy
(BBEAEHHSA Y3araslbHEHVX AaHWX NPO cucTeMy hapMakoHarnaay,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AIICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3aABHUKA ANA 34iICHeHHA ddapMakoHarniagy B YkpaiHi, kLo
BOHa BigMiHHa Bif, yNOBHOBaXeHO! 0cobu, BignosiganbHOT 3a
3[jiCHeHHsT hapmakoHaraay (BK/IYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-ghaiina cuctemu
hapmakoHarnsgy) - 3aMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0ocobu 3asBHUKA, BiANOBIAa/IbHOI 3a hapmakoHarnsg (BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS He
pekoMeHAY€ETbCS); 3MiHW | Trny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHECEHHS KOHTaKTHUX AaHuX y po3ain "Mo6iyHi peakuii” B
IHCTPYKL0 A58 MeANYHOro 3acTocyBaHHs (BBeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB MicNsi 3aTBEPAKEHHS)

266.

HITPOMAKC

TabneTkun
cybniHrsasibHi no 0,5
mr; no 50 TabneTok y
6aHLi; Nno 4 6aHkn y
nauuj 3 KapToHy; No
100 TabneTok y 6aHLi
3 MapKyBaHHAM
YKpPaiHCbKOK MOBOIO;
no 1 6aHuji B nauuj 3
KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilmeHyBaHHsA Ta/abo agpecu
MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaUmM 4iibHUL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAAE BMPOGHUMK/iMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa Ha3BM Ta agpecu BUpo6Huka M3, 6e3 3miHu Micus
BMPO6HULITBA (BBEAEHHS 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBepKeHHS); 3MiHW | TUny - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BlacHMKa
peecTpauiiHoro NocBigYEHHS) - 3MiHa Ha3BW Ta agpecu
3asBHVIKa (BBeeHHS 3MiH MPOTArOM 6-TW MicALiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLiT A8 MeQUYHOro 3aCTOCyBaHHA Ha NigcTaBi perysisipHo
OHOB/IOBAHOIO 3BITY 3 6e3Mnekn NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3Mnekn 3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepiog, abo Sk pe3ysibTaT OLiHKM 3BiTY 3
OOCnifpKeHb, NPOBeAEHVX BIAMNOBIAHO A0 NaHy negiatpuyHux
pocnigpkeHb (PIP) (iHWi 3MiHW) - 3MiHU BHECEHO [0 TeKCTY
IHCTPYKLiT AN19 Me4MYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y
po3ginu: "®apmakonoriyHi BnactmeocTi", "MNpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkMU 3acob6amMu Ta iHLi BUAn
B3aemogiit", "OcobMBOCTi 3acToCcyBaHHA", "34aTHICTL BNIMBATK
Ha LUBWAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM abo
iHWMMK MexaHi3mamMu®, “Mo6ivHi peakuii” Woao 6e3neku ai4oi
peyoBuHM (BBEAEHHA 3MiH NPOTArOM 6-Ty MicAILiB nicns
3aTBEePKEHHS); 3MiHu | TMNy - 3MiHK Woao

6e3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHVX AaHWX NPo cuctemMy papMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3a8BHMKa 415 34ICHEHHA dapmakoHarnsagy B YKpaiHi, SKwo
BOHa BigMiHHa Bif, yNMOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHaraay (BK/IYakuM KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-ghaiina cuctemm
dhapmakoHarnsgy) - 3MiHa KOHTaKTHVUX AaHUX YNOBHOBaXEHOT
0cobu 3as1BHMKa, BiANOBIAa/IbHOT 3a hapmakoHarnsz (BeefeHHs
3MiH NPOTArOM 6-TW MiCALiB NicNs 3aTBEPAKEHHSA He
pekoMeHAY€ETbCS); 3MiHM | TMny - 3MiHW Woa0
6e3nekun/edekTUBHOCTI Ta thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS KOHTaKTHUX AaHuX y po3gin "MNo6iyHi peakuii” B
IHCTPYKLj0 A8 MeAnYHOro 3acTocyBaHHs (BBeAeHHS 3MiH
NPOTArom 6-Tv MicAILIB NiCAs 3aTBEPIKEHHS)
267. | HI®YPOKCA3 | cycneHsist opasibHa, TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepiani:3miHu | Tuny - - UA/14858/01/01
na 200 mr/5 mn in bulk: "TepHodapm™ "TepHodapm" BBefeHHs1 PC3 cybcTaHuji Hihypokcasmay B MeTogax KOHTpOsIio
no 90 mn y doNakoHi; Ha roToBuWit Nikapcbkuii 3aci6 (igeHTudikalis, cynposigHi
no 28 chnakoHiB pasom OOMILLKM, KifIbKICHE BU3HAYEHHS) Ta B METOAAX KOHTPOSIO Ha
3 BiANOBIAHOIO npomikHUiA NnpoaykT(iaeHTudikalis, KiflbkicHe BU3HAYEHHS), a
KINbKICTIO MipHUX TaKoX NPUBEAEHHS HA3B PeakTUBIB 40 Cy4YacCHUX BUMOT.
JIOXOK Y rpynoBiii MeToavkn He 3MiHMAucs
Kopo6ui
268. | HI®DYPOKCA3 | cycneHsisi opasibHa, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHum | Tuny - 3a UA/10558/01/01
na 200 mr/5 mn; no 90 mn "TepHodhapm" "TepHodhapm" BBeAeHHs1 PC3 cybcTaHLuiil Hihypokcasnay B MeToAax KOHTPO/IO peuyenmom
y 6aHui abo chnakoHi; Ha roToBuWin Nikapcbkuii 3aci6 (igeHTudikalis, cynposigHi
no 1 cpnakoHy abo [OOMILLKM, KiNlbKICHE BU3HAYEHHS) Ta B METOAAX KOHTPOSI0 Ha
6aHLi B mayLi pasom 3 NPOMiXHUIA NPoayKT (igeHTudikauis, KilbkicHe BU3HaYeHHs), a
MipHOIO NTOXKOHO TaKoX NpUBEAEHHS HA3B PeakTVBIB A0 Cy4YacCHUX BUMOT.
MeToauKu He 3MiHnAucs
269. | HOBAPUHI'® | kisbue BariHa/bHe, LWepiHr-Mnay LLseiuapi 3a NoBHUM HigepnaH BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB:3miHu | Tuny - 3a UA/9613/01/01
11,7 mr/2,7 mrno 1 CeHTpan Ict A LIMK/IOM: on 3MiHu Wwopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peuyenmom
KinbLo y cawe; no 1 Al H.B. OpraHoH BBegeHHSA abo 3MiHM [0 y3arasibHEHUX AaHUX NPO cucTeMy
calle B KapTOHHii thapmakoHarnsgy (BBefeHHs y3arasibHeHNX JaHnX npo cuctemy
Kopoobui hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0co6w, BifnoBiaanbHOI
3a 3fjicHEHHsT hapMakoHarsay; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHA hapMmakoHarnsay B
YKpaiHi, K0 BoHa BiAMiIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAANLHOI 3a 3filicCHEHHS thapMakoHarnaay (BK/uatum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daina
cmucTeMu papmakoHarnsgy) 3miHa micus 3ailiCHEHHS OCHOBHOI
AisnbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3HaxXoMKeHHS
mMacTep-goaiina
270. | OKCANINNAT | nopowok ans Mictpan AHrnis AkTasic ITania ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: YTOYHEHHSI 3a UA/13987/01/02
IH-BICTA NpUroTyBaHHA Kenitan C.n.A. HanncaHHs L03yBaHHSA Ta BiAMOBIAHMX peecTpauiiHuX HOMepiB peyenmom
PO34MHY ANsl iHAY3il MeHemKMeHT [O/151 KOXKHOro A03yBaHHS OKpemo B Hakasi MO3 Ne 1438 Big
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(5 mr/mn) no 100 mr, 1
chNakoH 3 NOPOLLKOM y
KapTOHHI Kopoo6Li

NimiTeq

24.06.2019 B npotieci BHeCEeHHS 3MiH (3MiHu | Trny - 3MiHK
wopao 6esnekv/edpekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs
ab0 3MiHM [0 y3aranbHeHVX AaHUX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHnX npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0co6MU, BignoBiganbHOI
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cucTemu hapmMakoHarnsgy) 3MiHa yrnoBHOBaXeHOT ocobu,
BiAMOBIAa/IbHOI 32 hapmakoHarnsag: [itova pegakuis: dybay
TeTsHa BikTopiBHa; MponoHoBaHa pefakuis: CoTHikoBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXEHOT
ocobu, BiANoBiAasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3Haxo4keHHs MacTep-ghaiina.). NMoMuUIKoBO B MPOEKT
Haka3sy 6y/10 CKOHBEPTOBAHO AjBa A03yBaHHSA B OfHY MO3ULLit0.
Pepakuisi B Hakasi — MOPOLLOK /18 MPUTOTYBaHHA PO3UNHY 415
iHdpy3iiA (5 mr/mn)
no 50 mr, no 100 mr, 1 chnakoH 3 MOPOLLKOM Y KapTOHHIi
KOpoo6Li, peecTpaviiiHuii Homep - UA/13987/01/02.
3anponoHoBaHa pefakLis — NOPOLUOK A1 NPUroTyBaHHS
po3unHy Ans iHdysin (5 mr/mn) no 50 mr, 1 do1akoH 3 MOPOLLKOM
Y KapTOHHIli kopobui, peecTpauiiHuii Homep - UA/13987/01/01
Ta NOPOLUOK [/181 NPUrOTYBaHHA PO34MHY A5 iHdy3ii (5 mr/mn)
no 100 mr, 1 chnakoH 3 NOPOLLKOM Y KapTOHHIi kopobuyj,
peecTpaLiiHuii Homep - UA/13987/01/02.

271.

OKCANINNAT
IH-BICTA

NOPOLLOK ANA
NpUroTyBaHHs
pO34uHy ANs iHQy3il
(5 mr/mn) no 50 wr, 1
h1aKoH 3 MOPOLLUKOM Y
KapTOHHI Kopoo6Li

Mictpan
Kenitan
MeHegKMeHT
Nimiten

AHrnis

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH [JO peecTpaLjiiiHuX MaTepiasiB: YTOYHEHHSI
HanvcaHHs A03yBaHHSA Ta BifnoBiAHUX peecTpaljiiiHuX HomepiB
[ON51 KOXHOro [03yBaHHA OkpeMo B Hakasi MO3 Ne 1438 Bif
24.06.2019 B npovieci BHECEHHS 3MiH (3MiHU | TUny - 3MiHK
wono 6e3nekun/edpekTnBHOCTI Ta hapmakoHarnagy. BeegeHHs
ab0 3MiHM [0 y3araslbHEHVX AaHnX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHX fJaHnx Npo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXeHO! 0Co6U, BignoBigabHOT
3a 3fiiCHEHHA hapMakoHarnsaay; KOHTaKTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS hapMakoHarnagy (Bkvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemu hapMakoHarnsgy) 3miHa yrnoBHOBaXXEHOT 0cobu,
BiANOBiAanbHOI 3a chapmakoHarnsAg: [itoya pepakuis: dybay
TeTsaHa BikTopiBHa; MNponoHoBaHa peakuis: CoTHIKOBa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHNX JaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBigasbHOI 3a hapMakoHarisg. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaxXoKeHHs MacTep-gaiina.). NMoMnaKoBo B NPOeKT
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Hakasy 6yn10 CKOHBEPTOBAHO fiBa [403yBaHHS B OAHY MO3ULI0.
Pepakuist B Hakasi — MOPOLLOK AN MPUrOTYBaHHA PO34NHY 415
iHcpy3ii (5 mr/mn)
no 50 mr, no 100 mr, 1 chnakoH 3 MOPOLLKOM Y KapTOHHIl
KOpoO6Li, peecTpaviiiHnii Homep - UA/13987/01/02.
3anponoHoBaHa pefakLis — MOpPOLLOK A5 NPUroTyBaHHSA
po3unHy Ans iHdysii (5 mr/mn) no 50 mr, 1 doakoH 3 MOPOLLKOM
Y KapTOHHIi1 kopobu,i, peecTpauiliHnii Homep - UA/13987/01/01
Ta NOPOLUOK A1 NPUrOTYBaHHA PO34nHy 415 iHdy3in (5 mr/mn)
no 100 mr, 1 chniakoH 3 NOPOLLKOM Y KapTOHHIil kopobuyj,
peecTpadiiiuii Homep - UA/13987/01/02.

272.

OMHAOPEH®
250

PO34uH onNiliHWIA Ans
iH'ekyinno 1 mny
amnyni; no 5 amnyn y
KapTOHHI Kopoo6Li

TOB
"BAJIEAHT
PAPMACBIOT
IKAN3"

YkpaiHa

$apm3asop,
€nbha A.T.

Monbwa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis:3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA hapmakoHarnsay B
YKpaiHi, KLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3filicHeHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) 3MiHa KOHTakTHUX AaHuX
yNOBHOBaXeEHOT 0c06M, BignoBifansHoI 3a hapMmakoHarniag,
3MiHa MicuA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
chapMakoHarsgy. 3mMiHa MicLe3HaxomKeHHs1 macTep-ghaina.

3a
peyerimom

UA/5204/01/01

273.

OMATAHON®

Kpanni ouHi, 1 mr/mn
no 5 mn y chrakoHi-
KpanesnbHuui "dpon-
TeliHep®"; 1 a6o 3
hnakoHn-KpanensHML
B KOpOOGLIi 3 KapTOHY

HosaprTic
dapma Al

LBeliuapi
a

AnkoH Kysi, C.A.,
Icnanis, AnKoH-
KyBpbop, Benbris

Benbris/
Icnanis

BHECEHHS 3MiH 10 peecTpayiiiHux maTepianis:
3MiHK | TUNY - 3MiHa y MeTogax BunpobyBaHHA Adl abo
BUXIQHOro MaTepiasly/NnpoMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLLeCi BUPO6HMLTBA AD| - HE3HAYHI 3MiHK
y metogukax A®l. Kputepil NpUIAHATHOCTI He 3MIHUANCS; 3MiHW |
TUMy - 3MiHa y napameTpax cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHNX y crneumndikauiax Ha A®l, abo
BUXiAHWIA/MPOMDKHWIA MPOAYKT/peareHT, Wo BUKOPUCTOBYHOTLCS Y
npoveci BUpo6HuuTBa A®| - fONOBHEHHSA crneumdikayii Adl 3a
NOKa3HUKOM «laeHTuiKaLis» HOBUMU MeToAaMK KOHTPOI; 3a
NoKa3HNKOM «CynpoBiHI AOMILLKW» NEPErisHyTO aHasliTUYHNIA
MeToZ 3 NoAasbLLUMM YTOUHEHHAM A0 crieunddikadii; 3miHu | Tuny
- 3MiHV B npovieci BUpo6HuLTBa API - 3MiHK B NpoLieci
BMpo6HuuTBa A®I B p. 3.2.5.2.2, p. 3.2.5.2.3, p. 3.2.5.2.4,y
3B'A3KY 3 BBEJeHHSIM HOBOTO BMPOGHWMKA; 3MiHK |l Tuny - 3mMiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AP, abo 3MiHa
BUpPOGHMKa (BKOYatoun, e HeobxigHo, MicLie MPOBEeLEHHS
KOHTpO/It0 AKoCTi) AP - BBEIeHHS HOBOro BUPO6HMKa API
OnonaTaguHy rigpoxaopuay 3 HagaHHAM macTep — dpaiiny

3a
peyenmom

UA/4986/01/01

274.

OMPIMEA

Tabnetkun no 0,088 wmr,
no 10 TabneTok y
6nicTepi; no 2, abo no

KPKA, a.4.,
HoBso mecTo

CnoseHis

BignosigansHuii
3a BUPOGHMLTBO
«in bulk»,

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3Minn | TUNYy - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTuduikaT BiANoBiAHOCTI €Bponeicbkil

3a
peyenmom

UA/14075/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
3, abo no 6, abo no 9, NepBUHHY Ta thapmakonei/MoHorpadii. 3mMiHW, NOB'A3aHi 3 HEOOXiAHICTO
ab6o no 10 6nictepiB y BTOPUHHY npuBeAeHHs y BiANOBIAHICTL A0 MOHorpadii 4dPY abo
Kopoo6ui yMaKkoBKy, €Bponeiicbkoi hapmakonei, abo iHWOoi HauioHa/TbHOI
KOHTpO/b cepili Ta thapmakonei aepxasu E€C (3miHa y cneuudikauii
BUMYCK Cepiii: HethapmMakoneiiHoro A®I ans npuBeseHHs y BiANOBIAHICTL A0
KPKA, g.4., Hoso Bumor [I®Y abo €sponericbkoi thapmakonei, abo iHLOoi
mecTo, CroBeHis HaujioHanbHOT chapmakonei gepxasu €C) - Ad| - MprBeaeHHA
BignosigansHuii Cneuumdpikauii wono koHTponto Ad| Mpaminekcony
3a BUPOGHMLTBO OVrigpoxnopvay MOHOTIAPATy Yy BiAMOBIAHICTL A0 MOHOrpadii
«in bulk», 2416 €Bp.®apm. Pramipexole dihydrochloride monohydrate
nepBUHHY Ta
BTOPVHHY
yNaKkoBKy:
KPKA, a.4., Hoso
mecTo, C/ioBeHist
275. | ONPIMEA Tabnetkn no 1,1 mr, KPKA, a.4., CrnoseHis BignosigansbHuii CnoBeHisa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/14075/01/02
no 10 TabneTtok y HoBo mecTo 3a BUPOGHULITBO 3MiHu | TUny - 3MiHK 3 aAkocTi. CepTudikaT BignosigHocTI/IE- peuyenmom
6nictepi; no 2, abo no «in bulk», cepTtudikaT BignoBigHOCTI EBponeicbkiii
3, abo no 6, abo no 9, NepBUHHY Ta thapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
ab6o no 10 6nictepiB y BTOPUHHY npuBeAeHHs y BiANOBIAHICTL A0 MOHorpadii 4dY abo
Kopoo6ui yMaKkoBKy, €Bponeiicbkoi dhapmakonei, abo iHWOoi HaLioHaIbHOI
KOHTpO/b cepili Ta hapmakonei gepxasu EC (3miHa y cneumdikau;i
BUMYCK Cepiii: HethapMakoneiiHoro A®I ans npuBefeHHs y BiANOBIAHICTL A0
KPKA, g.4., HoBo Bumor [1dY abo €sponelicbkoi hapmakonei, abo iHLOoi
mecTo, CroBeHis HauioHas1bHOT hapmakonel gepxasmn €C) - A®I - MNprBefeHHs
BignosigansHuii Cneuumdpikauii wono koHTponto APl Mpaminekcony
3a BUPOGHMLTBO OVrigpoxnopvay MOHOTiAPaTy y BiAMOBIAHICTb 40 MOHOrpadii
«in bulk», 2416 €sp.Papm. Pramipexole dihydrochloride monohydrate
nepBUHHY Ta
BTOPVHHY
yNaKkoBKy:
KPKA, a.4., Hoso
mecTo, C/i0BeHist
276. | ONPIMEA Tabnetku no 0,35 wmr, KPKA, o.4., CnoseHis BignoBigansHuii CnoseHisn BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/14075/01/03
no 10 TabneTok y HoBo mecTo 3a BUPOGHULTBO 3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikat BignosigHoCTI/IE- peyenmom
6nicTepi; no 2, abo no «in bulk», cepTugikaT BiAMNOBIAHOCTI €BpONechbkKil
3, abo no 6, abo no 9, NepBUHHY Ta thapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
abo no 10 6nictepis y BTOPUHHY npuBefeHHs y BiANOBIAHICTbL A0 MoHorpadii 4PY abo
Kopoo6ui yNakoBKY,

KOHTpO/b cepili Ta
BUNYCK cepili:
KPKA, a.4., Hoso
mMecTo, CnoBeHis
BignosiganbHuii
3a BMPOGHNLITBO
«in bulk»,
NepBUHHY Ta

BTOPUHHY

€BponeiicbKoi hapmakonei, abo iHWOoi HauioHaIbHOT

thapmakonei gepxasu EC (3miHa y cneumdikaui

HecbapmakoneiiHoro A®| Ans npuBefeHHs y BiANOBIAHICTb [0
BuMor Y abo €Bponeicbkoi papmakonei, abo iHLWoi

HauioHasbHOT hapmakornel gepxasun €C) - A®I - MNpuBeseHHs

CneyudpikaLii Wwofo koHTponto AP| Mpaminekcony
Aurigpoxnopuay MOHorigpaTy y BignoBiAHICTb A0 MOHOrpagii

2416 €sp.Papm. Pramipexole dihydrochloride monohydrate
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
yNaKkoBKy:
KPKA, a.4., Hoso
mecTo, C/ioBeHist
277. | ONPIMEA Tabnetkn no 0,7 wmr, KPKA, a.4., CrnoBseHis BignosigansbHuii CnoBeHisa BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/14075/01/04
no 10 TabneTtok y HoBo mecTo 3a BUPOGHULITBO 3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTI/IE- peuyenmom
6nictepi; no 2, abo no «in bulk», cepTtudikaT BignoBigHOCTI EBponeicbkiii
3, abo no 6, abo no 9, NepBUHHY Ta thapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3 HEOOXiAHICTO
ab6o no 10 6nictepiB y BTOPUHHY npuBeAeHHs y BiANOBIAHICTL A0 MOHorpadii 4dY abo
Kopoo6ui yMaKoBKy, €Bponeiicbkoi dhapmakonei, abo iHWOoi HauioHaIbHOI
KOHTpO/b cepili Ta hapmakonei gepxasu EC (3miHa y cneumdikau;i
BUMYCK Cepiii: HethapmMakoneiiHoro A®I ans npuBefeHHs y BiANOBIAHICTL A0
KPKA, g.4., HoBo Bumor [1dY abo €sponelicbkoi hapmakonei, abo iHLOoi
mecTo, C/oBeHis HauioHas1bHOT hapmakonel gepxasmn €C) - A®I - MNMpuBeseHHs
BignosigansHuii Cneuumdpikauii woao koHTponto APl Mpaminekcony
3a BUPOGHMLTBO OVrigpoxnopvay MOHOriAPaTy y BiAMOBIAHICTb A0 MOHOrpadii
«in bulk», 2416 €sp.Papm. Pramipexole dihydrochloride monohydrate
nepBUHHY Ta
BTOPUHHY
yNaKoBKy:
KPKA, a.4., Hoso
mecTo, C/i0BeHist
278. | ONPIMEA Tabnetku no 0,18 wmr, KPKA, o.4., CnoBeHis BignoBigansHuii CnoseHisn BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/14075/01/05
no 10 TabneTok y HoBo mecTo 3a BUPOGHULTBO 3MiHn | TUNY - 3MiHK 3 aKkocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
6nicTepi; no 2, abo no «in bulk», cepTugikaT BiAMNOBIAHOCTI €BpONechbkKil
3, abo no 6, abo no 9, NepBUHHY Ta thapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
abo no 10 6nictepis y BTOPUHHY npuBefeHHs y BigNOBIAHICTbL A0 MoHorpadii PY abo
Kopoobui yNakoBKY, €BponeiicbKoi hapmakonei, abo iHWOoi HaUioHaIbHOT
KOHTpO/b cepili Ta thapmakonei gepxasu EC (3miHa y cneumdikau;i
BUNYCK cepili: HecbapmakoneiiHoro A®| Ans npuBefeHHs y BiANOBIAHICTb [0
KPKA, 4.4., HoBo BuMor Y abo €Bponeicbkoi papmakonei, abo iHLWOoi
mecTo, CnoBeHis HauioHasbHOT hapmakornel gepxasun €C) - A®I - MNpuBeseHHs
BignosiganbHwii Cneyudpikauii Wwofo koHTponto AP| Mpaminekcony
3a BMPOGHNLITBO Aurigpoxnopuay MoHorigpaty y BignoBigHICTb A0 MOHOrpagii
«in bulk», 2416 €sp.Papm. Pramipexole dihydrochloride monohydrate
NepBUHHY Ta
BTOPVIHHY
yNaKkoBKy:
KPKA, a.4., Hoso
mecTo, C/ioBeHist
279. | oNTUNAMIA, Kpanni ouHi, cycneHsisa | ®apmaueBTuy Monba Ny3omegikameHTta | MopTyrani BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/15122/01/01
® no 10 mr/mn; no 5 mn HWiA 3aBOf, Cocbegage A 3MiHY | TNy - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
y dhnakoHax- “Monbgapma” TekHika thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX faHUx
KpanenbHuuAXx; no 1 C. A dapmaceyTika, npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aranibHeHUX faHnx

(h/1aKOHY B KapPTOHHii
nauwi

npo cuctemy hapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0cobu,

BiANOBIAA/IbHOI 32 34iiCHEHHSA hapMakoHarnsaay; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iIACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BoHa BiMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BigNoBigaNbHOI 3a 34iiCHEHHS
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
thapmakoHarnagy (BKIoyakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cuctemMu hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy: fAitoua pegakuyis: Dr. Izabela Slowik;
MponoHoBaHa pepakuisn: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[JaHnXx ynoBHOB&XeEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dapmakoHarnsgy
280. | OP30/® -IN TabneTkn BariHaslbHi, CKAH BIOTEK IHais Bisimen JNlabc NTg, IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3mMiHa 3asiBHUKa 3a UA/15615/01/01
no 10 TabneTok y nTa (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
6nictepi, no 1 Bif, 23.07.2015 Ne 460): 3MiHu | TUNy - 3MiHn Woa0
6nicTepy y KOMMIEKTi 6e3nekn/edekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
3 10 annikatopamu Ta 3MiHV A0 y3arasibHEHUX AaHuX Npo cucTemy dapmakoHarnsgy
KapTOHHOIO BK/1aAKOHO (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapMakoHarnagy,
B KapTOHHIli ynakoBLi 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3aABHUKA 419 34iICHEHHA ddapMakoHarniagy B YkpaiHi, kLo
BOHa BifjMiHHa Bif, yNOBHOBaXXeHOT 0CO6MU, BiANOBIAaNLHOI 3a
3[jiCHeHHs hapmakoHariagy (BKIYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina cuctemu
chapmakoHarnsgy) 3mMiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiANoBiAasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiSNbHOCTI 3 hapMakoHarsgy. 3miHa
HoMepa Ta MicLie3HaxoKeHHs1 macTep-haiina.
281. | OPHIBATI 250 | Tabnetku, BKpUTI Lenbta LLiseliyapi ABJl IEPAXIM TypeyuunH BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/3099/01/01
NNiBKOBOIO Megiken A lnay CaHai Be a AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
060/10HKOI0, N0 250 Mr [MpomoyLLH3 TipxapeT A.LL. MiCLiA NPOBaKEHHA AiS/IbHOCTI BUPOOHMKa/iMNopTepa rotoBoro
no 10 TabneTok y Al nikapcbKoro 3acoby, BK/IOUaKUM 4ifibHUL BUNYCKY cepii abo
6nictepi; no 1, 2 abo 3 MicLie NpoBefeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
6nicTeEpY Yy KapTOHHIi BiANOBIfAE BUPOGHUK/iIMNOPTEP, BKOYAKOUN BUMYCK Cepild) -
Kopoo6ui 3MiHa agpecu Bupo6Huka ABJl IBPAXIM Inau CaHai Be
TigpxapeT A.L., TypeuunHa, 6€3 3MiHU MicLs BUPOBGHMLTBA
(BBeieHHA 3MiH NpOTAroM 6-Tv MicsLiB NicNs 3aTBEPAYKEHHS)
282. | OPHIBAI 500 | Ta6neTku, BKpUTI Jenbta LLseiuapi ABJll IBPAXIM TypeuuunH BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/3099/01/02
nNiBKOBOIO Megiken A lnay CaHai Be a 3MiHu | TUnYy - 3MiHK Wopno 6e3nekn/eddekTUBHOCTI Ta peuyenmom
060/10HKOt0, Mo 500 [MpomoyLUH3 TipxapeT A.LL. hapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHEHNX JaHnx
mr; no 10 TabneTok y Al npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx

6nictepi; no 1, 2 a6o 3
6nicTepy B KAPTOHHIl
Kopoo6ui

npo cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT ocoou,
BiZiNOBIAANbHOI 3a 34jICHEHHS hapmakoHarnsaay; KOHTaKTHOI
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Bif,
YNOBHOBaXKEHOI 0c06M, BifNOBIfA/IbHOT 3a 34iCHEHHS
thapmakoHarnagy (BKIo4yakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-ghaiina cucteMmu papmakoHarnsgy) 3miHa
YNOBHOBaXKEHOI 0CO6M 3asBHUKA, BiAMNOBIAa/IbHOI 3a 3AiliCHEHHS
dhapmakoHarnsgy: firoya pegakuis: TepeHTbes OnekcaHap
HOpiiioBuy; MNponoHoBaHa peaakuis: PormHcbka OneHa
MasnisHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT OCO6H.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
283. | OCTEMAKC Tabnetku no 70 mr; no | dapmauesBTuy Monbwa dapmauleBTUUHNI Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianiB:3miHu | Tuny - 3a UA/4133/01/01
4 TabneTkn y 6nictepi; HWI1 3aBOg, 3aBo/ 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
no 1 6nictepy B “MONb®APM “MONb®APMA” C. BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHnX Npo cucTemy
KapTOHHIA Kopoo6Li A’C. A A hapmakoHarnsgy (BBeLAeHHs y3arasibHEHUX JaHuX Npo cUcTeMy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0co6MU, BignoBiganbHOI
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cucTemu hapmMakoHarnsgy) 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy: ditoua
pegakuisi: Dr. I1zabela Slowik; MNponoHoBaHa pepakuis: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX JaHVX YNOBHOBaXeEHOI 0cobu,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsagy.
284. | OCTEONEHO | TabneTku, BKpUTI M'ep ®abp PpaHuis M'ep ®abp PpaHuin BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/2977/01/01
H NNiBKOBOO MegukameHT MegaunkameHT 3MiHK | TUNY - 3MiHK Y MeToAax BUNPOGYBaHHS rOTOBOrO peyenmom
o60s10HKot0, Nno 10 MpoAakLuH nikapcbKoro 3acoby T. HekonareHoBi NeNTUAN Ta NPOTETHN -
TabneTok y 6nictepi; 3MiHU Npoueaypu TUTPYBaHHSA, BBEAEHHS NOTEHLIOMETpUYHe
no 4 6nictepu B TUTPYBaHHSA; 3MiHU | TUNY - HE3HAYHI 3MiHN Y MeTofax
KapTOHHI ynakosLi BMMNPOGYBaHHA roTOBOrO /likapcbKoro 3acoby; 3miHu | Tuny -
BBE/IEHHS1 OHOBMEeHWi E-cepTudpikat BiANOBIAHOCTI
€Bponeiicbkili hapmakonei gnst A®I Big, BXe 3aTBEPAKEHOIO
BVMPOGHMKA Y 3B 513Ky 3 BBEEHHAM HOBOI KpaiHN NOXOMKEHHS
mMartepiany - ABCTpis; 3anpornoHoBaHo: R1-CEP 2006-047-Rev
02, R1-CEP 2001-133-Rev 01
285. | ODNTOKCALUW | po3umnH ans iHdysii, 2 TOB "tOpis- YkpaiHa TOB "HOpis-dapm” YKkpaina BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/3040/01/01
H mr/mn, no 100 mn a6o Papm"” AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
no 200 MmN y NAgLWKax; MicLsi MPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
no 100 mn1 a6o no 200 nikapcbKoro 3acoby, BK/IOUaKUmM 4ifibHUL BUNYCKY cepii abo
MY NAswWwLi, no 1 MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
nNAAWL Y nayy BiANOBIfAE BUPOGHUK/iIMNOPTEP, BKOYAKOUMN BUMYCK Cepild) -
3MiHa agpecu Bupo6Huka 13 TOB "tOpisi-dapm”, YkpaiHa , 6e3
3MiHM MicLt BUPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu
MicALIB MiC/1A 3aTBEPLKEHHS)
286. | OUMNOKOKL, | rpaHynu fo3oBaHi no ByapoH ®paHuisa BYAPOH ®paHLis BHECEHHS 3MiH 10 peecTpavuiiiHiX maTtepianis:3miHum | Tuny - 6e3 UA/9265/01/01
IHYM® 1ry neHani; no 6 3aMiHa rpadiyHoro oopmaIEHHS NEPBUHHOI Ta BTOPUHHOT peyenma
neHasliB y KapTOHHIlA YMNakoBKM Ha TEKCT MapKyBaHHS yNnakoBKW 3 BiAMNOBIgHMMM
Kopoo6ui 3MiHamMM [0 po34isly MeTofax KOHTPOJIK SKOCTi NiKapCbKoro
3acoby (po3gin «IpadiyHe 0pOpPMIEHHS YNaKOBKU» 3aMiHEHO
po3gainom «MapKyBaHHsI»)
287. | NAKNMIBICTA KOHLeHTpaT Ans MicTpan Benuka Xaynt ®apma HimeuuunH BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3miHu | Tuny - 3a UA/16374/01/01
PO34UHY ANst iHQY3il, Kenitan BpuTaHis BonbparcxayseH a AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
6 mr/mn; no 5 mn (30 MeHeKMeHT 6X MiCList MPOBAKEHHS AisiNIbHOCTI BUPOGHYMKa/imnopTepa roToBoro
mr), 16,7 mn (100 wmr), Nimiteq nikapcbKoro 3acoby, BKIOYauy AinbHULI BUMYCKy cepii abo

25 mn (150 mr) a6o 50
M (300 mr) y

MicLie NpoBefeHHSA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/iIMNOpTEpP, BKKOYAYM BUMYCK Cepii)
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Hassa

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
chnakoHi; no 1 3miHa agpecy BUpo6HMKa XaynT ®apma BonbgparcxayseH
donakoHy 3 'M6X, HimeyunHa, 6e3 3miHu1 Micus BUpobHULTBaA. BBeAeHHS
KOHLEHTpaToMm y 3MiH NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPMAXKEHHS
KapPTOHHI KOpooLj
288. | NAHALON® TabneTkn, BKpUTI nakcoCwmitKn Benvka BUPOGHMLTBO Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/2562/01/01
060/10HKot0, Mo 500 ARH BputaHis nikapcbkoro Icnanis AOMiHICTPaTWBHI 3MiHU. BUy4YeHHS BUPOGHWYOT fibHNL, peyenma
mr; no 12 tabneTok y KoHcblomep 3aco0y, nepBrHHe (BktOYarouM AinbHML 418 APl NPOMIKHOTO NPoAyKTy abo
6nictepi; no 1 Xenckep (HOK) Ta BTOPVHHE rOTOBOIO JIiKapCbKOro 3acoby, AiNbHULI 418 NPOBEAEHHS
6nicTepy B KAPTOHHIi Tpenginr nakyBaHHs, nakyBaHHs, BUPO6HWMKa, BiANOBigaIbHOTO 3a BUMYCK Cepil, Micue
Kopoo6Li; no 8 Nimiteq KOHTPO/b AKOCTI, NpOBeLeHHSI KOHTPOSIO cepii) abo nocTavasibHMKa BUXIAHOTO
Tabnetok y 6nictepi; BUNYCK cepil: martepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
no 8 abo 12 6nictepis nakcoCmitKnaiiH 3a3Ha4yeHo y A0CbE) - BUTyYeHHS BUpo6HuKa M13 S.C.
Y KapTOHHiIli kopobLi [aHrapsaH Europharm S.A., PymyHisi (nepBvHHe Ta BTOPUHHE NakyBaHHSA,
Nimiten, IpnaHgis; BUNYCK Cepii ); 3MiHN BHECEHI B iHCTPYKLi0 4151 MeANYHOrO
nepBuHHE Ta 3aCTOCYBaHHSA WOA0 HaiMeHYBaHHS Ta MiCLEe3HaXOMKEHHS
BTOPVHHE BMPOGHUWKA, SIK HACNIAOK — BiANOBIAHI 3MiHM Yy TEKCT MapKyBaHHs
nakyBaHHs, nikapcbKoro 3acoby (BeBefeHHs 3MiH NPOTArom 6-Tu MicauiB
KOHTPO/b SKOCTI, nicns 3aTBepAkKeHHs)
BUNYCK cepil:
CwmiTKnsliH Bivem
C.A., IcnaHis
289. | NAHKPEA3M TabneTku MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis:3MiHu Il Tuny - 6e3 UA/16722/01/01
M 10000 racTpope3nCTeHTHI "TexHonor" BBE[EHHSI HOBOro BMPOGHUKa A®I| naHKpeaTuHy, 3 HaJaHHAM peyenma
Ne20 (10x2), Ne50 MacTep-haiina Ha A®| g0 Bxe 3aTBEpAXEHOro BUPOOHMKa
(10x5) y 6nictepax B
nauuli 3 KApTOHY
290. | NAHTEHON niHa HawkipHa, 4,63 TOB YkpaiHa Op. F'epxapg HimeuuunH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 6e3 UA/4438/01/01
CMPEN r/200rno 130ry "BAJIEAHT MaHH, XeMm.- a 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peyenma
KOHTeliHepi nig SAPMACBIOT hapm. Pabpurk BBeaeHHs abo 3MiHU [0 y3arasibHEHVX AaHUX NPOo cucTemy
TUCKOM; no 1 IKAN3" X thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHunx Npo cuctemy
KOHTelHepy B hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu, BifnosifganbHOI
KapTOHHI KOpoo6Li 3a 3[jicHEeHHS hapMakoHarisay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAAILHOI 3a 34iliCHEHHS thapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cuctemn chapmakoHarnsgy) 3mMiHa ynoBHOBaXXeHOi 0cobu
BiANOBIAa/IbHOI 3a hapMakoHariaa: [iroya pegakuis:
Cwmonbcbka Enbeipa JleoHigisHa. MponoHoBaHa pefakLis:
JNeBuubKUiA HOpii BacunboBuy. 3MiHa KOHTAKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6M, BiANOBiAa/IbHOI 32 (hapmakoHarasa,.
291. | NAMABEPUH | po3uvH Ans iH'ekuiid, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/3112/01/01
-AAPHULA 20 mr/mnno 2 mn B "papmauesTu "®apmMaueBTNYHa 3MiHK 3 AKOCTi. FoToBUIA Nikapcbkuii 3acié. Cuctema peyenmom
amnyrni, no 5 amnyn y yHa chipma thipma "AapHuusg” KOHTelHep/3aKynoptoBasibHKi 3aci6. 3MiHa po3mipy ynakoBKu
KOHTYPHIlA YapyHKOBIlA "OapHuusa” roTOBOrO NiKapCbKOro 3acoby (BUyYEeHHS yNakoBKU NEBHOTO

ynakosLi, no 2
KOHTYPHi YapyHKOBI

pO3Mipy) - BUIyYEHHS YNakoBku No 2 Ma B amnyni, no 10 amnyn
Y kopo6uj (BBeAeHHs 3MiH NPOTAroM 6-T1 MicsLiB nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
yNaKoBKM B NayLii 3aTBEPAKEHHS)
292. | NACTA cymiw no 50 ry TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis:3miHu |l Tuny - 6e3 UA/0701/01/01
PO3EHTANA dhnakoHax "TepHodhapm" "TepHodhapm" 3MiHa BMPOGHWMKa BUXiAHOrO/MPOMIDKHOTO NPOAYKTY/peareHTy, Lo peyenma
BMKOPWCTOBYIOTLCA Y BUPOBHMYOMY npoueci Ad®l, abo 3miHa
BMpO6HUKa (BK/IOYAOUK, Ae HeO6XiAHO, MicLe NPOBeAEeHHS
KOHTPO/II0 5IKOCTi) A®I - BBEAIEHHSI HOBOTO BUPOGHUKa /15t ADI
Nopg,
293. | NEHTAKCUM | nopowok Haemophilus CaHodi ®paHuisa CaHodpi MacTep, ITanis/ BHECEHHSA 3MiH 10 peecTpaLiiiHux maTepianis:3MiHv | Tuny - 3a UA/13010/01/01
® BAKUVHA influenzae Tuny b Ta MacTep ®paHuis; CAHO®I | YropwmHa 3MiHa y napameTpax cneuudikauii Ta/abo 4onycTtuMmx Mex, peuyenmom
anda CyCneHsist ANs iH'exuii C.N.A,, ITanis; BM3HA4YeHNX y cneuundikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
NMPO®INAKT (0,5mn); no 1 CaHochi-ABeHTic npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLLeci
KN hNakoHy 3 MOPOLLKOM Mpaieit Ko. N114,, BUpo6HMLTBa ADI - fogaBaHHSA Boau A5 iH'ekyin (WFI), sk
DUNOTEPII, Ta 1 nonepegHsLo YropumHa anbTepHaTMBM BUKOPUCTaHHIO BOAM O4YULLEHOT, B ByaiBni V18, B
NMPABLA, 3anoBHeHOMY LUNPULY AKil BUpPO6NATLCA Ta 36epiratoTbCa NOCIBHI MaTepiasn Ta
KALLUTIOKY (0,5 mn) 3 6aHkn knitnH Haemophilus influenzae type b; 3miHn | Tuny -
(ALENMONAP | npukpinieHo ronkor OHOB/IEHHSA BignoBigHMx po3ginis CTD pgocke (3.2.5.2.3;
HUIA (abo 2 okpemumu 3.2.5.2.4; 3.2.5.2.6; 3.2.5.4.4) 3rigHO BMPOOHUYOI AOKYMeHTaLLT
KOMMOHEHT | roskamu), Wwo MiCTUTb Ta BHECEHHS peaKkTOPCbKUX MPaBOK 40 MaTepianiB fockbe 6e3
) cycneHsito a1 3MiH y peasibHili NpakTuLi: peopraHisauis iHhopmalii,
noniomMieni iH'EKLiI, B KAPTOHHIi OHOB/EHHS (DOPMY/THOBaHb, BUNPAaBIEHHA MOMUIIOK,
TY Kopo6bui. Mo 1 XPOHOJIOTIYHUX PO3BIKHOCTEN TOLLO; 3MiHM | TURY - 3MiHW
IHAKTUBOBA | (hniakoHy 3 NOPOLLKOM BMNpo6YyBaHb abo AOMYyCTUMUX MeX Y NpoLieci BUPOGHMLITBA
HATA Ta 1 nonepegHbo A®I, Wo BCTaHOBMEHI Y cnewundikaLisx - BUganeHHs 3
BAKUVHA 3anoBHEHOMY LUNPULY BMPO6GHMYOro npouecy (in-process control) Tecty chapbyBaHHs
anda (0,5 mn) 3 mMeTozoMm pama nig Yac niarotToBky pob0o4oro NociBHOro
NMPO®INAKT NPUKPINIEHOI FONKOK matepiany Haemophilus influenzae Tuny b; nogasaHHs 6
KN (abo 2 okpemunmun KOHTPONbHUX BMNPObYBaHb (in-process control), ki
IHDEKLLIA, rofikamu), Lo MiCTUTb BVKOHYIOTbCS B MPOLLECi MPUTroTyBaHHSA pO60oUMX NOCIBHUX Cepiid
CNPUYMNHEH | cycneHsio ans Haemophilus influenzae type b ta Clostridium tetani BignosigHo
nx iH'eKLR, B [0 BUPOBHMYOT MPaKTUKK; 3MiHK |l TUMy - 3MiHW B NPOLLECI
HAEMOPHIL cTaHgapTHo- BMPOGHMLTBA ADI - fOoAaBaHHA MPOMIXHOT MOCIBHOI cepil
us Tuny B €KCMOPTHiil ynakosLi, Clostridium tetani (Intrmediate Seed Lot) mix ronosHoto
KOH'KOFOBA | sika MiCTUTbCS1 Y nociBHoto cepieto (Master Seed Lot) Ta po6o4nM NOCIBHUM
HA, KapTOHHI kopobuji 3 matepianom (Working Seed Lot) ansi BUpo6bHULITBA NpaBLEeBOro
AICOPBOBA | iHCTpyKUi€eto ans aHaTOKCWHY; TepMiH BBefEeHHA 3MiH nucTonag 2020
HA MeAn4yHoro
3aCcTOCyBaHHSA
294. | NEHTAKCUM | nopowok Haemophilus CaHodi ®paHuisa CaHodpi MacTep, ITanis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3MiHv | Tuny - 3a UA/13010/01/01
® BAKLUVHA influenzae Tuny b Ta Mactep ®paHuis; CAHO®I | YroplmHa 3MiHM BUNPOGYyBaHb abo AOMYCTMMUX MEX Y NMPOLECI peyenmom
anda CyCneHsist ANs iH'eKuiit C.N.A, ITanis; BMpOOHULTBa A®PI, L0 BCTAHOB/IEHI y cneyudikauisx -
MPO®INTAKT (0,5mn), no 1 CaHodi-ABeHTIC [ofasaHHA BUNPobyBaHHA |aeHTudikauis (6ioximMiyHi Ta
KN h1aKoHY 3 MOPOLLKOM MpaiisiT Ko. NiT4,, ceponorivHi xapakrepucTukn) Haemophilus influenzae Tuny b Ha
DUNOTEPII, Ta 1 nonepegHbo YropumHa eTani 1.4 NnpoM1CNOoBOT KyNbTYpU; A0AaBaHHA BUNPOOYBaHHA Ha
NMPABLA, 3anoBHEeHOMY LUNpULY HasIBHICTb XMTTe3aaTHUX 6akTepiii Haemophilus influenzae Tuny
KALUTOKY (0,5mn) 3 b Ha eTani 36opy kniTVH (eTan 1.5 KOHUEHTpaLis LWIsSXoM
(ALENONAP | npukpinaeHo ronkoro ynbTpaginbTpauii); gofasaHHA BUNpobysaHHa Flocculating Titer
HWUIA (abo 2 okpemunmun test 4na npasueBoro 6Gisika nig vyac etany ouneHHs (etan 2.9d
KOMMNOHEHT | roskamu), Wo MiCTUTb dinbTpauis); 3mMiHu | TMNy - 3MiHK B npoueci BUpo6HuuTea AdI -
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
)s cycnexsito ans [0faBaHHsA TPYMBaIOCTi MPOMIKHOIO 36epiraHHs y
noniomMien iH'EKLI, B KAPTOHHIN TEXHOJI0TYHOMY NpoLLeci BUPOBGHULITBA KOHLEHTPOBAHOMO
TY Kopobui; no 1 KOH'toroBaHoro nosicaxapugy Haemophilus influenzae tuny b;
IHAKTUBOBA | hriakoHy 3 NOpOLLKOM 3MiHM Il TNy - 3mMiHa y 6e3nocepeHili ynakoBui AP (SkicHi
HATA Ta 1 nonepeaHbO Ta/abo KinbKiCHI 3MiHW cKnay A/1s CTepUsbHUX Ta
BAKUVHA 3anoBHEHOMY LUNPULLY He3amopoXxeHnx A®I| 6i0/10ri4YHOro/iMyHOIOTYHOTO NOXOKEHHS);
ansa (0,5mn) 3 3MiHM |l TUny - 3MiHK B Npoueci BupobHuyTBa Ad®| (3miHa
MPO®INTAKT NPUKPINIEHO0 rONKOK CTOCYETbCSA aKTUBHOI PEYOBUHM 6i0N0rYHOrO/iMyHOMOMNYHOro
KN (abo 2 okpemnmu NOXoMXeHHs1 ab0 BUKOPUCTaHHSA XiMiYyHUX APl y BUPOOHMLTBI
IHOEKLIA, rosikamu), Lo MicTUTb nikapcbkoro 3acoby 6i0/10riYHOr0/iMyHONONYHOTO NOXOMKEHHS,
CAOPUYMNHEH | cycneHsio gns siKa MOXe MaTu 3Ha4YHUiA BNIMB Ha SKICTb, 6e3Mneky Ta
nx iH'eKUin, y edheKTMBHICTb MikapcbKoro 3acoby, i He CTOCYETLCS NPOTOKOY)
HAEMOPHIL cTaHAapTHO-
us Tuny B €KCMOPTHiIil ynakosLi,
KOH’IOFOBA | sKa micTUTbCA Y
HA, KapTOHHI Kopo6uj, 3
AACOPBOBA | iHCTpyKLUi€t0 aAns
HA MeAnyHoro
3aCcTOCyBaHHSA
295. | NEHTUNIH PO3YUH AN1s1 iH'EKLLINA, KPKA, 4.4., CnoBeHis KPKA, a.4., HoBo CnoseHisn BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | Tuny - 3a UA/2694/02/01
100 mr/5 mn no 5 mn Hoso mecTo MecTo 3MiHa y MeTogax BUnpobyBaHHSA rOTOBOrO NiKapCbKoro 3acoby - peyenmom
(100 mr) B amnynax Ne He3HauHi 3MiHn MeTogj BUNpo6yBaHHSA roTOBOro /iKapcbKoro
5y 6nictepax, no 1 3acoby 3a noka3HMKOM "KisibkiCHe BU3HAYEHHS NEeHTOKCUADINiHY",
6nicTepy B KAPTOHHIi 30Kpema: fofaBaHHA PO3BEEeHHS CTaH4apPTHOro Ta
Kopoo6Li BUMPOBYBAHOr0 PO34MHIB A8 JOCATHEHHSA TOYHILLNX
pesynbTaTie abcopbuii, 3a3HaveHHss Homep CAS ans
CTaHAApTHOro 3paska NeHTOKCUAINiHY; 3MiHK | TUMY - NoJaHHSA
oHoBneHoro Ceptudpikata R1-CEP 2004-246-Rev 00 gnsa A®l
MeHTOKCUQDINIH BiA BXe 3aTBEPKEHOIO BUPOGHMKA; 3MiHM | TNy
- nogaHHs oHoBneHoro Ceptudpikata R1-CEP 2004-246-Rev 01
ana A®l MeHTokeudiniH Big BXe 3aTBEPAXEHOTO BUPOGHWKA,;
3MiHu | TNy - nogaHHsa oHoBneHoro Ceptudikata R1-CEP 2004-
246-Rev 02 gnsa A®I MNMeHToOKCMAiNiH Bif BXe 3aTBEPAKEHOr0
BMPOGHUWKA; 3MiHM | TUMy - NoAaHHsA oHoBreHoro CepTudikata
R1-CEP 2004-246-Rev 03 ana A®| MeHToKCUinNiH Big BXe
3aTBEPKEHOIO BUPOGHMKA
296. | NEPEKUCY pO34MH ons TOB «Cnasist YkpaiHa TOB «Cnasist Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/7039/01/01
BOAHIO 30BHILUHLOIO 2000» 2000» AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenma
PO34YUH 3% 3aCTOCYBaHHS, BOAHWI 3as1BHMKA (B/1aCHMKA PEECTPAL,iiHOr0 NOCBIAYEHHS) 3MiHa

3 % no 100 mn, 110
mMn, 120 mn, 200 mn y
hiakoHax CKISHUX
ab0o nonimepHux;

no 50 mn, 100 mny
chnakoHax NoAiMepHNX
3 po3nu/BaYemM

agpecy 3asaBHuKa. 3MiHU | TUNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecyn MicLsA NPOBaXEHHS AisNIbHOCTI
BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUA0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
KOHTPOIO AKOCTI. (fisANbHICTb, 3a SKY BiANoBigae
BUPOGHMK/IMNOPTEP, BK/IOYAKYM BUMYCK CEpiii)
3MiHa agpecu Bupo6Huka 13 TOB «Cnasis», YkpaiHa, 6e3
3MiHW MicLA BUPOGHMLTBA 3MiHM | TUMY - 3MiHK LWoA0
6e3nekn/edpeKTNBHOCTI Ta hapmakoHaraagy (iHwi 3miHn)
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro 3acoby.
3MiHu Il Tuny - 3miHn 3 AkocTi. APl BupobHuuTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAyKTYy/peareHTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOBHUYOMY npoLeci ADl, abo 3miHa
BMpo6HUKa (BK/IOYaKOUK, e Heo6XiAHO, MicLe NPOoBeeHHS
KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[l0Cbe)(BBEAEHHA HOBOrO BUPOOHUKA AP| 3 HaZaHHAM MacTep-
thainna Ha A®l) 3amiHa BupobHuka APl BogHio nepokcmay
po3unHy TOB "flera", Pocilicbka ®epepauis Ha TOB «Cnasis
2000», YKpaiHa.

297.

NEPEKNCY
BOJHIO
PO3UVH 3%

po3unH ansa
30BHiLLHLOIO
3aCTOCyBaHHS, BOLHWIA
3 % no 100 mn, 110
m, 120 mn, 200 mny
donakoHax CKASAHUX
ab0 nonimepHuXx;

no 50 mn, 100 mny
dhnakoHax noniMepHNxX
3 po3nusoBayvemM

TOB «Cnasis
2000»

YkpaiHa

TOB «Cnasisi
2000»

Ykpaina

BHECEHHS 3MiH [0 peecTpaliiHux maTepianis: 3MiHu | Tuny -
3MiHM 3 SKoCTi. FoTOBUIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOro Nikapcbkoro 3acoby (3mMiHa Macu/06'eMy BMICTY
KOHTeliHepa 6araTof030BOro Nikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHsA (a6o 0HOA4030BOrO,
4YaCTKOBOro BMKOPUCTaHHS)) - 3aMiHa CKISIHMX Ta NOAIMEPHUX
donakoHiB No 40 M1 Ha noniMepHi donakoHu no 50 mn 3
posnunioBaveM; BBEAEHHS A0AATKOBOT YNakoBKM 3 06'eMOM
BMiCTy thnakoHa nonimepHoro no 100 mn 3 po3nunioBayem, 6es
3MiHU Ki/IbKICHOTO Ta SIKICHOTo ckiiagy dhriakoHy noniMepHoro, 3
Bi4MNOBIAHMMMN 3MiHAMM Y P. «YNakoBKa»; 3MiHY Il TUny - 3MiHK 3
AKocTi. MeguuHi npucTpoi. 3miHa NpUCTPOIB A1 BUMIPIOBaHHS
[1031 ab0o BBeAEHHSA Nikapcbkoro 3acoby (foaasaHHA abo 3amiHa
NPUCTPOLO, AKWIA € HEBIJ'EMHOI0 YaCTUHO NEPBUHHOI YNaKoBKM)
- BBE[leHHA po3nutoBaya 415 f04ATKOBUX YNakoBoK rno 50 mny
dhnakoHax nosniMepHux 3 posnutoBayem Ta no 100 mny
hnakoHax nNoniMepHUX 3 po3nuaioBaYem 3 BifgnoBigHMMU
3MiHaMM p. «YnakoBKa»

6e3
peyenma

UA/7039/01/01

298.

MIKNOH

TabneTku, BKPUTI
NAiBKOBOO
o060/10HKOI0, N0 7,5 Mr;
no 10 TabneTok y
6nictepi; no 1
6nicTtepy B nauui

AT

"KUIBCbKN

BITAMIHHW
3ABOA"

Ykpaina

AT "KWIBCbKMN
BITAMIHHAN
3ABOA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHOCTI/lIE-
cepTugikaT BiAMOBIAHOCTI €BpONeichbkKil
thapmakonei/MmoHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTuchikaTa BiANOBIAHOCTI abo BUNYyYEHHSA cepTudikata
BignoBigHOCTI €Bponelickbkili chapmakonei: gns Adl; ons
BUXIQHOro MaTepiasy/peareHTy/npoMiKHOro NpoAyKTy, Lo
BMKOPUCTOBYIOTLCSA Yy BUPOOHULTBI ADI; A8 [ONOMKHOI
pevyoBUHM (cepTrdiikaT BigNOBIZHOCTI €EBPONENChKii
thapmakonei) - OHOBeHUIA cepTudDikaT Bif yXXe 3aTBepAKEHOr0
BMPOGHMKa - MogaHHA oHoBieHoro CepTudikaty BifnoBiAHOCTI
€ponelicbkili hapmakonei R1-CEP 2006-029-Rev 02
(nonepegHs Bepcis R1-CEP 2006-029-Rev 01) Big, Bxe
3aTBepAKeHoro BMpobHuka Farmak a.s., Yecbka Pecny6nika
ons A®| 30MikIoHY

3a
peyenmom

UA/5283/01/01

299.

MIPAHTEN
NONb®APM
A

CycneHsisi opasibHa,
250 mr/5 mn no 15 mn
y chriakoHax Ne 1 i

MepaHa
Papma
AKLjioHepHe

MonbLua

MepaHa ®apma
AKUioHepHe
ToBapuctso

MonbLua

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHW | TUNY - BUNYYEHHS BUPOOHUYOI AiNbHULI (BKNOYaOUM
AinbHuUi ans A®I, NpomixxHOro NpoAyKTy abo rotoBoro

6e3
peyenma

UA/9225/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

MipKOIO 3 NoAisiKamu B
KapTOHHIA KopooLi

ToBapucTeo

nikapcbKoro 3acoby, AibHUL AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMOBIAa/ILHOMO 3a BUMYCK Cepild, MicLe
NpoBefEHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOMO
maTepiay, peareHTy abo AONOMKHOT PEYOBUHY - BUSTYYEHHS
BMPOGHUYOI AinbHULI API MipaHTten

300.

MIPAHTEN
NONIb®APM
A

CyCMeHsisi opasibHa,
250 mr/5 mn no 15 mn
y thnakoHi, no 1
hnakoHy i Mipkoto 3
nogisikamu B
KapTOHHI KopooLi

MegpaHa
dapma
AKLUjioHepHe
ToBapucTeo

Monbwa

MepaHa ®apma
AKLjOHepHe
ToBapucTso

Monbwa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TURY - 3MiHK Woao 6e3nekn/edheKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHss abo 3MiHM 0 y3arasbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT ocobw,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 thapmakoHarns4y 3asiBHUKa A5 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAAILHOI 3a 34iiCHEHHS
hapmakoHarnsay (BkIyakoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YNOBHOBaXXEHOT 0CO6U, BifNOBiAAILHOI 32 34iiCHEHHS
thapmakoHarnagy: Lirova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3miHa KOHTaKTHUX
[laHnX YyNoBHOBaXEHOI 0CO6W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy.

6e3
peyenma

UA/9225/01/01

301.

MIPALETAM

NOPOLLIOK (CybcTaHLis)
y NoABiHNX
nonieTNeHoBux
nakeTtax gns
BMPOGHULITBA
CTEPUNbHUX
niKkapcbknx hopm

ToBapucTso 3
06MeXeHoto
BigNoBiga/IbHI
CTH
"®papmaveBTu
YHa KoMMaHisi
"3popos'a”

Ykpaina

HOPTICT
®APMACBIOTIKA
nreyn
KOMIMAHI,
NIMITEL

Kutaii

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | Tuny -
ApMiHicTpaTuBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
3as1BHMKA (B/1aCHMKA PEECTPALiiHOro NOCBIAYEHHS) - 3MiHa
azpecy 3asBHUKa; 3MiHW | TUNy - 3MiHK 3 aKocTi. CepTudikar
BignoBigHocTi/TE-cepTudikar BignoBigHOCTI EBpoNenchkii
hapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOBJ/IEHOTO
cepTudpikaTa BiANOBIAHOCTI a60 BUyYEHHS cepTudikata
BifnoBigHOCTI €Bponelicbkili hapmakonei: ana A®L; ons
BUXiQHOTO MaTepiasty/peareHTy/NpoMiXKHOro NPoAYyKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; AN LONOMKHOI
peyoBuHM (cepTudikat BignoBiAHOCTI EBpoNeiichkiit
hapmakonei) - HoBuin cepTudikar Bif, BXe 3aTBEPAKEHOIO
BMPOGHMKA - MOAaHHS HOBOTo cepTuddikaTa BinoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2004-083-Rev 05 ans
AdI| nipaueTam Big BXe 3aTBEPAKEHOro BUPOGHMKA
NORTHEAST PHARMACEUTICAL GROUP COMPANY,
LIMITED, sk Hacnifiok 3mMiHW B Ha3Bi Ta agpeci BupobHuka Adl,,
3MiHM B cneymdikayii Ta metogax KoHTponto Adl 3a
nokasHukamn «CynpoBifHi OMILLKM», «3asIMLLKOBA Ki/IbKICTb
OpraHiYH1X PO34YNHHUKIB» - NpUBELEHO Y BiANoBigHICTL f0 CEP;
BUJTYYEHO MOKa3HUKWN «XNopuan», «Baxki MeTanun» - npusegeHo
y BiANOBIZHICTb 40 BUMOr MOHorpadii Piracetam EP (ouiHka
pu3smnky 3a3HadeHa B CEP 3rigHo Bumor ICH Q3D guideline for
elements impurities); 3amiHu 3a p. YnakoBka Ta p. TepMiH
npuaaTHOCTI 5 pokiB 3MiHEHO Ha TepMiH NEPEKOHTPOSI0 5 poKiB -
npuBeaeHo vy BignosigHicTb Ao CEP

UA/14247/01/01

302.

NNAHTAI KO

NOpPOLUOK (CybCTaHList)

ToBapucTBo 3

YKpaiHa

ToBapucTtBeo 3

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianiB:3MiHu | Tuny -

UA/4203/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
una y nakeTtax 06MEXEHO 06MEXeHOo 3MiHa METOAMKM KOHTPOJIIO 3@ NMOKAa3HUKOM “3a/INLLIKOBI Ki/TbKOCTi
nosieTuneHoBux Ans BignoBigasbHi BiANOBIAA/ILHICTIO OpraHiYHnX PO34MHHUKIB" 3 ra30BOT XxpoMaTtorpadii Ha
hapMaLeBTUYHOTO cTHo "®apmMaueBTNYHaA napodpasHy rasoBy xpomartorpadito
3aCcToCyBaHHA "®apmaueBTn KOMMaHis
YHa KOMMaHis "3popos'a”
"3p0pos's"
303. | NIECTA30/ | Tabnetku no 50 mr, no AT YkpaiHa AT "KNIBCbKWN Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13437/01/01
10 TabneTok B "KNIBCbKM BITAMIHHW 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. 3MiHa peuyenmom
6nictepi; no 3 abo 6 BITAMIHHWIA 3ABO" y TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
6nicTepiB y naui 3ABO4" nikapcbKoro 3acoby (36i/1bLUeHHs TepMiHY NpMAATHOCTI FOTOBOr0O
nikapcbkoro 3acoby) - [1ns Toprosoi ynakosku (MiATBEPAKYETLCA
[aHVMU peasibHOro vacy) - 36ibLUEHHA TEPMiHY NPUAATHOCTI
roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI NO3UTVBHUX pe3y/bTarTiB
[OBrOCTPOKOBUX AOCAIMKEHb CTAbINLHOCTI y peasibHOMY Yaci:
3aTtBepmakeHo: TepMiH NpUAATHOCTI. 2 POK1 3anponoOHOBAaHO:
TepMiH npugaTHocTi. 3 pokun (BBeLEHHS 3MiH NPOTAroM 6-Tn
MiCSILiB Nicns 3aTBEPAKEHHS)
304. | NIECTA30/1 | Tabnetku no 100 wmr, AT YkpaiHa AT "KMIBCbKNI YKpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TUny - 3a UA/13438/01/01
no 10 TabneTok B "KNIBCbKW BITAMIHHW 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenmom
6nictepi; no 3 abo 6 BITAMIHHWIA 3ABO4" y TepMiHax npugaTHocTi abo ymosax 36epiraHHsi roToBOro
6nicTepiB y navui 3ABOL" NiKapcbKoro 3acoby (36i/1bLUEHHST TEPMiHY NPUAATHOCTI TOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBku (NigTBEPMAKYETLCA
[aHVMU peanbHOro Yacy) - 36i/bLLIEHHA TEPMiHY NPUAATHOCTI
rOTOBOrO JliKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3y/bTaTiB
[OBroCcTPOKOBUX AOC/iKEHb CTabiNbHOCTI y peanibHOMY Yaci:
3arBepmkeHo: TepMiH NpuAATHOCTI. 2 POKX 3anponoHOBaHO:
TepMiH npuaaTHocTi. 3 pokun (BBeAEHHS 3MiH NPOTATrOM 6-Tn
MicsILiB MicNsa 3aTBepMKeHHS)
305. | NIECTA30/ | Tabnetku no 50 mr, no AT YkpaiHa AT "KUIBCbKNIA Ykpaina BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 3a UA/13437/01/01
10 TabneTok B "KNIBCbKW BITAMIHHWIA 3MiHM | TUMy - 3MiHa HalimeHyBaHHS Ta/abo agpecu micus peyenmom
6nictepi; no 3 a6o 6 BITAMIHHW 3ABO4" NpoBapKeHHS Aisi/IbHOCTI BUPOOHUKA (BK/ItoYakoun, 3a
6nicTepiB y navui 3ABO4" HeoO6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOIO SKOCTI), abo
B/lacHUKa Mactep-haiina Ha A®l, abo noctavasibHMKa
AdI/BMXigHOrO MaTepiany/peareHTy/NMPoOMKHOIo NPOAYKTY, LLO
3aCTOCOBYIOTbCS Y BUPO6HMUTBI API - 3MiHa Ha3BM BUPOOHMKA
A®| unnoctasony, 6e3 3MiHN Micusi BUPOGHULITBA
306. | MN/IECTA30/ | tabnetku no 100 wmr, AT YkpaiHa AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/13438/01/01
no 10 TabneTok B "KMIBCbKW BITAMIHHWIA 3MiHM | TUny - 3MiHa HalimeHyBaHHA Ta/abo agpecu micus peyenmom
6nictepi; no 3 abo 6 BITAMIHHWIA 3ABOA" NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKA (BK/THOYatoun, 3a
6nictepis y nayui 3ABO4" Heo6XiAHOCTI, MicLe NPOBEeAEHHS KOHTPOO SKOCTI), abo
BNacHuka mactep-caiina Ha Adl, abo noctavasnbHMKa
Adl/BnxigHoro matepiany/peareHTy/npoOMKHOr0 MPOAYKTY, L0
3aCcTOCOBYIOTLCS Y BUPOOHUUTBI API - 3MiHa Ha3BM BUPOOHUKA
A®| unnoctasony, 6e3 3MiHU Micusi BUPOBHULITBA
307. | nonAnPuUnN Kancynu Teepai no 2,5 PapmaneBTUY MonbLa dapmaleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/4441/01/02
Mr; no 14 kancyny HWi1 3aBO, 3aBoj 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peuyenmom
6nictepi; no 1 a6o 2 “Monbthapma” “Monbthapma” BBegeHHS abo 3MiHM [0 y3arasibHEHUX AaHWUX NPO CUcTeMy
6icTepyn Y KAPTOHHI C.A. C.A. thapmakoHarnsgy (BBefeHHs y3arasibHEHUX AaHWX MPO cucTeMy
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Kopoo6Li

hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw, BifnoBiganbHOI
3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asiBHUKa An5 34ilCHEHHA hapmakoHarnsay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAaANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobwu,
BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy: ditoua
pegpakuis: Dr. I1zabela Slowik; MNMponoHosaHa pepakuis: Krzysztof
Karpinski. 3mMiHa KOHTaKTH/X AaHNX YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy.

308.

nonAnPun

Kancynu TBepai no 5,0
Mr; no 14 kancyn y
6nictepi; no 1 a6o 2
6nicTePN Y KapPTOHHIN
KopooLi

PapmaneBTny
HWA 3aBOf,
“Monbthapma”
C.A.

Monbwa

dapmaueBTUYHNI
3aBof,
“Monbthapma”
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis:3miHu | Tuny -
3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHuX Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
3a 34iliCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA hapmakoHarnsay B
YKpaiHi, KLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3filicHeHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-gaiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi ocobwu,
BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy: ditoua
pegakuis: Dr. I1zabela Slowik; MNponoHosaHa pegakuis: Krzysztof
Karpinski. 3mMiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT 0cobu,
BiNOBIAa/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy.

3a
peyerimom

UA/4441/01/03

309.

nonAnPuUn

Kancysm Teepai no
10,0 wmr; no 14 kancyn
y 6nicTepi; no 1 abo 2
6icTepN Y KapPTOHHIN
KopooLi

dapmaueBTny
HWI1 3aBOg,
“Monbthapma”
C.A.

MonbLa

dapmaueBTUUHUI
3aBof,
“Monbthapma”
C.A.

Monbia

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs ab0 3MiHU [0 y3araslbHeHUX AaHunX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiaanbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnsgy 3asaBHUKa A5 34iINCHEHHs hapmakoHarisgy B
YKpaiHi, IKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANbHOI 3a 3filicHEHHA thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLEeHHI MacTep-gaiina
cuctemn dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOT 0cobwm,
BiNOBIgaNbHOI 3a 3fjiicHeHHs hapmakoHarnsay: fitoya
pegakuisi: Dr. Izabela Slowik; NMponoHoBaHa pegakuis: Krzysztof
Karpinski. 3mMiHa KOHTaKTH/X AaHUX YNOBHOBaXXEHOT 0cobu,
BiiNOBiAa/IbHOI 3a 3liiCHEHHSA hapMmakoHarnsgy.

3a
peyenmom

UA/4441/01/04

310.

NMPAOAKCA®

Kancynv TBepgi no 75
mr, no 10 kancyn y
6nictepi; no 1 a6o 3,
abo 6 6nicTepiB y
Kopoobui

Bepinrep
IHrenbxaim
IHTepHeLHN

M6X

HimeuumnH
a

Bepinrep
IHrenbxainm
dapma 'mbX i Ko.
L\

HimeuumH
a

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK B Npoueci BUpobHUuTBa AP| (He3HaYHa
3MmiHa y npoueci BupobHuuTBa A®l); 3miHun | Trny: 3miHa
BMPOGHMKA BUXIAHOrO/MPOMIKHOTO NPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTbCA Y BUPO6HMYOMY npoueci AP, abo 3MiHa
BMPOGHUKA (BKKOYAOUK, fe HeobXigHo, MicLie NpoBeAeHHS
KOHTpOH0 sikocTi) ADI (3a BigcyTHOCTI cepTudiikara

3a
peyenmom

UA/10626/01/01
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npo6oniAroToBKM B METOAML| BUSHAUYEHHS BaXKKMX MeTauliB B AdI
BW3HAYEHHS 3a/INLLIKOBUX Ki/TbKOCTEl OpraHiyHMX pO34MHHUKIB B

A®| B 38°513Ky 3 HOBMM TUMOM CUHTE3Y Cy6CTaHL|i 2-roi reHepawii

NOpiBHAHHI 3 cHTe30M B3 Ha cTagii 1. Crneumdikayito 3anmweHo

3MiHa BUPO6HMKA BUXiAHOro/NMpOMIKHOIO NMPOAYKTY/peareHTy, Lo

BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0CbE)(BBEAEHHSI HOBOI AiNbHULL, A€ 3AiACHIOETLCA
MIKpOHi3auis); 3MiHu | TMny - 3MiHa BUPO6HMKaA
BVXifHOro/MPOMKHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYHOTbCA Y BUPO6HMYOMY npoueci A®l, abo 3MiHa
BMpOGHUKa (BK/IKOYAKOUM, e HEOOXiAHO, MiCLe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3anponoHOBaHMI BUPOOHUK HaNeXnTb A0 Tiei camol
BMPOGHMWYOT rpynu NigNPUEMCTB, WO Ii 3aTBEPAXKEHWI); 3MiHN |
MMy - 3MiHa po3Mipy cepii (BktoYatoun gianasoxu) APl abo
MPOMIXHOro NPOAYKTY, SIKUIA 3aCTOCOBYETLCA Y NPOLLECH
BMPOGHMLTBA AD| (3MeHLeHHS o6cary BupobHuyTea o 10
pasiB); 3MiHu | TUNy - 3MiHa y MeToAax BunpobysaHHsA APl abo
BMXiHOrO Matepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA y NpoLieci BUPo6HMLUTBAa ADI - 3MiHa

3 BUKOPUCTaHHSIM HaTpito Cynbigy B 3B A3Ky 3 HOBUM TUMNOM
CUHTEe3y cybcTaHuji 2-roi reHepadii B4; 3miHa B meToaui

B4 Ta 3MeHLUEeHHAM KifIbKOCTi PO3YUHHYKIB, SKi
BMKOPUCTOBYIOTLCS. 30KpEMa ONTUMI30BaHa MeToAMKa
nepegbayae MOXMBICTb aHauni3y Pi3HUX PO3UNHHUKIB Y

6e3 3MiH.); 3MiHM | TUNYy - 3mMiHa y MeTofax BunpobyBaHHs Ad|
a60 BUXigHOro martepiany/npoMikKHOro NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea Adl - 3miHa B
MeToAWLi KiNbKiICHOTO B13HaYeHHs1 APl METOA0M TUTPYBaHHS 3
rifpOKCMAOM HaTpIilo B 3B A3KY 3 HOBMM TUNOM CUHTE3Y A4S
cy6cTaHuii TN cuHTesy 2-ra reHepauis B4); BBognTbCA
[04aTKOBUI anbTepHaTuBHU MeTog, ICP-MS ans BU3HaueHHs
nanagito Ao cneundikauii Ha npoMixHui NpoaykT BIBR 1048
amidin TS y 3B°3Ky 3 HOBMM TWUMNOM CUHTE3y cybCTaHLUii 2-roi
reHepauii B4; amiHu | TMny - 3miHa y napameTpax cneumdikadii
Ta/abo fonycTMMUX MeX, BU3HAYEHNX Y cneundikauisx Ha Adl,
a60 BMXigHWA/NPOMDKHMIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTLCS Y NpoLeci BUPo6HNLTBa ADI (3BY)KEHHSA
[ONYCTUMMX MEX, BU3HaUeHnX y cneuudikadii); 3miHu | uny -

BUKOPUCTOBYHOTbCA Y BUPO6HMYOMY npoueci A®l, abo 3MiHa
BMpOGHUKa (BK/IHOYAKOUM, e HEOOXiAHO, MiCLe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
[0CbE)

311.

MPAOAKCA®

Karcysm Teepfi no
110 mr, no 10 kancyn
y 6nicTepi; no 1 abo 3,

BepiHrep
IHrenbxaim
IHTEepHeLHN

HimeuunH
a

BepiHrep
IHrenbxaim
dapma 'm6X i Ko.

HimeyuuH
a

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHK | TUNy - 3MiHK B Npoueci BupobHuuTBa APl (He3HauHa

3MiHa y npoueci BUpobHuuTBa A®I); 3miHu | Trny: 3miHa

3a
peyenmom

UA/10626/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
abo 6 6nicTepiB y M6X K BMPOGHMKA BUXIAHOrO/MPOMIXXKHOTO NPOAyKTYy/peareHTy, Lo

KopoobLi

BUKOPUCTOBYHOTbCS Y BUPO6HMYOMY npoueci A®l, abo 3MiHa
BMpOGHUKa (BK/IHOYAKOUM, Ae HEOOXiAHO, MiCLe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOI AiNbHULI, A€ 3AiACHI0ETLCA
MIKpOHi3aLis); 3MiHK | TUMNY: 3MiHa BUPOOHMKa
BUXIAHOrO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCH Y BUPOOHUYOMY npoLeci APl, abo 3miHa
BMPO6HMKa (BK/IKOYaoUM, e HeobXigHo, MicLie MPOBeAEHHS
KOHTpO0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikata
BIANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3anponoHoOBaHUA BUPOGHWK HATeXUTb 0 Tiel camol
BMPOGHMWYOT Tpynu NigNpUEMCTB, WO Ii 3aTBEPAXKEHWI); 3MiHN |
TMny: 3MiHa po3mipy cepii (Bktovatoumn gianasoHn) A®l abo
MPOMIDXHOIO NPOAYKTY, KNI 3aCTOCOBYETLCS Y MPOLIECi
BUpO6HMLUTBa AP| (3MEHLLEHHA o6cary BupobHuuTea Ao 10
pasiB); 3MiHM | TUNY - 3MiHa y MeTodax BunpobysaHHs A®| abo
BVXiHOTO MaTtepiany/NpoMiXXHOro NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI - 3MiHa
npo6oniAroTOBKM B METOAMLI BU3HAUYEHHS BaXKNX MeTanis B AD|
3 BUKOPUCTaHHSIM HaTpito cynbdigy B 3B A3Ky 3 HOBUM TUMOM
CUHTe3y cybcTaHLii 2-roi reHepauii B4; 3miHa B MeToauL;j
BV3HAYEHHS 3a/IMLLKOBUMX KiIbKOCTE OpraHiyHMX PO34MHHVIKIB B
A®| B 383Ky 3 HOBVM TWUMOM CVHTE3Y Cy6CTaHL|i 2-roi reHepauii
B4 Ta 3MeHLUEHHSIM KifIbKOCTi PO3YMHHUKIB, AK
BVIKOPMCTOBYIOTbCA. 30Kpema onTvMi3oBaHa MeToauka
nepegbayae MOX/MBICTb aHani3y Pi3HUX PO3UYNHHUKIB Y
NOPIBHAHHI 3 cMHTEe30M B3 Ha cTagii 1. Cneumdikayito 3anuweHo
6e3 3MiH.); 3MiHM | TUNYy - 3mMiHa y MeTogax BunpobysaHHsa Ad|
abo BMXigHOro marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpo6HMLTBa ADI - 3MmiHa B
MeTOoAMLj Ki/TbKiICHOTO BU3HaYeHHs APl MeToAgoM TUTPYBaHHS 3
riAPOKCMAOM HATPIIO B 3B A3KYy 3 HOBVMM TUMNOM CUHTE3Y ANS
cybcTaHUil TMN cuHTe3y 2-ra reHepadis B4); BBogMTbCA
[04aTKoBWiIl anbTepHaTuBHUIA MeTog, ICP-MS anst BU3HauYeHHs
nanagito Ao cneuudikauii Ha npoMixHuiA NpoaykT BIBR 1048
amidin TS y 383Ky 3 HOBUM TWUNOM CUHTE3y cy6CTaHLUil 2-rof
reHepauji B4; 3miHn | TMny: 3miHa y napameTpax cneuudikawiii
Ta/abo fonycTMMUX MeX, BU3HAYEHNX Y cneuundikauisx Ha Adl,
a60 BUXigHWIA/NPOMDKHUIA NPOAYKT/pearexT, Lo
BVIKOPVCTOBYIOTbCA Y npoueci BUpobHuLTea A®| (3ByXeHHS
[ONYCTUMMX MEX, BU3HaUYeHuX y cneuudikadii); 3miHu | Tuny -
3MiHa BMPOGHWMKa BUXIAHOro/MPoOMKHOIO NPOAYKTy/peareHTy, Lo
BVIKOPVCTOBYIOTbCH Y BUPOOHUYOMY npoLeci APl, abo 3miHa
BMPO6HUKa (BK/IKOYaOUuM, e HeobXigHo, MicLie MPOBeAEHHS
KOHTpON0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BIANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[0CbE)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
312. | NPAOAKCA® | kancynu TBepAi no Bepinrep HimeuunH Bepinrep HimeuuunH BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/10626/01/03
150 mr, no 10 kancyn IHrenbxaim a IHrenbxaim a 3MiHK | TNy - 3MiHK B Npoueci BupobHuuTBa APl (He3HaYHa peyenmom
y 6nictepi; no 3 abo IHTepHeLwHn dapma 'm6X i Ko. 3MmiHa y npoueci BupobHuuTea Adl); 3miHun | Trny: 3miHa
no 6 6nictepiB y M6X K BMPOGHMKA BUXIAHOrO/MPOMIXXHOTO NPOAyKTYy/peareHTy, Lo

KapTOHHIA KOopoo6Li

BUKOPUCTOBYHOTbCA Y BUPO6HMYOMY npoueci A®l, abo 3MiHa
BMpOGHUKa (BK/IKOYAKOUM, e HEOOXiAHO, MiCLe NPOBEAEHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOI AiNbHULI, Ae 3AiACHI0ETbCA
MIKpOHi3aLis); 3MiHK | TUMY: 3MiHa BUPOOHMKa
BUXIAHOrO/NPOMIXXHOrO NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci APl, abo 3miHa
BMPO6HMKa (BKIKOYaUuM, e HeobXigHo, MicLie MPOBeAEHHS
KOHTpON0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BIANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3anponoHOBaHUAi BUPOGHWK HATeXUTb 0 Tiel camol
BMPOGHWYOT rpynu NigNpUEMCTB, WO Ii 3aTBEPAXKEHWI); 3MiHN |
TMny: 3MiHa po3mipy cepii (Bkovatoumn gianasoHn) A®l abo
MPOMIDXHOIO NPOAYKTY, SIKMIA 3aCTOCOBYETLCS Y MPOLIECH
BUpO6HMLUTBa AP| (3MEHLLEHHA o6cary BupobHuuTea Ao 10
pasiB); 3MiHM | TUNY - 3MiHa y MeTodax BunpobysaHHs A®| abo
BVXiHOTO MaTtepiany/NpoMiXXHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa AdI - 3MiHa
npo6oniAroTOBKM B METOAMLI BU3HAUYEHHS BaXXKNX MeTanis B AD|
3 BUKOPUCTaHHSIM HaTpito cynbdigy B 3B A3Ky 3 HOBUM TUMOM
CUHTe3y cybcTaHLii 2-roi reHepauii B4; 3miHa B MeToaumLj
BV3HAYEHHS 3a/IMLLKOBUMX KiIbKOCTE OpraHiyHMX PO34MHHVIKIB B
A®| B 383Ky 3 HOBVM TWUMOM CVHTE3Y Cy6CTaHL|i 2-roi reHepauii
B4 Ta 3MeHLUEHHSIM KifIbKOCTi PO3YMHHUKIB, AK
BVIKOPMCTOBYIOTbCA. 30Kpema onTvMi3oBaHa MeToavka
nepegbavae MOX/MBICTb aHani3y Pi3HUX PO3UNHHUKIB Y
NOPIBHAHHI 3 cMHTe30M B3 Ha cTagii 1. Cneumdikayiio 3anuweHo
6e3 3MiH.); 3MiHM | TUNYy - 3mMiHa y meTogax BunpobysaHHsa Ad|
abo BMXigHOro marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpo6bHMLTBa AdI - 3miHa B
MeTOoAMLj Ki/TbKiICHOTO BU3HaYeHHs APl MeTogoM TUTPYBaHHS 3
riAPOKCMAOM HATPIIO B 3B A3KYy 3 HOBVMM TUMOM CUHTE3Y ANS
cybcTaHUil TMN cuHTe3y 2-ra reHepadis B4); BBogMTbCA
[04aTKoBWiIl anbTepHaTuBHUIA MeTog, ICP-MS anst BU3HauYeHHs
nanagito Ao cneuudikauii Ha npoMixHuiA NpoaykT BIBR 1048
amidin TS y 383Ky 3 HOBUM TWUNOM CUHTE3y cy6CTaHLUil 2-rof
reHepauji B4; 3minn | TMny: 3miHa y napameTpax cneuudikawiin
Ta/abo fonycTMMUX MeX, BU3HAYEHNX Y cneuundikauisx Ha AP,
a60 BMXigHWIA/NPOMDKHUIA NPOAYKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y npoueci BUpobHuLTBa A®| (3ByXeHHS
[ONYCTUMMX MEX, BU3HaUYeHuX y cneuudikadii); 3MmiHy | Tuny -
3MiHa BUPOGHWMKa BUXILHOro/MPOMIKHOIO NPOAYKTy/peareHTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci APl, abo 3miHa
BMpPOGHUMKA (BK/IKOYAKYM, e HEOOXiAHO, MiCLie NPOBeAEHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
[0CbE)
313. | NPAMICTAP TabneTku, BKPUTI ®.I.P.M.A. ITanis KOCMO C.n.A. ITanis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/10837/01/01
NNiBKOBOIO C.n.A. 3MiHKM | TUny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom
060/10HKO0, MO 600 thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX gaHnx
mr, no 10 TabneTok y npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
6nictepi; no 2 npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
6nicTepn B KapTOHHIi BIANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsay; KOHTakTHOT
Kopob6Lii 3 0cobu 3 thapmakoHarnagy 3asBHVKa AN 34iACHEHHS
MapKyBaHHAM thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YKparlHCbKO MOBOIO yMOBHOBaXEHOT 0co6u, BifNoBiAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy (BkIouvakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHWX YyNOBHOBaXKEHOI 0coby, BiANOBIAabHOI 3a
thapmakoHarnsag
314. | NPEBEHAP® | cycneHsia ans iH'ekuilt MNOANIEP CWA Baer Benuka BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis:3MiHv | Tuny - 3a UA/15864/01/01
13/ no 1 gosi (0,5 mn)y EVY.CL.IL. dapmaceyTuKasic, BpuTanisa/ 3MiHa HallMeHyBaHHS AifbHWL BignoBiga/ibHOI 3a 36epiraHHs peuyenmom
PREVENAR® | nonepegHsbo KOPMOPEWLL Benvika bputaHis; Ipnangis/ 6aHKy K/TiTUH, KOHTPOJIb SIKOCTI, BK/KOUAUM KOHTPO/Ib NpK
13 HanoBHEHOMY LUNPULY; H Mdcpaiizep CLUA/ BUMYCKY Ta [OCNiMKEHHI CTabinbHOCTI 6aHKy KNITUH,
BAKUVHA no 1 nonepegHLo MeHtodeKIypUHT Benbris aNbTEPHATMBHOI AiNSAHKN 4719 MPOBEAEHHSI TECTYBaHHSA Ha
NMHEBMOKOK | HanoBHeHOMYy LLNpULly Benbris HB, BifIbHWIA Ta 3B’A3aHWiA 6inok, BUpobHNULTBO CRM-KOH'loraris,
OBA Ta OfHiiA Benbris; Mdaiizep KOHTPO/Ib AkocTi CRM-KOH'toratis npu BUMYCKY Ta AOC/IKEHHI
MONICAXAP BiJOKPEM/IEHIi1 oy B Ipneng, cTabinbHocTi; 3anponoHoBaHo: Wyeth BioPharma Division of
NAHA iHAMBIgya/lbHOMY dapmaceyTukKasc, Wyeth Pharmaceuticals LLC, USA; 3MiHu | Tuny - 3amiHa
KOH’'FOFOBA 4oX/i y 3aKpUTOMy IpnaHgis; bakctep HaliMeHyBaHHS AiNIbHUL BigNOBiAaIbHOT 32 BUPOGHULTBO Ta
HA nnacTKoBoMy dapmaceyTukan KOHTPO/1b SIKOCTi MHEBMOKOKOBWX NoJlicaxapuis, BKIOUaOUn
(TPUHAOUAT | koHTeliHepi; no 1 ConowuHe JINC, KOHTPO/b NpW BUMNYCKY Ta AOCNIAKEHHI CTabi/IbHOCTI;
MBANNIEHTHA | nnacTtukosomy CLA 3anponoHoBaHo: Wyeth Pharmaceutical Division of Wyeth
AACOPBOBA | KoHTeliHepy y Holding LLC, USA
HA) KapTOHHIA Kopoo6Li
315. | NPEFABAJNIH | kancynu TBepgi no 75 TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/16491/01/01
Mr, N0 7 Kancyny YkpaiHa" AynHuusa AT 3MiHu 3 sikocTi. CepTudikat BignosigHocTI/l E-cepTudikat peyenmom
6nicTepi; no 2 abo 8 BiANOBIAHOCTI €Bponelickbkili hapmakonei/moHorpadii. MogaHHA
6nicTepiB y KAPTOHHIN HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a6o
Kopoo6ui BU/TyUYEeHHs cepTudikaTa BignoBiAHOCTI EBponenchkii
thapmakonei: gna Ad®l; ona BuxigHoro
mMatepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; AN1a [4ONOMDKHOI
peyoBuHM (cepTudikaT BigNoBiAHOCTI EBPONECHKIi
thapmakonei) - HoBuiA cepTudpikat Bif BXe 3aTBEpAXEHOro
BMPOGHMKA -
noAaHHs HOBOro cepTudpikaTa BiANOBIAHOCTI EBpONechbkil
hapmakonei Ne RO-CEP 2016-189-Rev 01 ans Aito4oi peqoBuHu
Pregabalin Big, BXe 3aTBepaKeHoro BupobHuka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., Kutaii
316. | NPEFABAJIH | kancynu TBepai no TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/16491/01/02
150 mr, no 7 kancyny Ykpaina" AynHuusa AT 3MmiHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikar peyenmom
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6nicTepi; no 2 abo 8
6nicTepiB y KAPTOHHIl
Kopoo6ui

BiANOBIAHOCTI €Bponelickkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOrO cepTudikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: gns Ad®l; ons BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCSA Yy BUPOOHULTBI ADI; Ana JONOMKHOI
peyoBuHM (cepTudikaT BifNoBiAHOCTI EBpONEChKiii
thapmakone’) - HoBuiA cepTudpikaT Bif BXe 3aTBEpAXEHOro
BMPOGHMKA -
noAaHHs HOBOro cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2016-189-Rev 01 ans Aito4oi pevoBuHu
Pregabalin Big BXe 3aTBepgxeHoro BupobHnka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., Kutaii

317.

MPErABAJIH

Kancynv TBepai no
225 mr, no 7 kancyny
6nicTepi; no 2 abo 8
6nicTepiB y KAPTOHHIl
Kopoo6ui

TOB "TeBa
YkpaiHa"

YkpaiHa

BankaHdapma-
AynHuusa AT

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny -
3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI E€Bponelickbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOr0 cepTudikaTa BignNoBigHOCTI a6o
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: gns A®l; ans BuxigHOro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPMCTOBYOTLCS Yy BUPOOHULTBI ADI; Ans 4ONOMDKHOI
peyoBuHM (cepTudikat BifgNoBiAHOCTI EBpONEiChKiii
thapmakone’) - HoBuiA cepTudpikat Bif Bxe 3aTBEpAXEHOro
BMPOGHMKA -
noAaHHs HOBOro cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2016-189-Rev 01 ans Aito4oi pevyoBuHu
Pregabalin Big BXe 3aTBepgxeHoro Bupo6Hnka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., Kutaii

3a
peyenmom

UA/16491/01/03

318.

MPErABAJIH

Kancynv TBepai no
300 wmr, no 7 kancyny
6nicTepi; no 2 abo 8
6nicTepiB y KapPTOHHIi
Kopoobui

TOB "TeBa
YkpaiHa"

YkpaiHa

BankaHdapma-
AynHuuua AT

Bonrapis

BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny -
3MiHn 3 sikocTi. CepTudikat BignosigHocTI/l E-cepTudikat
BiANOBIAHOCTI EBponelickkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOrO cepTudikaTa BigNoBigHOCTI abo
BWTyYEHHS cepTudikaTa BignoBigHOCTI €EBponeiichbkiii
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMiHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ans AONOMIKHOT
peyoBuHM (cepTudikat BignoBiAHOCTI EBpoNeiichkiii
dhapmakonei) - HoBuii cepTudpikaT Bif BXe 3aTBEpAXEeHOro
BMPOGHMKA -
noAaHHs HOBOro cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2016-189-Rev 01 ans fito4oi peyoBuHn
Pregabalin Big BXe 3aTBepgxeHoro Bupo6Hnka ZHEJIANG
HUAHAI PHARMACEUTICAL CO., LTD., Kutaii

3a
peyenmom

UA/16491/01/04

319.

MPErHIN®

MOPOLLOK A4/151 PO3UNHY
ONns iH'ekyin no 1500
MO; 3 pnakoHu 3
nopotukom Ta 3
dnakoHm 3 1 Mn

LWepiHr-Mnay
CeHTpan Ict
Al

LBeliuapi
a

Brpo6HMLUTBO 3a
MOBHUM LK/IOM
(nopowwok ans
po3unHy gns
iH eKuji),

Higepnax
on/ CLLA

BHECEHHS 3MiH 10 peecTpavliiiHnx maTtepianis:3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHuX Npo cucTemy
hapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0Co6M, BignoBiganbHoi

3a
peyerimom

UA/3483/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
PO34MHHYMKA (PO3YNH BTOPUHHE 3a 3fiiCHEHHA hapMakoHarnsaay; KOHTaKTHOT 0cobm 3
HaTpito xnopugy 0,9 nakyBaHHs Ta thapmakoHarnsgy 3asaBHuKa A1 34ilicHeHHs hapmakoHarnagy B
%) B KAPTOHHIM BMNYCK cepil YKpaiHi, AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
yrakoBLi (PO34MHHUK BiANOBIAA/ILHOI 3a 34ilicCHEHHS hapMakoHarnagy (BKvakum
(PO34uH HaTpito KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
xnopugy 0,9 %): cuctemu dhapmakoHarnsgy) 3miHa micus 34iliCHEHHS OCHOBHOI
H.B. OpraHoH, [iSNbHOCTI 3 dpapmakoHarisay.
HigepnaHamn 3MiHa MicLe3HaxoMKeHHs1 macTep-gaiina.
Brpo6HMUTBO,
KOHTPO/b AKOCTI
Ta BUNycK cepit,
nakyBaHHs
(po3umHHUMK in bulk
(PO34uH HaTpito
xnopugy 0,9 %):
[bxy6inaHTt
XonnictepCraep
JIC, CLWA
320. | NPErHIN® NOPOLLOK 4719 PO3UYUHY LWepiHr-Mnay LBeiiuapi Brpo6HMLUTBO 3a HigepnaH BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/3483/01/02
Ans iH’ekuin no 5000 CeHTpan Ict a NOBHUM LMK/IOM oun/ CLWA 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy. peuyenmom
MO; 1 chnakoH 3 Al (nopowok ans BBegeHHS abo 3MiHM [0 y3arasibHEHUX AaHWUX NPO CUCTeMy
nopotukom Ta 1 pO34nHy Ans thapmakoHarnsgy (BBefeHHs y3arasibHeHNX JaHnX npo cuctemy
donakoH 3 1 mn iH eKwin), hapmakoHarnagy, 3MiHa ynoBHOBaXKeHOT 0co6Wu, BignoBiganbHoI
PO3UMHHYMKA (PO3UMH BTOPVHHE 3a 3[jicHeHHs hapMakoHarsay; KOHTakTHOI ocobu 3
Hatpito xnopugy 0,9 nakyBaHHs Ta hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapMmakoHarnsgy B
%) B KAPTOHHIl BUMYCK cepii YKpaiHi, AKLW0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
ynakoBLi (PO3YMHHUK BiANOBIA&IbHOI 3a 34ilicHEHHS thapmakoHarnagy (BKauakum
(PO34uH HaTpito KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
xnopugy 0,9 %): cmcTeMu dpapmakoHarnsgy) 3miHa micus 34iliCHEHHS OCHOBHOI
H.B. OpraHoH, AiSNbHOCTI 3 thapmakoHarniagy.
Higepnanamn 3MiHa MicLe3HaxoMKeHHs1 macTep-daiina.
BupobHuuTBO,
KOHTPO/Ib SKOCTI
Ta BUNycK cepit,
nakyBaHHs
(pO3u4nHHUK in bulk
(PO34uH HaTpito
xnopugy 0,9 %):
Lxy6inaHt
XonnictepCraep
NINC, CWA
321. | NPECAPTAH | Tabnetku, BKpUTI Inka IHais Inka JTabopatopi3 IHgis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB: 3MiHM | TUny - 3a UA/8575/01/03
® - 100 NNiBKOBOIO Na6opatopis Nimiten AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
060/10HKOI0, No 100 Mr Nimiteq MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro

no 14 TabneTtok y
6nictepi; no 2
6nicTepyn y KapTOHHiIl
nadui; no 10 TabneTok

nikapcbKoro 3acoby, BK/IOUaKUM 4ifibHUL BUNYCKY cepii abo
MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIfAE BUPOGHUK/iIMNOPTEP, BKOYAKOUN BUMYCK Cepild) -
3MiHa agpecu Bupo6Huka /13 Inka Jlaboparopis Jliviteg, IHAis,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
y 6nicTepi; mo 3 6e3 3MiHM Micus BUpo6HULTBA
6nicTepun y KapTOHHiIl
navji
322. | NPOCMNAH® nacTuku gns EHrenbrapp, HimeuuunH BMPOGHUK in bulk: HimeuuunH BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHum | Tuny - 6e3 UA/0672/05/01
NMACTUNKU PO3CMOKTYBaHHS No ApuHaiimitren a Bonpgep a KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby - NpuBeeHHs peyenma
Aana 26 wmr; no 10 nacTuiok b M6X & ApuHalimitTens nokasHuka «Onue» y BiANOBIAHICTb A0 OpUriHAUTbHUX MaTepiasis
PO3CMOKTY | y 6nictepi; no 2 Ko.KI v6X & Ko. KT, BMPOGHMKA. 3MiHM BHeCceHi y po3gin “flikapcbka chopma” wono
BAHHSA Bl 6nicTepn B KapTOHHIiA HimeuuunHa; 3MiHM ONUCY NacTU/IKK B IHCTPYKLiO 415 MeaUYHOro
KALUIHO Kopo6ui nepBuUHHE Ta 3acTOCyBaHHSA Nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTsArom 6-
BTOPVHHE TV MiCALIB NiCNsA 3aTBEPIKEHHS
nakyBaHHs, BUNYCK
cepii: EHrensrappg,
ApuHaiimiTTens
6X & Ko. KT,
HimeuunHa
323. | MPOCTA3AH- | kancynu 3 Mictpan Benvka BMPOGHMLITBO, IcnaHis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/17058/01/01
BICTA mMoaudikoBaHUM Kenitan BpuTaHis nepBuHHE, HimeuuunH 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenmom
BUBINIbHEHHAM, TBEPLi MeHemKMeHT BTOPUHHE a/ Ipeuis BBegeHHs abo 3MiHM [0 y3arasibHeHNX faHux Npo cuctemy
no 0,4 mr no 10 Nimiteq, nakyBaHHS, thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX faHnX Npo cuctemy
Kancyny 6nictepi; no Benuka KOHTPO/b AKOCTI, hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu, BifnosifganbHol
3 6nictepn y BpuTaHis BUNYCK cepil: 3a 34iliCHeHHA thapmakoHarnisgy; KOHTakTHOI 0coou 3
KapTOHHIA Kopoo6Li CiHTOH XicnaHis, thapmakoHarnagy 3asiBHUKa A5 34iliCHEHHs hapMakoHarnsay B
C.J1., IcnaHis YKpaiHi, AKL0 BOHa BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BMPOBHMLTBO, BiANOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
nepBUHHE, KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-daiina
BTOPUHHE cucTemu hapMakoHarnsgy) 3MiHa yrnoBHOBaXeHOT ocobu,
nakyBaHHs1, BIANOBIAa/IbHOI 32 hapmakoHarnsg: [itoua pegakuis: dybay
KOHTPO/b AKOCTi: TeTsaHa BikTopiBHa. MNponoHoBaHa peakuis: CoTHIKOBa
PoTTeHgopd CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
dapma N'vbX, 0co6w, BignoBigasibHOI 3a chapMakoHarnsg. 3miHa Micus
HimeuyunHa 3[iACHEHHSI OCHOBHOI AiSNbHOCTI 3 hapMakoHarnsgy. 3miHa
BUPOBHULTBO, MicLLe3HaXOPKEHHSA MacTep-ghaiina
nepBuHHe,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
damap A.B.E.
AHTy3a NnaHT,
peuist
324. | NYNbMO3UM | posuvH ans iHransauii, | ®.XodcdpmanH- | Lseliyapi Brvpo6HMuTBO CuwA/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny - 3a UA/12438/01/01
® 2,5 mr/2,5 mn; no 2,5 Na Pouw Jtg A Hepo3chacoBaHol LBeliuapi 3MiHN Wwopao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsaay. peyenmom
M/ B amnyi; no 6 NpoAyKLuii: al BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BUAAui
amnyn y KoHTeliHepi; [bxeHeHTeK IHK., HimeyumH peecTpauiiHoro nocBig4eHHs, BKYaroum MNnax ynpasniHHA
no 1 koHTeliHepy B CLA; a pu3nkamm (3acTocyBaHHS 3MiH(M), iki(a) BUMaratoTb(€)
KapTOHHI ynakosLi MepBuHHE noAasIbLLIOro 06I'pyHTYBaHHS HOBUMW JOLATKOBUM AaHUMMU, LLIO
nakyBaHHS: MaloTb HaaBaTUCs KOMNETEHTHUM OpraHoM, OCKifTbK/
KeteneHt ®apma BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTH/M OpraHoMm)
ConwwHs JINC, BWKOHaHHs1 3060B'A3aHb BigNOBIAHO A0 MiANYHKTY 2.3 NYHKTY 2
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
CUA; poaartky 15 o MNMopsagky npoBefeHHs ekcnepTusmn
BTopvHHe peecTpauiiH1ux MaTepiasiB Ha Jlikapcbki 3aco6y, L0 NojatThes
nakyBaHHs, BUMYCK Ha AepXaBHY peecTpauiio (nepepeecTpadito), a Takox
cepii: eKcnepTu3n matepianiB Npo BHECEHHS 3MiH [0 peecTpayiiiHnX
. XodhpmaHH-/15 Marepianis NpoTArom Aii peecTpawiiiHoro nNocBif4eHHs,
Pow /74, 3aTBepAxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
LliBeiiuapis; pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
Bunpo6yBaHHs
KOHTPO/IO SKOCTI:
Pow ®apma AT,
HimeuunHa
325. | NYCTUPHUK Tabnetku no 14 mr no MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis:3miHu | Tuny - 6e3 UA/14854/01/01
10 TabneTtok y "Nly6Hnchapm" "Nly6Hnchapm" BUJTyHEHHA MOKa3HuKa «TanbK» 3i cneyudikaLii rotToBoro peyenma
6nictepax; no 10 nikapcbKoro 3acoby 3riHO 3arasibHOI cTatTi «TabneTkm»
TabneTtok y énictepi, Ljiroyoro BngaHHa oY
no 4 6nictepu B naydi
326. | PAMIKNAB- TabneTkun, BKPUTI Inka IHAis Inka abopatopi3 IHAis BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis:3MiHv | Tuny - 3a UA/16724/01/01
625 NNiBKOBOIO JTabopaTopi3 Nimiteq 3MiHa Yy MeTogax BUNpobyBaHHSA rOTOBOrO /likapCbKoro 3acody Y peuyenmom
060n10HKot0, No 500 NimiTeq TeKCTi aHaMITUYHUX MeTOoAUK «KinbKicHe BU3HAYEHHS» Ta
Mmr/125 mr no 3 «O[HOPIAHICTL A030BaHUX OAVMHULLL» NPONOHYETLCSA 3MIHUTY
TabneTkn y cTpuni, no 3HAYEHHS KoedilieHTa nepepaxyHKy Kasito knaBynaHaTy B
7 CTpUNIB Y KAPTOHHIl KnaBynaHoBy kncnoty 3 (0.8398) Ha BipHe 3Ha4eHHs - (0.8395)
Kopoo6ULi
327. | PEBMACTON | po3uuH AN iH'eKUild, TOB "HIKO" YkpaiHa KoHTponb, BMnycK Ykpaina/ BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis:3MiHu | Tuny - 3a UA/12990/01/01
10 mr/mMmnno 1,5 mn B cepii: pevis BW/TyYEHHS BUPOOHUYOT AiNbHMLI (BKIOYaoUM AinbHULi ans Adl, peyenmom
amnyni; no 5 amnyn B TOB "HIKO", NPOMIXHOro NPoAyKTy abo roToBoro Mikapcbkoro 3acoby,
nauv YkpaiHa AiNbHULI ANA NPpoBeAEeHHS NakyBaHHS, BUPOOHNKa,
HeposdacoBaHuii BiANOBIAAILHOrO 3a BMMNYCK CEPiii, MiCLie NPOBEAEHHS KOHTPOTI0
NPOAYKT, cepii) abo nocTavanbHMKa BUXIAHOTO Marepiasny, peareHTy abo
nepBuHHa [0MOMDKHOT PEYOBUHW - BUSTYYEHHS OLHOTO i3 BUPOOHUKIB ADI
yrnakoBka, MesnoKCMKam
BTOPUHHA
ynakoBka,
KOHTPO/b:
OEMO CA
®APMACBIOTIKA
N IHOACTPI,
peuis
328. | PEAI-TY-HO3 PO34UMH peKTaNbHUIA, KaceH IcnaHis KaceH Pekopgaari, Icnanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:3miHu | Tuny - 6e3 UA/10995/01/01
KNI3MA 21,4r1/9,41r8B 118 Mn Pekopgaari, C.n. 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsaay. peyenma
no 133 mny cn BBefeHHsA abo 3MiHM [0 y3arasibHeHUX AaHUX Npo cucTemy

NAaCTMKOBIN NASALWILL;
no 1 naswui y kopo6ui
3 KapTOHY

thapmakoHarnsigy (BBeAeHHs y3arasibHeHNX faHuX npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw, BifnoBiganbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa Ans 34ilCHEHHA hapmakoHarnsay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (BK4akum
KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiiia




Popma sUMyCKY

3asiBHUK
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Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

TabneTkn, BKpUTI

Amakca

Benuka

cucTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
BignoBigabHOI 3a hapMakoHarnsa:
[itoya pepakuis: Alberto Tremolada, MD. MNponoHoBaHa
pepakuisi: Paola Pirovano. 3miHa KOHTaKTHUX JaHnX
YNOBHOBAXEHOT 0C06M, BigNoBigansLHOI 3a hapMakoHaring,.

MocBi0OYEeHHs

NNiBKOBOIO
060/10HKO10, N0 500
mr; no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y KAPTOHHiIl
Kopoo6ui

TabneTku, BKPUTI

Papma 1TA

OPIAHOCVH

BpuTaHis

OAE

BMPOGHMLITBO 3a
NMOBHUM LMK/TOM:
Makc Lennep
3boHe AT,
LlBeiiuapis;
nepBuHHe
nakyBaHHs
(thbacyBaHHs),
BTOPWHHE
nakyBaHHs,
MapKyBaHHs:
lHcana CA,
LLBeiuapis;
KOHTPO/b AKOCTI:
Nab6op UonniHrep
Arl, Weeliyapis;
KOHTPO/b AKOCTI:
IHTepna6op bBenn
Ar, LLiBeliuapis

LLiseiiuapi
a

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu | Tuny -
AZMiHICTpaTWBHI 3MiHU. Buy4YeHHS BUPOGHWYOT AiTbHNL
(Brtovaroum ginbHuUL gns A®l, npoMixXHOro NpoaykTy abo
rOTOBOrO /iKapCbKOro 3acoby, AiNbHULI AN18 NPOBEAEHHS

nakyBaHHs, BUPOGHMKa, BiANOBifaIbHOTO 3a BUMYCK cepil, Micue

NpoBeAEeHHS KOHTPOIO cepil) abo nocTavasibHMKa BUXiLHOro

mMartepiany, peareHTy abo AONOMDKHOT PEYOBUHM (SIKLLLO
3a3HaveHo y Aocbe) BunyyeHHs 3 martepianiB peecTtpaduiitHoro
nocbe (po3ain 3.2.S.2.1 BUpO6HUK(-11)) BUPOOHWYOT AiNibHULL
ditoc NTM6X&K0o.KI, 3a agpecoto flenbiuwTtpacce 9, 1-89231
HoiA-YnbM, HimeyunHa, Lo BUKOHYE hyHKLT KOHTPO/b AKOCTI
POC/IMHHOI CYy6CTaHLii/KOHTPONb AKOCTi MPOMDKHOIO NPOAYKTY
POCNNHHOIO NOXOMKEHHS AN5 CybCTaHLji CyXuii eKCTpakT Tpasu
3Bipo6oto 3BuyaliHoro (Hypericum perforatum L.). 3anuwmnmcb
3aTBEpPKEHI BUPOOHMYI AiNIbHUL, L0 BUKOHYIOTb Taki cami
dOyHKL,i, WO 1 BUNyYeHwuit

6e3
peyenma

UA/16299/01/01

Ne Hassa
n/n JliKapcbKO20
3acoby
329. | PEMOTIB
330. | POBIKC
331. | POBIKC

NAiBKOBOO
060/10HKO0, M0 5 Mr;
no 10 TabneTok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHI kopobuyj;

TabneTkn, BKpUTI

NANDCAEHC
M3 (E® 3ET
Cl)

OPIrAHOCWH

AnoTekc IHk.

KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: 3MiHa 3asiBHMKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big, 23.07.2015 Ne 460); 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy
(BBEAEHHA Y3araslbHEHVX AaHNX NPo cucteMy hapMmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3 dhapmakoHarnagy
3as1BHMKa 4115 34iiCHEeHHs hapmakoHarisgy B YKpaiHi, Ko
BOHa BiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignoBiganbHoOT 3a
3pjiicHeHHs hapmakoHarnagy (BKYatUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-gaiina cuctemm
thapmakoHarnsgy) - [itoua pefakuisi: YnoBHoBaxeHa ocoba,
BiAgnosiganbHa 3a dhapmakoHarnsag - Jacobus van der Plas.
[MponoHoBaHa pefakLisi: YNoBHOBaXKeHa 0c06a, BignosigasibHa
3a hapmakoHarnag - A-p Awy fiin Lapma. KoHTakTHa oco6a,
BiAgnosigasibHa 3a hapmakoHarnag — LraHreesa tOnis
BasiepiiBHa. 3MiHa KOHTAKTHUX AaHMX YNOBHOBaXXeHOI 0cobw,
BiANoBiAa/IbHOT 32 hapmakoHarnsg. 3MiHa KOHTakTHUX AaHuX
KOHTaKTHOT 0c0o6M, BigNoBifabHOI 3a thapmakoHarnag,. 3miHa
MicLa 34iICHEHHS OCHOBHOI Aisi/IbHOCTI 3 (papMakoHarnsgy.
3MiHa MicLie3HaxoMmKeEHHs1 MacTep-thaina

3a
peyenmom

UA/13316/01/01

NNiBKOBOIO

NIANPCAEHC

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaLiiiHnxX MaTepianis: 3mMiHa 3asBHMKa

3a

(BNacHvKa peecTpauiintHoro noceigyeHHs) (3rigHo Hakazy MO3

peyenmom

UA/13316/01/02




Ne

Hassa
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n/n

NiKapcbKo20
3acoby

Popma sUMyCKY

060/10HKOI0, NO 10 Mmr;

3asiBHUK

N3 (EP 3ET

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

332.

POBIKC

no 10 TabneTtok y
6nictepi; no 3 abo no
6 6nictepiB y
KapTOHHIA KOopoo6Li

o)

Bi 23.07.2015 Ne 460); 3miHu | TMny - 3MiHW Woa0
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsgy

3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 dhapmakoHarnagy
3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifjMiHHa Bif, yNOBHOBaXeHOT 0co6MU, BiANOBIAaNbHOI 3a
3[jiCHEeHHs hapmakoHaraay (BK/IYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLieHHi MacTep-daiina cuctemm
hapmakoHarnsagy) - fivoya pefakuisi: YnoBHoBaxeHa ocoba,
BignoBigasbHa 3a dpapmakoHarnag - Jacobus van der Plas.
MponoHoBaHa pejakuisi: YnoBHoBaxeHa ocoba, BignoBigansHa
3a (hapmakoHarnsag, - A-p Awy Aiin Wapma. KoHTakTHa ocoba,
BignoBigasibHa 3a dhapmakoHarnag — LraHreesa tOnis
BanepiiBHa. 3MiHa KOHTaKTHUX AaHWX YMOBHOBaXXeHOT 0cobw,
BiANOBiAA/ILHOT 32 hapmakoHarnsg. 3MiHa KOHTakTHUX AaHuX
KOHTaKTHOI 0co6W, BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs MacTep-haiina

(BBELEHHS y3araslbHEHUX JaHUX MPo cucTeMy hapmakoHarnsay,

333.

POBIKC

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, 1Mo 20 Mr;
no 10 TabneTok y
6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6ui

OPTFAHOCUH

NAADCAEHC

M3 (E® 3ET
Cl)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 0 peecTpaljiiiHuX MmaTepiasliB: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big, 23.07.2015 Ne 460); 3miHu | TMNY - 3MiHK WOA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHW [0 y3araJlbHeHVX AaHnX Npo cuctemy papMakoHarnagy
(BBEAEHHSA Y3araslbHEHMX AaHUX NPO cucTeMy hapMakoHarnaay,
3MiHa YNOBHOB&XEHOI 0CO6M, BiAMNOBIAA/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
3asBHUKA 419 34iiCHeHHA dapMakoHarniagy B YkpaiHi, kLo
BOHa BigMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignosiganbHoOT 3a
3[jiCHeHHs1 hapmakoHariaay (BK/IYakoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-ghaiina cuctemu
hapmakoHarnsgy) - [itoya pegakuisi: YnoBHoBakeHa 0coba,
BignosigasibHa 3a hapmakoHarnsag - Jacobus van der Plas.
[MponoHoBaHa pefakLis: YNnoBHOBaxKeHa 0coba, BignosigaibHa
3a hapmakoHarnag - [-p Awy fiin Lapma. KoHTakTHa ocoba,
BignosigasibHa 3a thapmakoHarnsag — LWWraHreesa HOnis
BanepiiBHa. 3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a hapmakoHarnisg. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0co6W, BiANOBIAa/IbHOI 3a hapMakoHarnisg. 3miHa
MicLs 34iiCHEHHSA OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLue3HaxoMkeHHs MacTep-harina

3a
peyerimom

UA/13316/01/03

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, NO 40 Mr;
no 10 TabneTok y
6nictepi; no 3

6iCTEPU Y KAPTOHHIN

OPrAHOCUH

NANDCAEHC

M3 (E® 3ET
Cl)

OAE

AnoTekc IHk.

KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: 3MiHa 3asiBHMKa
(BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Big, 23.07.2015 Ne 460); 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy

(BBEZIEHHSI y3ara/lbHEHUX AaHUX MPO cucTeMy hapMakoHarisgy,

3a
peyenmom

UA/13316/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Kopoo6Li 3MiHa YNOBHOB&XEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 3AiICHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3a8BHMKa 415 34ICHEHHA dapmakoHarnsagy B YKpaiHi, SKwo
BOHa BigMiHHa Bif, yNMOBHOBaXeHOI 0cobu, BignosiganbHoT 3a
3[jiCHEHHs1 hapMakoHarnaay (BK/IYakun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - [itoya pegakuis: YnoBHoBaxeHa ocoba,
BignoBigasbHa 3a hapMakoHarnsag - Jacobus van der Plas.
[MponoHoBaHa pefakLis: YNoBHOBaxKeHa 0co6a, BignosigasibHa
3a hapmakoHarnag - A-p Awy fiin Lapma. KoHTakTHa ocoba,
BignosigasibHa 3a hapMakoHarnsag — LWtaHreesa Onis
BanepiiBHa. 3MiHa KOHTaKTHUX AaHWX YNMOBHOBaXXEHOT 0cobM,
BiANOBIAa/IbHOI 32 hapMakoHarifg. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0co6W, BignoBifanbHOI 3a thapmakoHarnag. 3miHa
MicLS 34IiCHEHHA OCHOBHOI AjSiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLie3HaxoMmKeEHHSA MacTep-thaina
334. | POBAMAKC® | kpansi 04Hi, po3yuH, AT "Apamef MonbLa BiNOBIAabHUIA 3a Ipeuis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3mMiHa 3asiBHUKa 3a UA/15147/01/01
no 2,5 Ms1 posynHy y Papma” BMPOGHULTBO, 3a Monbwa (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
donakoHi i3 BUK/IOYEHHAM Bif 23.07.2015 Ne 460): BBefeHHs1 3MiH NPOTAroM 6-Tu micsAuiB
KpanenbHuLeto; no 1 BUMYCKy cepil: nicnsa 3aTBepKeHHs.
h1aKoHy Y KapTOHHI Padrapm AT,
Kopoo6Li Mpewis;
BiAnoBiganbHN 3a
BWMYCK Cepii:
Mab'AHiLbKNiA
thapmaueBTUYHWIA
3aBog MNonba
A.T., Monbua
335. | POBAMAKC® | kpansi O4Hi, po3uuH, AT "Apamef MonbLa BiANOBIAabHUIA 3a Ipeuis/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny - 3a UA/15147/01/01
no 2,5 MA po3ynHy y dapma" BMPOBHMUTBO, 3a Monbwa 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy. peuyenmom
chnakoHi i3 BUK/OYEHHAM BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux Npo cuctemy
KpanenbHuueto; no 1 BUMYCKY Cepii: hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
hNakoHy y KapTOHHIN Padapm AT, hapMakoHarnsgy, 3MiHa yrnoBHOBaXKeHOT 0Co6M, BignoBiganibHOI
KopooLi Ipeuis 3a 3[jficHeHHsT hapMakoHarisay; KOHTaKkTHOI ocobu 3
BiANOBIAaNbHUIA 3a chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
BUNYCK cepil: YKpaiHi, K0 BOHA BiAMIHHA Bif YNOBHOBaXKEHOI 0C06U,
Mab'aHiLbkni BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (BKvakum
dhapmaLeBTUYHWMIA KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-thaiina
3aBog, Monbha cuctemn dpapMakoHarnisgy) 3MiHa KOHTakTHUX AaHuX
A.T., MonbLa YMOBHOBaXEHOT 0CO6M 3as1BHMKA, BigNoBigabHOI 3a 34iiCHEHHS
hapmakoHarnsagy. 3mMiHa KOHTakTHUX AaHnX KOHTakTHOI ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsgy B YKpaiHi.
3amiHa Micus 34iiCHeHHS! OCHOBHOI Aisi/TIbHOCTI 3
dhapmakoHarnsgy. 3amiHa MicLie3HaxoKeHHs MmacTep-thaiina
cucteMu dpapmakoHarnsgy.
336. | POKCEPA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHisa BHECEHHS 3MiH 10 peecTpaLjiiHAX MaTepianiB:BUNpaB/ieHHS 3a UA/11743/01/01
NNiBKOBOIO HoBso mecTo MecTo TEXHIYHOT MOMW/IKN Y METOAAX KOHTPOJIHO SKOCTI y cneundikavii peyenmom

060/10HKO, M0 5 Mr

Ha TepMiH NpPUAATHOCTI rOTOBOIO JIiKapCbKOro 3acoby byna
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
no 10 TabneTok y JonylieHa noMmuska y BMicTi 4oMilwku RSL, BkaszaHo
6nictepi; no 1, a6o no [0MNyCTUMWIA BiCOTOK BMICTY AaHOi AOMILLKM. 3a3HaveHe
2, abo no 3, abo no 6, BMNPaB/IEHHS BiANOBIAAE MaTepiasiam peecTpauiiHoOro 4oCbe
abo no 9 6nictepiB y
KapTOHHI Kopobuj; no
14 TabneTtok y
6nictepi; no 1, abo no
2, abo no 4 6nictepu B
KapTOHHI KopoobLi
337. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CrnoseHis KPKA, a.4., HoBo CnoBeHisa BHECEHHS 3MiH [0 peecTpaLjiiiHiX MaTepiasiB:BUNpaBeHHs 3a UA/11743/01/02
NNiBKOBOIO HoBo mecTo MecTo TEXHIYHOT MOMWSIKN Y METOAAxX KOHTPOJIO SKOCTI Y crneundikavii peuenmom
060/10HKOH, M0 10 Mr Ha TepMiH NpPUAATHOCTI FOTOBOTO JliKapCbKOro 3acoby byna
no 10 TabneTok y JonylieHa nomuska y BMICTi 4OMillku RSL, BkazaHO
6nictepi; no 1, abo no [0MNYyCTUMWIA BiCOTOK BMICTY AaHOi AOMILLKM. 3a3HayveHe
2, abo no 3, abo no 6, BMNPAaB/IEHHS BiANOBIAAE MaTepiasiaMm peecTpauiiHOro 4oCbe
abo no 9 6nictepiB y
KapTOHHI Kopobuj; no
14 TabneTok y
6nictepi; no 1, abo no
2, abo no 4 6nictepu B
KapTOHHI KopoobLli
338. | POKCEPA® TabneTku, BKPUTI KPKA, o.4., CnoBeHis KPKA, a.4., HoBo CnoseHisn BUNPAB/IEHHS TEXHIYHOT MOMUIKM Y METOAaX KOHTPOSIIO AKOCTI Y 3a UA/11743/01/03
NNiBKOBOIO HoBso mecTo MecTo crneundikaii Ha TepMiH NPUAATHOCTI FOTOBOTO iKapCbKOro peyenmom
060/10HKOH, M0 20 Mr 3acoby byna gonyuieHa noMuaka y BMIiCTi 4oMiwkn RSL,
no 10 TabneTok y BKasaHo [oMyCTUMUIA BiACOTOK BMICTY A@HOI AOMILLKU.
6nictepi; no 1, abo no 3a3HayeHe BuNpaBneHHs BignoBigae maTepianam
2, abo no 3, abo no 6, peecTpaLinHoOro 4ocbe
abo no 9 6nictepiB y
KapTOHHiiA Kopo6Li; no
14 TabneTok y
6nictepi; no 1, abo no
2, abo no 4 6nictepu B
KapPTOHHI KOpooL;i
339. | POKCEPA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHisa BUNPAB/IEHHS TEXHIYHOT NOMUKM Y METOAaX KOHTPOSIO AKOCTI Y 3a UA/11743/01/04
NNiBKOBOIO HoBso mecTo MecTo crneundikavii Ha TepMiH NPUAATHOCTI FOTOBOTO iKapCbKOro peyenmom
060/10HKOI0, N0 40 Mr 3acoby byna gonyuieHa nomuaka y BMICTi AoMiwku RSL,
no 10 TabneTtok y BKasaHo [oMyCTUMUIA BiACOTOK BMICTY A@HOI AOMILLKU.
6nictepi; no 1, abo no 3a3HayeHe BUNpaBeHHA BigNoBigae maTepianam
2, abo no 3, abo o 6, peecTpauiiHoro Jocke
no 9 6nictepis y
KapTOHHiiA kopo6Li; no
7 TabneTok y 6nictepi;
no 2, abo no 4, a6o no
8 6nictepiB y
KapPTOHHI KOpooL
340. | POKCEPA® TabneTkn, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoBeHisa BUNPAB/IEHHS TEXHIYHOT NOMUKM Y METOAAX KOHTPOSIIO AKOCTI Y 3a UA/11743/01/05
NNiBKOBOIO HoBso mecTo MecTo crneundikavii Ha TepMiH NPUAATHOCTI FOTOBOTO JliKapCbKOro peyenmom

060/10HKOH, M0 15 Mr

3acoby 6yna gonyuieHa noMuska y BMICTi AoMilkn RSL,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
no 10 TabneTok y BKa3aHo [JOMyCTUMUIA BiACOTOK BMICTY AAHOI AOMILLKM.
6nictepi; no 1, a6o no 3a3HayeHe BUMNpaB/IeHHA BiANOBigaE MaTepianam
2, abo no 3, abo no 6, peecTpaLinHoOro Aocbe
abo no 9 6nictepiB y
KapTOHHI Kopobuj; no
14 TabneTtok y
6nictepi; no 1, abo no
2, abo no 4 6nictepu B
KapTOHHI KopoobLi
341. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CrnoseHis KPKA, a.4., HoBo CnoBeHisa BUNPAaB/IEHHA TEXHIYHOT MOMUIIKM Y METOAAX KOHTPOJIHO AKOCTI, a 3a UA/11743/01/06
NNiBKOBOIO HoBo mecTo MecTo cawme: - y cneyudikadii Ha TepMiH NpUAATHOCTI FOTOBOrO peuenmom
060/10HKOI0, N0 30 Mr nikapcbKoro 3acoby y BMICTI foMmillkn TP13 6yno HeBipHO
no 10 Tabnetok y BKa3aHO [JoNyCTUMUIA BiACOTOK BMICTY A@HOi JOMILLKK; Y
6nictepi; no 1, abo no crneundikavii Ha TepMiH NPUAATHOCTI FOTOBOTO iKapCbKOro
2, abo no 3, abo o 6, 3acoby byna gonylieHa nomuska y BMICTi Aomilukm RSL,
no 9 6nictepiB y BKa3aHO [OMyCTUMUIA BiACOTOK BMICTY A@HOI AOMILLKU.
KapTOHHI Kopobuj; no 3a3HayeHe BUMNpaB/IEHHA BiANOBIfaE MaTepianam
7 TabneTok y 6nicTepi; peecTpaLinHOro Aocbe
no 2, a6o no 4, abo no
8 6nictepiB y
KapTOHHI KopoobLli
342. | POMA3UK TabneTku, BKPUTI $apmaneBTUY Monbwa dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/13299/01/01
NNiBKOBOIO HWi1 3aBOL, 3aBo[, 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKOH), M0 5 Mr; "MONb®APM "MONIbOAPMA" BBegeHHs abo 3MiHM [0 y3arasibHeHNX JaHNX NPO CUcTeMy
no 10 TabneTok y A" C.A. C.A. thapmakoHarnagy (BBefeHHs y3arasibHeHuUX faHux nNpo cuctemy
6nictepi; no 3 hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu, BifnosiganbHol
6icTEpV B KAPTOHHIN 3a 34iliCHeHHs thapmakoHarnisgy; KOHTakTHOI 0coou 3
KopobLii 3 chapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapmakoHarnagy B
MapKyBaHHAM YKpaiHi, AKLLI0 BOHA BigMiHHA Bifj yNOBHOBaXKeHOT 0cobu,
YKpalHCbKO MOBOKO BiANOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI macTep-daiina
cucTemu hapMakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NoBiAa/IbHOI 3a 34jiCHEHHsT chapmakoHarnsagy: ditoua
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepakuisn: Krzysztof
Karpinski. 3mMiHa KOHTakTHUX AaHnX YNOBHOBaXKEHOT 0cobu,
Bi4NOBIAa/IbHOI 32 34iICHEHHS hapmakoHarasay
343. | POMA3UMK TabneTkn, BKpUTI $apmaneBTUY Monba dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/13299/01/02
NNiBKOBOIO HWi1 3aBOL, 3aBoj 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peyenmom
060/10HKOI0, NO 10 mr; "MONb®APM "MONIb®APMA" BBeaeHHs abo 3MiHU [0 y3arasibHEHVX AaHUX NPOo cucTemy
no 10 TabneTtok y A" C.A. C.A. thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHunx Npo cuctemy

6nictepi; no 3
6nicTepn B KapTOHHIi
Kopobui 3
MapKyBaHHAM
YKpPaiHCbKOK MOBOIO

hapmakoHarnsgy, 3amMiHa yrnoBHOBaXKeHOT 0co6MU, BignoBiganbHoI
3a 3[jicCHEeHHS hapMakoHarisay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAAILHOI 3a 34iliCHEHHS thapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI macTep-gaiina
cucTemu hapmMakoHarnsgy) 3miHa yrnoBHOBaXeHOT 0cobu,
BifnoBiAa/IbHOI 3a 34jICHEHHsT chapmakoHarnsaay: Jiroya
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
pegpakuist: Dr. I1zabela Slowik; MNponoHoBaHa pepakuis: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOI 0cobu,
Bi4NOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsgy
344. | POMA3UK TabneTku, BKPUTI PapmaneBTUY MonbLa dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:3miHu | Tuny - 3a UA/13299/01/03
NNiBKOBOIO HWi1 3aBO, 3aBoj 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsamy. peuyenmom
060/10HKOI0, N0 20 Mr; "MONIb®APM "MONIb®APMA" BeefeHHs abo 3MiHU [0 y3arasibHeHNX AaHnX Npo cuctemy
no 10 TabneTok y A" C.A. C.A. thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHux npo cuctemy
6nictepi; no 3 hapmakoHarnagy, 3aMiHa ynoBHOBaXKeHOT 0co6Mu, BignoBiganbHoI
6nicTepn B KapTOHHIi 3a 3[jicHeHHs hapMakoHarsay; KOHTakTHOI ocobu 3
Kopob6Lii 3 chapmakoHarnsgy 3asBHuKa AN 34ilicHeHHs hapmakoHarnagy B
MapKyBaHHAM YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXKEHOI 0cobu,
YKpPaiHCbKOK MOBOH BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cuctemu hapmakoHarnsgy) 3miHa yrnoBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy: ditoua
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepakuis: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOI 0cobu,
Bi4NOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarnsgy
345. | POMA3UMK TabneTku, BKPUTI $apmaneBTNY Monbwa dapmanleBTUYHNI Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/13299/01/04
NNiBKOBOIO HWi1 3aBOL, 3aBoj 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsaay. peyenmom
060/10HKOH0, M0 40 Mr; "MONb®APM "MONIbOAPMA" BBegeHHs abo 3MiHM [0 y3arasibHeHNX JaHNX NPO CUcTeMy
no 10 TabneTok y A" C.A. C.A. thapmakoHarnagy (BBefeHHs y3arasibHeHVUX faHux npo cuctemy
6nictepi; no 3 hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu, BifnosifganbHol
6icTEpV B KAPTOHHIN 3a 34iliCHeHHs thapmakoHarnsgy; KOHTakTHOI 0coou 3
KopobLii 3 chapmakoHarnsgy 3asBHUKa AN 34iliCHeHHs hapmakoHarnagy B
MapKyBaHHAM YKpaiHi, AKLLI0 BOHA BigMiHHa Bifj YNOBHOBaXKeHOT 0cobu,
YKpalHCbKO MOBOKO BiANOBIAA/IbHOT 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-daiina
cucTemu hapmMakoHarnsgy) 3MiHa yrnoBHOBaXeHOT ocobu,
BiANoBiAa/IbHOI 3a 34jICHEHHST chapmakoHarnsagy: ditoua
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepgakuisn: Krzysztof
Karpinski. 3mMiHa KOHTakTHUX AaHnX YNOBHOBaXKEHOT 0cobu,
Bi4NOBIAA/IbHOI 32 34iICHEHHS hapmakoHarasay
346. | CANiuMnoB pO34nH ons MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis:3miHu |l Tuny - 6e3 UA/6683/02/01
A KNCNOTA 30BHILUHLOIO PapmaueBTny PapmaueBTMYHA 3MiHa BMPOGHMKa BUXIAHOro/MPOMIDKHOIO NPOAYKTY/peareHTy, Lo peyenma
3acToCyBaHHs, Ha chabpuka habpvka "Biona" BVIKOPVCTOBYIOTbCS Y BUPOBbHUYOMY npoveci ADl, abo 3miHa
cnupToBuii 1% no 40 "Biona" BMpoGHUKa (BK/IOYaKOUK, e HeobXiaHO, MicLe NPoBeeHHS
MmNy dhnakoHax; no 40 KOHTpONto skocTi) API - BBEAEHHSA [,04aTKOBOro BUPOGHMKa AN
My hiakoHi; no 1 A®| Caniuunosoi KucnoTm
dhnakoHy B nauvui 3
KapToHy
347. | CEAABIT® €KCTPaKT rycTuii NnAT YkpaiHa NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasni:3miHu | Tuny - - UA/9342/01/01
EKCTPAKT (cybeTaHuisn) y 604kax "Tanuudapm” 3MiHu 3 siKocTi. APl. BUpo6HULTBO. 3MiHM B NpOLECi
ryctum nonimepHux gns BMPOGHMLTBA AD| (He3HaYHa 3MiHa Y npoueci BUpobHULTBA

BMPOGHMLITBA
HecTepuIbHNX
nNikapcbknx hopm

AdI)
BHECEHHS 3MiH A0 po3gainy 3.2.S.2. Mpouec BupobHuLTBa AdI,
30KpeMa: BUKMNAAEHHS TEKCTY KOPOTKOro ONM1CYy TEXHOJIONYHOIo
npoLecy Ta TEXHOMONYHOI cxemn BUpo6HULTBa AD| B HOBIl
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
pegakuii.
348. | CEOANTIH Tabnetkun no 10 BankaHdapma Bonrapis BankaHdapma- Bonrapis BHECEHHS 3MiH j0 pEECTPaLiiiHMX MaTepiasiiB: BUNPaB/IEHHS 6e3 UA/3271/01/01
nnoc TabneTok y 6nictepi; -OynHnus AT OynHnus AT TEeXHIYHOT NOMUKN B OHOBNeHMX MKH, siki 3aTBepaXeHi Haka3oM peyenma
no 1 a6o 2, abo 5 MO3 Ykpainn Ne 1299 Big 01.12.2016
6nicTepiB y nayui
KapTOHHIiA; no 20
Tabnetok y 6nictepi;
no 1 6nictepy B nauuj
KapTOHHIi
349. | CEQANTIH Tabnetku no 10 TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3mMiHa 3asiBHUKa 6e3 UA/3271/01/01
nnoc Tabnetok y énictepi; YkpaiHa» OynHuus AT (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenma
no 1 a6o 2, abo 5 Big, 23.07.2015 Ne 460): 3miHu | Tuny - 3MiHK Woa0
6nicTtepiB y naui 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
KapTOHHilA; 3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy
no 20 Tabnetok y (BBEAEHHA Y3araslbHEHVX AaHNX NPOo cucteMy hapMmakoHarnagy,
6nictepi; no 1 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iACHEHHS
6nictepy B nauui hapMakoHarnsay; KOHTakTHoOI 0cobu 3 chapmakoHarnagy
KapTOHHIN 3as1BHMKa 4115 34iICHEeHH: hapMakoHariagy B YKpaiHi, Ko
BOHa BiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignoBiganbHoT 3a
3pjiicHeHHs hapmakoHarnagy (BKYatoUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-goaiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXKeHOT 0CO6M 3asiBHUKA,
BiNOBIgaNbHOI 3a 3fjiicHeHHs hapmakoHarnsay: fitoya
pegakuis Dr. Hedva Voliovitch. MponoHoBaHa pegakuis — Orit
Stern-Maman. 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0CO6U
3MiHa MicLs 34iiCHEHHSA OCHOBHOT AiANIbHOCTI 3
dpapMakoHarnsgy. 3miHa agpecu mactep-goaiiia
350. | CENNCENT® | kancynu no 250 mr,no | ®.XodcpmanH- | LUseliyapi Brvpo6HMuTBO ITania/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/6612/01/01
10 kancyn y 6nictepi; Na Pow N1a a Hepo3chacoBaHol LBeliuapi 3MiHN Wwopao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsagy. peyenmom
no 10 6nicTepiB y NpoAyKuii, A BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BUAAui
KapTOHHI nau BUNPOBYBaHHSA peecTpauiiHoro nocBig4eHHs, BKYaroum MNnax ynpasniHHA
KOHTPOJIO AKOCTI: pu3nkamm (3acTocyBaHHS 3MiH(M), iki(a) BUMaratoTb(€)
Jenbthapm noAasIbLLIOro 06I'pyHTYBaHHS HOBUMW JOLATKOBUM AaHUMMU, LLIO
MinaHo, C.P.J1., MatoTb HaJaBaTUCs KOMMETEHTHUM OpraHoM, OCKiSIbKN
ITanis; BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTH/M OpraHoMm) -
MakyBaHHs: BrikoHaHHs 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2
®. XodhhmaHH-J1sa poaartky 15 o NMopsaaky npoBefeHHs ekcnepTusmn
Pow Ntg, peecTpauiiiHix MaTepiasniB Ha Nikapcbki 3aco6u, Lo NojatTbes
LLiBeiuapis; Ha AepXaBHy peecTpauilo (nepepeecTpawiio), a Takox
Bunyck cepii: eKcnepTu3n matepianiB Npo BHECEHHS 3MiH 1O peecTpaviliHnX
®.XothbdmaHH-115 matepianis NPOTAroM Aji peecTpayiiiHoro Nnoceig4eHHs,
Pow /1T, 3aTBepmxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
LLIBeiiuapis pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
351. | CUTHI®OP NMOPOLLOK A/1A Hosaprtic Lsenuapi BTOPVHHE LLiseiiuapi BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiauis: 3MiHu |l Tuny - 3a UA/15926/01/01
nAP cycneHsii Ans iH exuiii dapwma Al a nakyBaHHs, BUMYyCK al 3MiHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHu peyenmom
no 20 wr; 1 donakoH 3 cepi: HigepnaH y TepaneBTUYHNX NoKasaHHAX (4oLaBaHHA HOBOro
NOPOLLKOM Y HosapTic ®apma aw/ TepaneBTUYHOro NokasaHHA abo 3MiHa y 3aTBepAKEHOMY
KOMMNIEKTI 3 LLTenH AT, ABCTpisi/ noKasaHHi) - 3MiHM BHeCeHi A0 iHCTPYKLi As19 MegnyHoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs

PO3YMHHMKOM M0 2 M1 LLiBeiuapis; HimeuuunH 3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3giny "MokasaHHs", sk

y nonepeaHbLO BUPOBHULTBO, a HacnigoK BHECEHO OHOBJIEHY iHGhopMaLito B pO34inu:

3an0BHEHOMY LUNPUL KOHTPO/b SIKOCTI, "®apmakonoriyHi BnactusocTi”, "Ocob6/MBOCTi 3aCTOCYBaHHS",

(kapmenosa Hatpito, nepBuHHE "Cnoci6 3acTocyBaHHA Ta fo3mn”, "INo6iyHi peakuii" (BBegeHHs

MaHIT (E421), nakyBaHHs 3MiH NPOTArom 3-X MicAUiB Nicna 3aTBEPAXKEHHS)

nosiokcamep 188, PO3YMHHVKa Ta

BOAa ANS iH'exuin), 1 BTOpPUHHE

ronkoto Ta 1 nakyBaHHs

aflanTepom B roTOBOro

KapTOHHI Kopoo6Li NpoayKTy:

ABGOTT

Bionomxukanc
B.B., Higepnanaw;
KOHTPO/b AKOCTI
3a BCima
napameTpamu 3a
BUK/OYEHHAM
Tecty
"BakTepiasbHi
€HO0TOKCUMHK",
nepBuHHE
nakyBaHHS
MOPOLLIKY:
CaHpo3 'm6X,
ABCTpiIst;
KOHTPO/b AKOCTI
3a BCcima
napameTpamu 3a
BUK/OYEHHAM
MOEKYNAPHOT
macu nonimepy Ta
TecTty
"BakTepiasibHi
EHOO0TOKCUHN™:
CaHpo3 'mM6X,
ABCTpISi;
BVPOGHMLTBO
nopotuky in bulk
Ons cycneHsii gns
iH'EKU;i:
HosapTic ®apma
Arl, Weeliyapis;
KOHTPO/b AKOCTI
3a NOKa3HNMKOM
"BakTepiasibHi
EHOO0TOKCUHN™:
BC/1 Biocepsic
CaiHTndik
JlabopaTtopic
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
M6X, HimeuunHa;
TepMiHasibHa
cTepunisauis
h1aKoHIB:
CiHeppxu Xenc
[eHikeH AT,
LLIBeliLapis
352. | CUTHI®OP MOPOLLOK A/1A Hosaprtic LBeliuapi BTOPVHHE Lseliuapi BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny - 3a UA/15926/01/02
NAP cycneHsii Ans iH ekuii dapma Al A nakyBaHHs, BUMYCK al 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHu peyenmom
no 40 wr; 1 conakoH 3 cepi: HigepnaH y TepaneBTUYHNX NoKa3aHHAX (4ofaBaHHA HOBOro
MOPOLLKOM Y HoBaprTic ®apma an/ TepaneBTMYHOr0O NokasaHHA abo 3MiHa y 3aTBepKeHOMY
KOMM/EeKTi 3 LTeiH AT, AscTpisi/ nokasaHHi) - 3MiH/ BHECEHI A0 iHCTPYKLiT 418 MeanyHOro
PO3UYMHHWKOM MO 2 M/ LLBeiiuapis; HimeuuunH 3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3giny "MokasaHHs", sk
y nonepeaHbLO BUPOBHULTBO, a Hacnigok BHECEHO OHOBJIEHY iHGhOpMAaLLito B pPO34inu:
3anoBHEHOMY LUNPUL KOHTPO/b SKOCTI, "®apmakonoriyHi BnactusocTi”, "Ocob6/IMBOCTi 3aCTOCYBaHHS",
(kapmenosa Hatpito, nepBuHHE "Cnoci6 3acTocyBaHHA Ta fo3mn”, "INo6ivHi peakuii” (BBegeHHs
MaHIT (E421), nakyBaHHs 3MiH NPOTAroM 3-X MicAUIB NiCNA 3aTBEPLKEHHS)
nosiokcamep 188, PO3YMHHVKa Ta
BOAa ANs iH'exuin), 1 BTOPVHHE
ronkoto Ta 1 nakyBaHHs
afanTepom B roTOBOro
KapTOHHI Kopoo6Li NpoAyKTY:
ABGOTT

Bionomxukanc
B.B., HigepnaHaw,;
KOHTPO/Ib AKOCTI
3a BCcima
napameTpamu 3a
BUK/TIOYEHHAM
Tecty
"BakTepianbHi
€HO0TOKCUMHK",
nepBuHHE
nakyBaHHs
MOPOLLIKY:
CaHpo3 'm6X,
ABCTpIS;
KOHTPO/Ib AKOCTI
3a BCimMa
napameTpamu 3a
BUK/TIOYEHHAM
MOeKyApHoOI
mMacu nonimepy Ta
Tecty
"BakTepiasbHi
€HAOTOKCUHN":
CaHpo3 'm6X,
ABCTpISi;
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BVPOGHMLTBO
nopotuky in bulk
Ans cycneHsii gns
iH'EKU;i:
HosapTic ®apma
Arl, Weeliyapis;
KOHTPO/b AKOCTI
3a NOKa3HNMKOM
"BakTepiasibHi
€HAOTOKCUHN":
BC/1 Biocepsic
CaiHTndik
Na6opaTopic
'mM6X, HimeuuunHa,;
TepMiHasibHa
cTepunisauis
oNakoHIB:
CiHepppxun Xenc
[LeHikeH AT,
LLIBeiiuapisi

353.

CUTrHI®POP
NAP

MOPOLLOK AN
cycneHsii Ans iH exuiii
no 60 mr; 1 donakoH 3
MOPOLLKOM Yy
KOMM/IEKTi 3
PO3YMHHMKOM NO 2 M
y nonepefHb0
3anoBHeHOMY LUMPULL
(kapmenosa Hatpito,
MaHiT (E 421),
nosiokcamep 188,
BOAA ANs iH'ekuiin), 1
ronikoto ta 1
afanTepom B
KapTOHHiA KopooLi

HoBaprtic
dapma Al

Lsenuapi
a

BTOPWHHE
nakyBaHHS, BUNYCK
cepil:
HoBapTic ®apma
LTeiH AT,
Lseiiuapis;
BMPOGHMLITBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHMKA Ta
BTOPUHHE
nakyBaHHs
roToBOro
NPOAYKTY:
AG6OTT
Bionogpxukanc
B.B., HigepnaHau;
KOHTPO/Ib SKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
Tecty
"BakTepianbHi
€HO0TOKCUMHK",
nepBuHHE
nakyBaHHs
NMOPOLLIKY:

LLiseiiuapi
al
HigepnaH
an/
ABcTpisi/
HimeuuunH
a

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiasis: 3MiHu Il Tuny -
3MiHM Woao0 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay. 3miHu
y TepaneBTUYHUX NOKa3aHHAX (JofaBaHHA HOBOro
TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepAKEeHOMY
noKasaHHi) - 3MiHY BHeCeHi A0 IHCTPYKLii AN18 Megu4HOoro
3acTocyBaHHSA NikapcbKoro 3acoby Ao po3giny "MokasaHHA", AK
HacnifoK BHECEHO OHOB/EHY iHchopMaLiito B po3ainu:
"®apmakonorivHi BractmsocTi", "Oco6MBOCTi 3aCTOCYBaHHA",
"Cnoci6 3acTtocyBaHHs Ta fo3u", "MNob6iuHi peakuii" (BBeaeHHs
3MiH NpOTArom 3-X MIiCALIB MiCNA 3aTBEPAXKEHHS)

3a
peyerimom

UA/15926/01/03
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

CaHpo3 'M6X,
ABCTpIS;
KOHTPO/Ib SKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
MOJEeKyAPHOT
macu nonimepy Ta
Tecty
"BakTepiasbHi
€HO0TOKCUHN™:
CaHpo3 'm6X,
ABCTpiIst;
BUPOGHMLTBO
nopoLuky in bulk
Ansa cycnewsii ons
iH'exuin:
HosapTic ®apma
Ar, LLBeiiuapis;
KOHTPO/b AKOCTI
3a NOKa3HUKOM
"BakTepiasbHi
€HO0TOKCUHN™:
BC/1 Biocepsic
CaiHTndik
NabopaTtopic
'm6X, HimeuunHa;
TepMiHa/IbHa
cTepunisauis
oNakoHiB:
CiHeppxu Xenc
[eHikeH AT,
LLiseiuapis

354,

CUNYET®

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, MO 21
TabneTui B 6nicTepi;
no1a6ono3
6nicTepn pasom i3
KapTOHHVUM (DyTNSPOM
0N 36epiraHHA
6nictepa B nayuj

BAT "TeneoH
PixTep"

YropmHa

BAT "TeneoH
PixTep"

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHu 3 sikocTi. CepTudikat BignosigHocTI/lE-cepTudikat
BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo iHLWoT
HaujoHanbHoi hapmakonei gepxasun €C (3miHa y cneuudikawii
HethapmMakoneiiHoro A®| ans npuBeeHHs y BiANOBIAHICTL A0
Bumor AdY a6o €sponelicbkoi hapmakonei, abo iHLWoi
HaujioHanibHOT chapmakonei gepxasu €C) - AD| - npuBeeHHs
cneumnagikauii A®I gieHorecT y BignoBigHICTb 40 BUMOT
MoHorpadii «Dienogest» EP. 3miHu | Tuny - 3MiHun 3 aKocTi. AdI.
KoHTposb A®L. 3miHa y napameTpax cneuudikadin Ta/abo
[OMyCTUMUX MEX, BU3HaUYeHUX y cneumdikadisx Ha Adl, abo
BVXiHWIA/NPOMIDXKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea APl (40NOBHEHHS crneumndikaLii HOBUM

3a
peyenmom

UA/12532/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
NMOKa3HUKOM SKOCTi Ta BiANOBIAHUM METOA0M BUNPOOYBaHHS)
[0MNOBHEHHS cneumdikauii Ha A®I gieHorect HOBUM MOKa3HWKOM
AKOCTi Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHA —
«MikpobionoriyHa unctota» y BignosigHocTi fo BuMor EP(2.6.12
and 2.6.13).
355. | CUHIIOH® TabneTku XxysasbHi, BAT "l'efeoH YropumHa BAT "l'efeoH YropmHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3miHu | Tuny - 3a UA/10511/02/01
no 4 mr; no 7 PixTep" PixTep", / NonbLa 3MiHu 3 aKocTi. CepTuddikar BignosigHocTI/lE-cepTudikar peyenmom
Tabnetok y 6nictepi; YropLwmHa (Bmnyck BiANOBIAHOCTI €Bponeiickkili hapmakonei/MmoHorpadii. MogaHHA
no 2, abo no 4, a6o no cepii); TOB HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
8 bnicTepiB y "l'epeoH PixTep BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
KapTOHHI ynakoBLi Monbwa", thapmakonei: gns A®l; ans BUXigHOrO
Monbla mMartepiany/peareHTy/NPoMiKHOIO NPOAYKTY, WO
(KOHTPOJIb AKOCTI, BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns AONOMKHOI
[03BiN Ha BUMNYCK peyoBuHM (cepTudikat BignoBiAHOCTI EBpoNeiichkiii
cepii; hapmakonei) - OHoBMeHUIA cepTudikaT Bif YXXe 3aTBepAKEHOro
BVMPOGHMLTBO BMPOGHUKaA
Hepo3dhacoBaHOro nogaHHsa oHoBneHoro CepTudikaty BiANoBigHOCTI EBponechkili
NpoAyKTY, thapmakonei RO-CEP 2012-115-Rev 02 (nonepegHs Bepcis RO-
nepBuHHa CEP 2012-115-Rev 01) Big Bxe 3aTBepxeHoro BupobHnka DR
yrnakoBka, REDDY'S LABORATORIES LIMITED, India gna A®I HaTpito
BTOPWHHA MOHTeNyKacTy.
ynakoBKa)
356. | CUHIMOH® TabneTku XysasbHi, BAT "lefeoH YropLmHa BAT "leneoH YropluHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny - 3a UA/10511/02/02
no5wmr;no7 PixTep" PixTep", / NonbLa 3MiHn 3 sikocTi. CepTudikat BignosigHocCTI/I E-cepTudikat peuyenmom
TabneTok y 6nictepi; YropLmHa (Bunyck BiANOBIAHOCTI EBponelickkili hapmakonei/moHorpadii. MoaaHHA
no 2, a6o no 4, a6o no cepii); TOB HOBOro abo OHOBMEHOrO cepTudikaTa BigNoBigHOCTI abo
8 6nictepiB y "l'epeoH PixTep BWTyYEHHS cepTudikaTa BignoBigHOCTI €EBponeiichbkiii
KapTOHHI ynakoBLi Monbwa”, thapmakonei: gns A®l; ans BUXiAHOro
MonbLa mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, L0
(KOHTPO/Ib SIKOCTI, BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ans AONOMKHOT
[03BiN Ha BUMNYCK peyoBuHM (cepTudikaT BifgNoBiAHOCTI EBpoNeiiChKiii
cepii; chapmakonei) - OHOBNEHWI cepTudikaT Bif, y)Xe 3aTBepKeHoro
BUPOBHMLTBO BMPOGHMKA
Hepo3dhacoBaHoro nogaHHs oHoBneHoro CepTudikaty BiANoBigHOCTI EBponechbkili
NpoAyKTYy, hapmakonei RO-CEP 2012-115-Rev 02 (nonepegHs sepcis RO-
nepBuHHA CEP 2012-115-Rev 01) Big BXe 3aTBEpAKEHOr0 BUpo6HMKa DR
ynakoBKa, REDDY'S LABORATORIES LIMITED, India gna A®I HaTpito
BTOPWHHA MOHTENyKacTy.
ynakoBKa)
357. | CUHINMOH® TabneTkn, BKpUTI BAT "l'egeoH YropwuHa BAT "l'egeoH YropwuHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/10511/01/01
NNiBKOBOO Pixtep" PixTep", / MNonblua 3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTuddikat peyenmom
060/10HKOI0, NO 10 mr; YropwmHa (BUnyck BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii. MogaHHA
no 7 TabneTok y cepii); TOB HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a6o
6nictepi; no 2, 4 abo 8 "lepeoH Pixtep BU/TyUYEeHHs cepTudikaTa BignoBiAHOCTI EBponenchkii
6nicTepiB y KAPTOHHIN Monbwga", thapmakonei: gna Ad®l; ona BuxigHoro
ynakoBLi Monbwa mMartepiany/peareHTy/NPoMKHOIo NPOAYKTY, WO

(KOHTpONb AKOCTI,
[103BiN1 HA BUMYCK

BMKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; 418 [4ONOMDKHOI
pevyoBUHM (cepTrdiikaT BigNOBIAHOCTI €BPONENChKii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
cepii; hapmakonei) - OHOBMeHUIA cepTudikaT Bif yXKe 3aTBepAKEHOro
BUPOGHMLTBO BMPOGHMKA -
Hepo3cacosaHoro noAaHHsa oHoBneHoro CepTtudikaty BiANoBIAHOCTI EBpONenchbkili
npoaykKTy, thapmakonei RO-CEP 2012-115-Rev 02 (nonepegHs Bepcis RO-
nepBuHHa CEP 2012-115-Rev 01) Bif BXe 3aTBepKeHOro BupobHuka DR
ynakoBka, REDDY'S LABORATORIES LIMITED, India gna A®I HaTpito
BTOPUHHA MOHTesyKacTy.
yrnakoBKa)
358. | CUHIYNAP® | TabneTku, BKPUTI Mepk Wapn i Lsenuapi Brpo6HMLUTBO 3a Benuka BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHu | Tuny - 3a UA/10208/01/03
NNiBKOBOIO Ooywm IOEA A NOBHUM LMK/TOM: BpuTania/ AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKOH0, M0 10 Mr 6X Mepk Wapn i HigepnaH 3asiBHUKA (BNacHMKa peecTpaLiiHoro nNocBig4eHHs!) - 3MiHa
no 14 TabneTok y [oywm NimiTeg, on Ha3BW Ta afipecu 3aaBHUKa
6nictepi; no 2 Benvika bputaHis;
6nicTepn B KapTOHHIiA MepBuHHaA Ta
Kopoo6ui BTOPWHHA
ynakoBka, A03BiN
Ha BUMycK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanamn
359. | CMUHTOMIUN NiHiMEHT 5 % no 251y MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux martepiaiB:3miHu | Tuny - 6e3 UA/4683/01/01
H Ty6i, no 1 Ty6i B navu,i "Ny6Hnchapm" "Nly6Hnchapm" npuBeAeHHs METOAVK BUNPOGOBYBaHHS 3a NOKa3HUKamu peyenma
"laeHTudpikayia. Xnopugun" Ta "CynposigHi 4OMIWKn" y
BignoBigHICTb A0 APY
360. | CIO®OP® TabneTkn, BKpUTI Na6opaTtopi ITania BMPOBHULTBO "in HimeuuunH BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/3734/01/01
1000 NNiBKOBOO rigoTTi C.n.A. bulk", nepsuHHe a 3MiHN Wwopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsagy. peyenmom

060/10HKot0, Mo 1000
Mr, no 15 Tabnetok y
6nictepi; no 2 abo 4
6nicTepn B KapTOHHIi
Kopoo6Li 3
MapKyBaHHAM
YKpPaiHCbKOK MOBOIO

Ta BTOPWHHE
nakyBaHHS,
KOHTPONb Ta
BWMYCK Cepii:

MeHapiHi-®oH
XeligeH Mv6X,
Himeuunha;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpONb Ta
BUMNYCK Cepii:

BEPNIH-XEMI AT,

HimeuuunHa,
BMPOGHMLTBO "in
bulk", nepBuHHe

Ta BTOPUHHE

nakyBaHHS,
KOHTPO/b cepii:
[pareHodhapm
Anotekep Mown
'v6X, HimeyunHa,

BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX faHnx Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOT 0co6MU, BignoBiganbHoi

3a 3[jicCHEeHHS hapMakoHarisay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif] yNOBHOBaXXeHOT 0cobu,
BiANOBIA&/IbHOI 3a 34iliCHEHHS thapMakoHarnagy (BKvakum

KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI macTep-gaiina

cmucTeMu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHuX

YNOBHOB&XEHOI 0c06W, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
BMPOGHMLTBO "in
bulk" Ta KOHTpO/b
cepii: BEP/TIH-
XEMI AT,
HimeuunHa,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
CBICC KANC
'm6X, HimeyunHa
361. | CNABINNAKC- | TabneTku no 7,5 wmr, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3miHu | Tuny - Ges UA/12465/01/01
340POB'A no 10 TabneTok y 0bMexeHoto 06MexeHo 3MiHa Ha3BW Ta agpecy BUpobHuka A®| HaTpito nikocynbdary, peyenma
6nictepi; no 1 a6o 2 BignosiganbHi BifnNoBiAabHICTIO 6e3 3MiHM Micus BUpoOHULTBA
6nictepu B KOPOO6LL 3 CTIo "®apmMaueBTUYHA
KapTOHY "®apmaueBTun KOMnNaHis
YHa KOMMaHis "3p0poB'a”
"3p0pos'a”
362. | C/NTABI/IAKC- | kpanni opasibHi, 7,5 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepiasiB:3miHu | Tuny - Ges UA/12465/02/01
3400POB'A mr/mn, no 15 mn abo 06MeXeHoH 06MexeHo 3MiHa Ha3Bu Ta agpecy BUpobHuka A®| HaTpito nikocynbdary, peyenma
30 mn y donakoHi; no 1 BiANOBIAA/bHI BiANOBIAA/LHICTIO 6e3 3mMiHM Micus BUpobHULTBA
chnakoHy B KOpobL,i 3 cTHo "®apMaueBTUYHA
KapTOHY "@apmauesTn KOMnNaHis
YHa KoMnaHis "3p0pos'a”
"3p0pos's”
363. | COJ/TIOAKN cupon, 250 mr/5 mn; My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 6e3 UA/3359/01/01
KOPEHA no 50 mn a6o no 100 akuioHepHe akuioHepHe BU/TyYEHHS1 BUpoOHUMKa ADI Conoakm KOpeHs eKCTpakTy Cyxoro peyenma
cupon M, abo 200 mny TOBapUCTBO TOBapuUCTBO TOB "XAPMC", Pociiicbka ®egepauis; 3MiHu | Tuny -
dhnakoHi; no 1 "HaykoBo- "HaykoBo- npuBefeHHs cneuudikauii Ta aHaniTUYHUX MeToank APl
h1aKoHy 3 SI0XKKOH0 BUPOGHNYNIA BUPOGHNUNIA COonofKn KOPeHs ekcTpakTy Cyxoro Ao sumor APY/EP 3a
[03yBasIbHOK B naulyj; LeHTp LeHTp nokasHukoM "MikpobionoriyHa uncToTa"; 3MiHM | TUMY - BHECEHHSA
no 100 mn y 6aHuj; no "Bopuuariscbk "BopLyariBcbkuii 3MiH fo Cneuudikauii APl Conoakm KOpPeHst eKCTpakTy Cyxoro 3a
1 6aHLj 3 TOXKOI uii ximiko- XimikO- nokasHukoM "laeHTudikauis”, 3okpema: BUNy4YeHHs MeToay
[03yBaJIbHOK B Nauvlli thapmaueBTUy thapmaueBTUYHWI AKICHOT peaku,ii Ha MMiLYPU3NHOBY KMCMOTY
HWi 3aBoa” 3asog"
364. | cony- MOPOLLOK AJ/19 PO3UHNHY NMPANIEP CWA Mdpaiizep Benebris BHECEHHS 3MiH 40 peecTpaviinHmx maTepiasnis:3minu |l Tuny - 3a UA/9873/01/01
KOPTE® Ans iH'ekuii no 100 IHK. MeHtohekvypuHr 3MiHM A0 IHCTPYKUiT A58 MEeANYHOro 3aCTOCYBaHHS NiKapCbKoro peyenmom
Mr, 1 donakoH 3 Benbris HB 3acoby a0 po3zinis "®apmakonoriyHi BracTnsocTi”,
NMOPOLLKOM Y "MpoTrnoka3aHHA","B3aemogis 3 iHWMMK nikapCbkumuy 3acobamu
KapTOHHI kopobuj; 25 Ta iHWi BUAW B3aemogiit", "OcobamMBOCTi 3acTocyBaHHS",
oNakoHIB 3 NOPOLLKOM "3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHsA rpyaar”,
y NigaoHi ans "Aitn", "Mo6iuHi peakwyii"
TpaHcrnopTyBaHHs (6e3
BTOPWHHOI YNakoBKW)
365. | cony- MOPOLLIOK Ta NMPAN3EP CLWA Mdpaiizep Benebris BHECEHHS 3MiH 40 peecTpaviinHux maTepiasis:3minu |l Tuny - 3a UA/9891/01/01
KOPTE® PO3UYNHHUK 4Na IHK. MeHtodek4ypuHr 3MiHW A0 IHCTPYKUiT 415 MeANYHOro 3acTOCyBaHHS NikapCbKoro peyenmom
PO3YUHY A151 iH'EKLLIA Benbris HB 3acoby a0 po3zinis "®apmakonoriyHi BractnsocTi”,

no 100 mr/2 mn;
NOPOLIOK Ta 2 MN

"MpoTunokasaHHs","B3aemogis 3 iHWMMK nikapCbKumuy 3acobamu

Ta iHWi B1aW B3aemogiin”, "Oco6/MBOCTi 3aCTOCYBaHHS",




250

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
pO34unHHKKa (CnupT "3acTocyBaHHs y nepioj BariTHOCTi abo rogyBaHHs rpyaar”,
6eH3nnoBuii 9 mr/mn, "Aitn", "Mo6ivHi peaxuii”
BOAA ANS iH'eKUiin) y
chnakoHi Tuny Act-O-
Vial y KapTOHHiiA
Kopoobui
366. | CONy- NMOPOLLOK Ta Mdpaiizep IHk. CWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/2047/01/04
MEAPON PO3YMHHWK ANs MeHtodek4ypuHr AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
PO34UNHY ANs iH'eKLji Benbria HB MiCLA MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
no 500 mr; 1 donakoH 3 nikapcbKoro 3acoby, BKIYauy AinbHULI BUMYyCKy cepii abo
nopotukom Ta 1 MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
hnakoH 3 BiANOBIAAE BMPOGHMK/iMNOPTEpP, BKIOYAOUM BUMYCK Cepild) -
PO3YMHHMKOM (CnupT nprBeAeHHS HanMcaHHA afpecy MicLA NPOBaKeHHA AiANbHOCTI
6eH3nnoBwuii (9 mr/mn), BMPOOHUKA Y BIAMNOBIAHICTb A0 AOKYMEHTY, L0 NiATBEPAXYE
BOZa 418 iH'ekuiin) no BigNoBigHICTL BUPOGHULTBA /13 BUMoram HBIM BugaHoro
7,8 MN 'y KapTOHHiN [Lepxnikcnyx6ot0 MO3 YkpaiHn. 3MiH1 BHECEHO A0 iHCTPYKL,i
KOpo6Li AN MeAMYHOro 3aCTOCYBaHHA Ta TEKCTY MapKyBaHHS YNakoBKy
NikapcbKoro 3acoby CTOCOBHO HanuncaHHsA agpecu Micus
NPOBaKEHHS AiSNIbHOCTI BUPOGHMKA. BBEAEHHS 3MiH NPOTArom
3-x MicsiLiB nicns 3aTBepKEHHS; 3MiHK || Tuny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3mMiHW y KOpoTKii
XapakTepucTuLi Nikapcbkoro 3acoby, TEeKCTi MapKyBaHHSA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3 HOBUMU
AaHVIMU 3 SKOCTi, AOKTIHIYHUMM, KAIHIYHUMW aHUMK Ta AaHUMK
3 hapmakoHarnsaay - 3MiH1 BHECEeHO [0 iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMK NiKapCbKUMu
3acob6amu Ta iHwWi Buan B3aemogiit*, "OcobmBoCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BaritHOCTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/IMBATU Ha WUBUAKICTb peakwi
npv KepyBaHHi aBTOTPaHCNOPTOM ab0 po6oTi 3 iHWMUMK
mMexaHismamu", "Cnocib 3acTocyBaHHA Ta gosun", "4itn",
"MepeposyBaHHa", "Mob6iyHI peakuii”. BBefeHHS 3MiH NpoTArom
3-X MicsLiB NicNs 3aTBEPAKEHHS.
367. | COny- MOPOLLIOK Ta Mdpaiizep IHK. CWA Mdcpaiizep Benebris BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/2047/01/03
MEAPON PO3YMHHWK ANst MeHtodekUypUHT AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peuyenmom
PO34UHY ANS iH'EKL Benbris HB MiCLiAl MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro

no 1000 wmr; 1 conakoH
3 nopowkom Ta 1
hnakoH 3
PO34MHHKKOM (cnupT
6eH3unoBuiA (9 mr/mn),
BOAA ANS iH'eKUii) no
15,6 M1y KapTOHHii
Kopoobui

nikapcbKoro 3acoby, BKIYaUM 4ibHUL BUNYCKy cepii abo
MicLie NpoBeAEHHS KOHTPOJIHO AKOCTI. (LisNbHICTb, 3a AKY
BiANOBiAAE BMPOGHUK/iMNOPTEpP, BK/IOUAOUM BUMYCK Cepild) -
nprvBeAEeHHS HaNMCaHHA aapecy MicLs NPOBaKeHHS AiANbHOCTI
BMPOGHUMKA Y BIAMOBIAHICTb A0 AOKYMEHTY, L0 NigTBEPAXYE
BiANOBIAHICTL BMpOGHMLTBA /13 BUMoram HBIM BugaHoro
Jepxnikcnyx6oto MO3 YkpaiHn. 3MiH/ BHECEHO A0 IHCTPYKL,i
4N MeNYHOro 3aCTOCYBaHHA Ta TEKCTY MapKyBaHHS YNakoBKu
NiKapCcbKoro 3acoby CTOCOBHO HanmmcaHHA agpecu micus
NPOBafPKEHHA AiSNIbHOCTI BUPOOHUKA. BBEAEHHSA 3MiH NPOTArOM
3-x MicsiLiB micnsi 3aTBepAKEHHS; 3MiHM || Tuny - 3MiHM WoA0
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. 3mMiHM y KOpoTKiiA
XapaKTepucTuLli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMU
LAHUMU 3 SKOCTi, AOKNIHIYHUMMN, KNIHIYHUMW JaHUMK Ta 4aHMK
3 hapmakoHarnsay - 3MiH1 BHECEHO [0 iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS /likapcbKoro 3acoby Ao po3ginis
"MpoTunnokasaHHsa", "B3aeMogis 3 iHLIMMK NiKapCbKUMK
3acobamu Ta iHWi B1uAmn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHs", "3acTocyBaHHs Y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/IMBATU Ha LUBUAKICTb peakwi
npu KepyBaHHi aBTOTpaHCNopToOM abo poboTi 3 iHWKMMK
mexaHismamu", "Cnoci6 3actocyBaHHs Ta gosun", "Oitn",
"MepepnosyBaHHa", "Mob6iyHI peakuii”. BBeAeHHS 3MiH NPOTArom
3-x MicsLiB Nicns 3aTBEPKEHHS.

368.

cony-
MEAPON

MOPOLLOK Ta
PO3YMHHVIK A9
PO34UHY A5t iH'eKLiiA
no 40 mr/mn; 1
donakoH Tuny Act-O-
Vial (aBoeMicHU
hnakoH) 3 NOPOLLKOM
Ta PO34MHHUKOM (BoJa
Ans iH'ekuii) no 1 mny
KapTOHHI Kopoo6Li

Mdpaizep IHK.

CLA

Mdpaiizep
MeHtodek4ypuHr
Benbris HB

Benbris

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y cknagi (4ONOMDKHUX pevyOBUHAX) rOTOBOrO /iKapCbKoro
3ac006y (iHLWi 3MiHK) - 3MiHW y CKNagi AONOMKHUX PEYOBUHM,
3MiHa PO3YMHHWKA - BUAUTEHHA 6EH3MI0BOr0 CNUPTY 3
PO3UMHHKKA , OHOBMEHO po34in 3.2.P.1 onuc i cknag nikapcbkoro
3acoby, po3ain nepedopmaTtoBaHo Ta BifOOPaxXae HaAINLLIOK
HamNoOBHEHHS, KW 3aBX AW 6yB NPUCYTHIl y dhNakoHi. Y 3B 53Ky 3
BUYYEHHSAM 6EH3MM0BOro CNUPTY BIABYNCA 3MiHW B
cneumdikauii, MeTogax BunpobysaHHs /13 (BUyYeHHs p.
ineHTVdbikaLis, KiNbKICHWIA BMICT). 3MiHM WOA0 BMICTY
[OMOMiIXXHUX PEYOBUH (BUAAEHHA 6EH3MI0BOIO CNUPTY 3
PO34YMHHMKA) BHECEHO A0 iHCTPYKLi 415 MegnyHoro
3acTocyBaHHA [0 po3giny "Cknaf” Ta Ak Hacnifok Ao po3ainis
"Oco6nmBoCTi 3acTocyBaHHA", "[iT1" Ta TEKCTY MapKyBaHHs
yNakoBKM Nikapcbkoro 3acoby (BBeaeHHs 3MiH NpoTArom 3-x
MiCAILiB MicNs 3aTBEPKEHHS); 3MiHM | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu Micusi NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro /likapcbKoro 3acooy,
BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo Miclie NpoBeAeHHs
KOHTPO/O SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBifae
BMPOGHMK/IMNOpPTEp, BKIOYa0UM BUMYCK Cepiid) - NpMBeAEeHHS
HanucaHHa agpecu MicuA NPOBaMKEHHS Ais/IbHOCTI BUPOBHMKA Y
BiANOBIAHICTb A0 AOKYMEHTY, L0 NiATBEPAKYE BIAMNOBIAHICTb
BUpo6HMUTBA J13 BUMoram HBIT BugaHoro depxnikcnyxo6oto
MOS3 YkpaiHu. 3MiHM BHECEHO [0 iHCTPYKLi A1 MeU4HOro
3aCTOCYBaHHA Ta TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
3ac06y CTOCOBHO HanuncaHHsA agpecy MicLA NPOBaf)KEHHS
LisIbHOCTI BUPO6HMKA. BBEAEHHSA 3MiH NpoTAromM 3-Xx Micauis
nicns 3aTBepmKeHHs; 3MiHu Il Tuny - 3MiHK 3 SKoCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema KoHTenHep/3aKynoproBasibHUIA 3aci6.
3MiHa y NepBUHHIN yNakoBL,i rOTOBOro JlikapcbKoro 3acoby
(AKicHWIA Ta KiNbKicHWIA cknap) - CTepunbHI Nikapcbki 3aco6m Ta
nikapcbki 3acobu 6i0N10riYHOro/iMyHOI0MNYHOIrO NOXOMAKEHHS -

3a
peyerimom

UA/2047/01/01
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NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa
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Homep
peecmpayiliHo2o
nocsioYeHHs1

3aMiHa NOTOYHMX BEPXHIX 'YMOBUX 6POMOYTMUNOBKX NPOBOK 3
matepiany FM 160 Ta cepefHix ryMmoBux 6pomMoyT1I0BUX
npo6ok 3 matepiany FM 161 Ha BepxHi Ta cepefHi rymosi

6pombyTunoBi NpobkK, Ak MICTATb 6poMOYTUIOBY r'ymy FM 457
Big noctavasibHuka Datwyler. 3MiHY NEPBUHHOI YNakoBKu
BiACyTHi. OHOBNeHo po3ain 3.2.P.7. BBefeHHs 3MiH NpoTAarom 3-
X MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHM || Tuny - 3MiHM Woao
6e3nekn/eheKTUBHOCTI Ta hapMakoHarnsay. 3mMiHW y KOpoTKiii
XapaKkTepucTuLli NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT A8 MEANYHOr0o 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU
LaHUMU 3 AKOCTI, AOKNIHIYHUMMW, KNIHIYHUMW JaHMU Ta JaHMU
3 thapmakoHarnsgy - 3MiH1 BHECEHO A0 iIHCTPYKLi A1s
MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHs", "B3aeMogis 3 iHLIMMKU NiKapCbKuMu
3acobamu Ta iHWi BUuAKn B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHS", "3acTocyBaHHs y nepiod BaritTHocTi abo
rofyBaHHs rpyaat”, "34atHiCTb BN/IMBATU Ha LUBMAKICTL peakLil
npy KepyBaHHi aBTOTPaAHCNOPTOM abo poboTi 3 iHLWNMK
mMexaHismamu”, "Cnoci6 3actocyBaHHs Ta go3u', "Oitn",

"MepenosyBaHHA", "M06IYHI peakuii”. BBe4eHHSA 3MiH NPOTAroM

3-X MicsiLIB MiC/1A 3aTBEPKEHHS.

369.

cony-
MEAPON

MOPOLLIOK Ta
PO3YMHHKK AN
PO34UNHY ANs iH'eKLji
no 125 mr/2 mn; 1
donakoH Tuny Act-O-
Vial (aBoemicHui
hnakoH) 3 NOPOLLKOM
Ta PO34YMHHUKOM (BoAa
ANs iH'eKuid) no 2 mny
KapTOHHI Kopoo6Li

Mdpaiizep IHk.

CLA

Mdpaiizep
MeHtodekuypuHr
Benbria HB

Benbrisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag.
3miHa y cknagi (4oNOMiXHUX peyoBMHaX) roTOBOrO /1iKkapCbKOro
3ac00y (iHWi 3MiHK) - 3MiHW y CKNazi AOMOMKHUX PEYOBUHM,
3MiHa PO3UYMHHMKA - BUAASIEHHS GEH3MI0BOIO CNMPTY 3
PO34YMHHKKa , OHOBMEHO po3gin 3.2.P.1 onuc i cknag nikapcbkoro
3aco0y, po3gin nepechopmaToBaHo Ta Bifobpaxae HafNLLIOK
HaNoOBHEHHS, SIKA 3aBXan 6yB NPUCYTHIl y doNakoHi. Y 3B 53Ky 3
BU/TyYEHHSAIM 6EH3MMI0BOr0 CNMPTY BiAGYNNCA 3MiHW B
cneumdikauii, MeTogax BunpobysaHHs /13 (BUIyYeHHs p.
ineHTMChiKaLis, KinbKiICHWIA BMICT). 3MiHM WOAO BMICTY
[OOMNOMDKHMX PeYOBUH (BUAATEHHS GEH3MI0BOrO CNUPTY 3
PO34YMHHIMKE) BHECEHO [0 IHCTPYKLT 419 MeAUYHOro
3acTocyBaHHA [0 po3ainy "Cknaf" Ta sk Hacnifok Ao po3ainis
"Oco6nmBoCTI 3acTocyBaHHA", "[iT" Ta TEKCTY MapKyBaHHsA
yNakoBKM NikapcbKoro 3acoby (BBefeHHst 3MiH NpoTArom 3-x
MiCSILiB MicNs 3aTBEPKEHHS); 3MiHM | TUNY - AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu Micus NpoBafKeHHs
AiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo MicLe NnpoBeAeHHs
KOHTPO/IO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNOpTep, BK/OYaoUM BUMYCK Cepiid) - NpMBeAeHHS
HanncaHHA agpecu MicLs NPoBaMKEHHS AisNbHOCTI BUPOGHMKA Y
BiANOBIAHICTb A0 AOKYMEHTY, LLUO NiATBEPAXYE BiANOBIAHICT
BMpO6HULTBA /13 BUMoram HBIM BugaHoro [depxikcnyx60oto
MO3 YkpaiHu. 3MiHM BHECEHO A0 iHCTPYKLi A/18 MeU4HOro

3aCTOCyBaHHS Ta TEKCTY MapKyBaHHS yakoBKW NiKapCbKoro

3a
peyenmom

UA/2047/01/02
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3ac00y CTOCOBHO HanucaHHA afpecy MicLis NPOBaMKeHHS
LisiNIbHOCTI BUPOGHMKa. BBEAEHHS 3MiH NpOTAroM 3-x MicsLiB
nicns 3aTeepmpkeHHs; 3MiHu Il Tuny - 3miHn 3 skocTi. FoToBMiA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa y NepBUHHIN yNnakoBL,i rOTOBOrO JlikapcbKoro 3acoby
(AKicHWIA Ta KinbKiCHWI cknag) - CTepusbHI Nikapcbki 3acobm Ta
nikapcbki 3aco6u 6i0M10riYHOro/iMyHOONYHOIO NOXOAXKEHHS -
3aMiHa NOTOYHUX BEPXHIX 'YMOBUX 6pOMOYTMUI0BMX NPOBOK 3
matepiany FM 160 Ta cepefHix rymoBux 6pomoyTnnosux
npo6ok 3 matepiany FM 161 Ha BepxHi Ta cepefHi rymoBi
6pOoMOYTUNIOBI NPOGKK, 5K MICTATL 6pombyTUIoBY rymy FM 457
Bi noctavanbHuka Datwyler. 3MiHM NEPBUHHOT yNakoBkn
BiAcyTHi. OHOBNeHo po3gain 3.2.P.7. BBefeHHs 3MiH NpoTAarom 3-
X MicALiB Nicna 3aTBEPMAXKEHHS; 3MiHM || Tuny - 3MiHK Wwoa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. 3MiHM y KOpoTKii
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLUT AN MeAUYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHVIMU 3 SKOCTi, AOKTIHIYHUMM, KAIHIYHUMW JaHUMK Ta AaHUMK
3 chapmakoHarnsgy - 3MiH1 BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3acCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainis
"MpoTunoka3saHHs", "B3aeMogis 3 iHLWMMUK NiKapCbKUMu
3aco6amu Ta iHwWi Buan B3aemogiit, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BaritHOCTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/IMBATY Ha WWBUAKICTb peakwi
npu KepyBaHHi aBTOTpaHCNOPTOM abo poboTi 3 iHLWNMK
MexaHismamu”, "Cnocib 3acTocyBaHHA Ta gosun", "4itn",
"MepeposysaHHsa", "Mob6iyHI peakuii”. BBefeHHS 3MiH NpoTArom
3-X MicsiLiB nicnsl 3aTBEPKEHHS.

370.

CMNA3SMOMEH
®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKOI0, M0 40 Mr
no 10 TabneTtok y
6nictepi;

no 3 6nictepu B
KapTOHHI Kopobui 3
MapKyBaHHSAM
YKpPaiHCbKOK MOBOIO;
no 15 tabneTtok y
6nictepi;

no 2 6nictepu B
KapTOHHI Kopobui 3
MapKyBaHHSAM
YKpPaiHCbKOI MOBOO

A. MeHapiHi
IHaycTpie
GapmaueyTny
e PiyHiTe
C.p.N.

ITanisa

Bupo6bHMLTBO "in
bulk":
BEPJIIH-XEMI AT,
HimeuunHa
MakyBaHHs,
KOHTpO/b Ta
BWMYCK Cepii:
BEPIH-XEMI AT,
HimeuunHa
Bupo6bHMLTBO "in
bulk", nakyBaHHs
Ta BUMYCK Cepiit:
A. MeHapiHi
MaHyhakTypiHr
JloricTikec eHp,
Cepsicec C.p.J1,,
ITanisa
KoHTposib Ta
BWMYCK Cepii:
A. MeHapiHi

HimeyuuH
a/ ITanis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
hapMakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0Co6MU, BignoBiganbHoI
3a 3fiiCHEHHA hapMakoHarnsaay; KOHTaKTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cmcTeMu chapmakoHarnsagy) 3miHa KOHTaKTHUX JaHuX
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifMnoBigabHOI 3a 34iACHEHHS
dhapmakoHarnsgy. 3miHa Homepy mMacTep-thaiina cuctemm
hapmakoHarnsgy.

3a
peyenmom

UA/7146/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
MaHythakTypiHr
JoricTikc eHp,
Cepsicec C.p.J1.,
ITania
371. | CMIPOHONA Tabnetkun no 100 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis:3miHu | Tuny - 3a UA/0808/01/02
KTOH- no 10 TabneTok y "papmauesTu "®apmMaueBTNYHa 3MiHK 3 SKOCTi. FoToBUIA NikapCbkuii 3aci6. 3MiHW y BUPOGHULTBI. peyenmom
AAPHULUA KOHTYPHIli YapyHKOBIi yHa thipma hipma "OapHuus” 3MiHa po3Mipy cepii (Bk/Itovatoun gianaszoH po3mipy cepii)
ynakoBLi; no 3 "apHuus" roTOBOrO JliKapCbKOro 3acoby (36inblweHHsA o 10 pasis
KOHTYPHIi YapyHKOBI NOPIBHSAHO i3 3aTBEPAKEHMM PO3MIPOM) BBEAEHHSI HOBOTO
yNakoBKM B NauLii po3mipy cepii rotoBoro sikapcbkoro 3acoby 360,0 kr (30,0 Tuc.
yn. Ne30). 3arBepmxeHo: 90,0 kr; 180,0 kr. 3anponoHoBaHo: 180
Kr (15,0 T1c. yn. Ne30); 360,0 kr (30,0 Tuc. yn. Ne30).
372. | CMIPOHONA Tabnetku no 25 mr; no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/0808/01/01
KTOH- 10 TabneTtoK y "®papmavesTu "®apmMaLeBTnYHa 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK Y BUPOGHULTBI. peyenmom
AAPHUUA KOHTYPHIli YapyHKOBIl yHa chipma ipma "fapHuus” 3MiHa po3Mipy cepii (Bk/IroYatoun gianasoH po3mipy cepii)
ynakosLi; no 3 "OapHuus” roTOBOrO JlikapcbKoro 3acoby (36inbLeHHs Ao 10 pasis
KOHTYPHI YapyHKOBI MOPIBHAHO i3 3aTBEPAXEHUM PO3MIPOM) BBEAEHHS HOBUX
yNakoBKM B NauLii po3MipiB cepii rotToBoro nikapcbkoro 3acoby 180 kr (60,0 Tuc. yn.
Ne30)ta 360,0 kr (120,0 Tuc. yn. Ne30). 3arBepmKeHo: 99 kr.
3anponoHosaHo: 180 kr (60,0 Tuc. yn. Ne30) Ta 360,0 kr (120,0
TrC. yn. Ne30).
373. | CTOMNEPAH Kancynu Teepai no 2 tOHina6, Nnn CWA BMPOBHUK Monbwa/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/4685/01/01
Mr, no 4 a6o 8 kancyn BiANoBiganbHWiA 3a | LUBeliuapi ApMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu peyenma
y 6nictepi; mo 1 yMaKoBKy, al MiCLAl MPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
6nicTepy B KAPTOHHIi KOHTpO/b Ta IHAis nikapcbKoro 3acoby, BK/IYaumM AibHUL BUNYCKY cepii abo
nauv BUNYCK cepil MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
roTOBOrO BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/IOYAUM BUMYCK Cepiid)
NPOAYKTY: 3MiHa Ha3BW Ta agpecu BUPOBHMKa, BiANOBILANILHOIO 3a
TOB HOC BMPOGHULITBO, KOHTPO/Ib Ta BUNYCK NpoaykTy in bulk, 6e3 3miHn
dapmauis, MicLs BUPOGHMLTBA
MonbLua;
BMPOBHUK
BiANOBIAA/IbHWIA 32
BUPOBHULTBO,

KOHTpO/b Ta
BUNYCK MPOAYKTY
in bulk:
CsiccKo Cepsices
Ar, LLiseiuapis;
BMPOBHUK
BiANOBIAaNbHMIA 3a
BMPOGHMLITBO,
KOHTpO/b Ta
BUMYCK NPOAYKTY
in bulk:
Crpaiigc ®apma
CaiieHc flimiten,
IHais
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MocBi0OYEeHHs

374.

CTONTYCUH-
TEBA

Kpanni opasibHi,
po34ymH no 10 mn a6o
no 25 mn 'y donakoHi 3
KPYLLIKOHO-
KpanenbHuLeto; no 1
h1akoHy B KOpo6Lyi

TeBa
dapmaueBTika
n lHgacTpi3
nro.

I13painb

TeBa Yex
IHoacTpi3 c.p.o.

Yecbka
Pecny6nik
a

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUNY - BHECEHHSA 3MiH A0 p. 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib, a came OHOBEHHS
KpecneHHs Ana dakoHis nNo 25 mMn 4718 roToBoro NikapcbKoro
3acoby Y BignoBigHOCTI A0 KpecneHb BUPO6HMKA NEPBUHHOIO
nakyBaHHs1, 6e3 3MiHV po3Mipy Ta cknady martepiasly nepBUHHOT
yNakoBKu; BUNyYeHHs 3 p. 3.2.P.7. Cucrtema
KOHTeliHep/3akynopoBasibHUi 3aci6 iHdhopmalLiii ctocoBHo GMP;
3MiHM | TUNY - AONOBHEHHSA cneundikauii 15 NepBUHHOT
YyNakoBKM (h/1akoHW 4718 TOTOBOrO NiKapcbKoro 3acoby no 25 min)
HOBWM MOKa3HMKOM «[igponiTuyHa CTilKiCTb — BUNPOBYBaHHS
NOBEPXHi» 3 BIANOBIAHUM METOAO0M BMNPOGYBaHHS; BHeceHHs
peAakuiiH1X 3MiH y cneuudikauiio: BUNyYeHHS aHaniTU4HOI
MeTtoaukm QPK0001744 3 p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoptoBasibHWii 3aci6; 3rigHO BHYTPILHIM
WwabsioHam JOKYMEHTIB NepernsaHyTu Aesiki BUMoru cneumdikadii
3 «Y BigNOBIAHOCTI [0 ...» Ha «Bignosigae»; 3miHu | Tuny -
[OMNOBHEHHA cnevmdikalii 4na NepBMHHOI yNakoBku (ch1akoHn
[N rOTOBOrO NiKapCcbKoro 3acoby no 25 Ms1) HOBUM NOKa3HUKOM
«CBITNONponycKaHHs» 3 BiANOBIAHNM METOAO0M BUNPOGYBaHHS;
3MiHM | TUNY - BUAYYEHHS iHhopmaLii Wogo nocTavasibHUKIB
nakyBasIbHOrO Matepiasly p1akoHn 4151 FOTOBOrO NikapCbKoro
3aco6y no 25 mn 3 p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoprBa/IbHWIA 3aci6

6e3
peyenma

UA/2447/01/01

375.

CTONTYCUH-
TEBA

cupon no 100 mny
donakoHi; no 1
hnakoHy pasom 3
MipHOIO NiNeTKo y
KopoobLi

TeBa
dapmaueBTika
n lHaacTpi3
nro.

13painb

TeBa Yex

IHoacTpi3 c.p.o.

Yecbka
Pecny6nik
a

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI €BpoNeichbkil
thapmakonei/MoHorpadii. 3MiHK, NOB'A3aHi 3 HEOOXiAHICTO
npuBeAeHHs y BiANOBIAHICTL A0 MOHorpadii 4dY abo
€BponeiicbKoi hapmakonei, abo iHLWOi HaUioHaIbHOT
hapmakonei gepxasu EC (3miHa y cneumdikauisx, nos'asaHa 3i
3MiHamu B 1Y, abo €Bponeiickkili hapmakonei, abo iHLwil
HaLjioHasbHIli hapmakonei gepxasu €C) npuBeAeHHs
cneuudikauii 4OMOMDKHOI peqoBUHM HaTpito umknamarty y
Bi4NoBIAHICTb A0 BUMOTr MoHorpadii EP.

6e3
peyenma

UA/10779/01/01

376.

TANNITOH®

Tabnetku no 6,25 wmr;
no 20 a6o 30
TabneToK y qo/1akoHi;
no 1 cpakoHy B
KapTOHHI Kopobuj; no
7 TabneTok y 6nictepi;
no 2 a6o 4 6nictepn y
KapTOHHIA Kopoo6Li

3AT
dPapmaueBTuy
HWi1 3aBOL,
Eric

YropuwmHa

3AT

dapmanleBTUYHNI

3aBog ETIC

YropwuHa

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHu | TUNYy - 3MiHK 3 SiKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib fONOMDKHIUX PEYOBUH. 3amiHa [Kepena ofepxaHHs
[OMOMiXHOI Pe4OBMHM abo peakTuBY, L0 CTAHOBUTb PU3MK
nepepadi 36yaHukis 'E (MaTtepiany, L0 CTAHOBUTb PU3UK
nepepgavi 36yaHukis 'E, Ha MmaTepian pocanHHOro abo
CUHTETUYHOIO NOXOMPKEHHSR) - [119 [ONOMIKHUX PeqOBUH abo
peakTuBiB, ki He BVUKOPUCTOBYOTLCS Y BUPOGHULITBI aKTUBHOI
peyoBUHM 6iONOrIYHOTO/iIMYyHOOMNYHOrO NOXOMKEHHS, a60
NiKapcbKoro 3acoby 6i0/10riYHOro/iMyHOIOMNYHOr0 MOXOAKEHHS -
BHeceHHs 3MiH 0 MaTepianiB peecTpauiiiHoro gocke Ha M3y
3B'A3KY 3 TUM, LLLO BUPOGHMKOM [OMOMKHOI peyosuHu (FACI
S.p.A. ITanis) 6yna npoBedeHa 3aMiHa MarHito cteapary

3a
peyenmom

UA/0947/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
TBaPUHHOIO NOXOPKEHHA Ha MarHito cteapat pOC/IMHHOMO
NMOXOKEHHA 3 METO MOBHOIO BUK/TIOYEHHS PU3MKY nepegadi
36yaHukis TE.
377. | TANNITOH® Tabnetku no 12,5 wmr; 3AT YropwumHa 3AT YropwuHa BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/0947/01/02
no 20 a6o 30 $apmaneBTUY dapmaLleBTUYHNI 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBWIA Nikapcbkuii 3aci6. peuyenmom
TabneToK y qo1akoHi; HWI1 3aBOf, 3aBog ElC KOHTpOsb AONOMIDKHUX peYOBUH. 3amiHa mkepena ofepxaHHs
no 1 dpnakoHy B ErIC [O0MOMIXHOT peYOBUHM abo peakTuBy, LLIO CTAHOBUTb PU3NK
KapTOHHI Kopobuj; no nepegadi 36yaHukis NE (matepiany, Lo CTaHOBUTb PU3MK
7 TabneTok y 6nicTepi; nepegadi 36yaHukis N'E, Ha maTepian pocMHHOIO abo
no 2 abo 4 6nictepn y CUHTETWNYHOrO NOXOMKEHHSR) - [118 fONOMDKHUX PeYOBUH abo
KapTOHHI KopooLi peakTuBiB, SKi He BUKOPUCTOBYHOTHCS Y BUPOOHULTBI aKTUBHOT
PEYOBUHM 6iONOTIYHOTO/iIMYHOTOMNYHOrO MOXOAKEHHS, a60
nikapcbKoro 3acoby 6i0M10ri4HOro/iMyHOI0NYHOIO NOXOMAXKEHHS -
BHeceHHs 3MiH 0 MaTepianiB peecTpauiiiHoro gocee Ha M3y
3B'A3KY 3 TUM, LL,O BUPOGHMKOM JOMOMKHOI peyoBuHu (FACI
S.p.A. ITanis) 6yna npoBegeHa 3aMiHa MarHito cteapary
TBAPUHHOIO NOXOPKEHHS HA MarHito cteapart poC/IMHHOMO
NOXOXEHHSI 3 METOI NOBHOrO BUK/IIOYEHHS pU3KKy nepegaui
36yaHukiB IE.
378. | TANNITOH® Tabnetku no 25 mr; no 3AT YropwuHa 3AT YroplwuHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/0947/01/03
20 abo 30 TabneTtok y dapmaueBTUY dapmaueBTUUHUN 3MiHM | TMNY - 3MiHK 3 AKOCTI. [OTOBWMIA NliKapPCbKMiA 3aci6. peuyenmom
dhnakoHi; no 1 HWI1 3aBOg, 3aBog ElC KOHTPO/Ib AONOMDKHMX PEYOBUH. 3aMiHa JKepena ofepxaHHs
ch/1aKoHY B KapTOHHIiA ErIC [0MNOMDKHOT peYOBUHM ab0 peakTuBy, L0 CTAHOBUTL PU3NK
Kopobui; no 7 nepegadi 36yaHukis NE (matepiany, W0 CTaHOBUTb PU3MK
TabneTok y 6nictepi; nepepavi 36yaHukis 'E, Ha MaTepian pocnnHHOro abo
no 2 abo 4 6nictepu y CMHTETUYHOrO MOXOMKEHHS) - 1151 AONOMIKHUX peqyoBuH abo
KapTOHHI KOpoOLj peakTuBiB, SKi H& BUKOPUCTOBYHOTHLCS Y BUPOOHULTBI aKTUBHOT
peyvoBUHM 6i010riYHOro/iMyHONOTIYHOTO NOXOMKEHHS, abo
niKapcbKoro 3acoby 6i010riYHOro/iMyHONOMNYHOr0 NOXOMKEHHS -
BHeceHHs 3MiH J0 maTepiasniB peecTpayiiniHoro gocbe Ha MNM3'y
3B'A3KY 3 TUM, L0 BUPOGHMKOM A0MNOMKHOI peyoBuHu (FACI
S.p.A. ITania) 6yna nposefeHa 3aMiHa MarHito cteapary
TBAPUHHOIO NOXOPKEHHA Ha MarHito cteapat poOC/IMHHOMO
MOXOPKEHHSA 3 METO MOBHOIO BUK/IIOYEHHS PU3MKY nepegadi
36yaHukiB E.
379. | TAXOKOMB 1 nnacTnHa po3mipom Takepa ABcTpist Takepa ABCTpIs ABcTpis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/8345/01/01
2,5cm x 3,0 cm abo ABcTpi FTM6X meX 3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NlikapcbKuii 3aci6. peuyenmom

po3mipom 9,5 cm x 4,8
cM, abo po3mipom 4,8
cM X 4,8 cm B 6nicTepi.
Mo 1 6nicTepy B
nakeri.

Ana nnactnHm
po3smipom 2,5 cm x 3,0
cmTa9,5cmx 4,8 cMm:
no 1 nakety pasom 3
IHCTpYKLUi€eto Ans
MeAn4YHOro

KOHTpO/b AONOMDKHUX pEYOBUH. 3amiHa mkepena ofepxaHHs
[OMOMiXXHOI Pe4OBMHN abo peakTuBY, L0 CTAHOBUTb PU3MK
nepepadi 36yaHukis M'E (iHWi 3MiHK) - foAaBaHHSA |cnaHii B AKOCTI
aNbTepHATMBHOT KPaiHN MOXOMXEHHA A1 NOCTauyaHHA CyXOXW/b
KOHSA([OMOMiKXHA PeyoBMHa- KONareH), Lo BUKOPUCTOBYHOTLCS
npu BUpO6HULTBI M13; 3MiHM | Tuny - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. KOHTPONb AOMOMiIXHUX PEYOBUH. 3aMiHa
[hxepena ofjepXaHHa AOMOMiXXHOI Pe4OBMHM abo peakTuBy, Lo
CTaHOBUTb PU3MK Nepegadi 36yaHVKiB ME (iHLWi 3MiHN) -
AopasaHHA bpasunii B AKOCTI aflbTepHATUBHOI KpaiHu
NOXOPKEHHA 151 MOCTAYaHHA CYXOXMU/b KOHA(AOMOMiXKHA
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Ne

Hassa

3asiBHUK

®dopma sunycKy KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
3aCTOCyBaHHSA B peyoBMHa- KOMareH), Lo BUKOPUCTOBYIOTLCA NPU BUPOOHNLTBI
KapTOHHI kopobuyj; rn3
[nsa nnactuHm
po3wmipom 4,8 cm x 4,8
CM: N0 2 NakeTy pas3om
3 iHCTPYKUiEt0 ans
MeAnyHOro
3aCTOCyBaHHS B
KapTOHHI KopoobLi
380. | TETPACNAH PO34uH ANs iHdy3ild; B. bpayH HimeuuunH Brpo6HMUTBO, HimeuuunH BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianiB:3miHu | Tuny - 3a UA/9875/01/02
6% no 500 mny Menb3yHreH a nepBuHHa Ta a/ 3MiHM B npoveci BUpobHuuTBa A®| - OHOBNEHHS1 MalicTep chaliny peyenmom
KOHTeliHepi; no 10 Al BTOPVHHA LLiseiiuapi BMpOGHMKa Amino GmbH ans gitouoi peyoBuHM L-manoHoi
KOHTelHepiB y ynakoBka, BUMyCK a KMCNOTK; 3MiHK | TMNY - NOA@HHS OHOBNIEHOTO cepTudikara
KapTOHHI Kopobuj; no cepii: BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2006-263-
250 mn, 500 mny B. bpayH Rev 01 gns gitouoi peyosuHmn Calcium chloride dihydrate Big Bxe
MiLLKy; No 20 MiLKiB y Menb3yHreH Arl, 3aTBEPAKEHOr0 BUPOOHUKA; 3MiHW | TMNy - NoAaHHA OHOB/IEHOTO
KapTOHHiA KopooLi HimeyunHa cepTudpikaTa BignoBigHOCTI E€Bponelicbkiit dpapmakonei Ne R1-
KoHTponb cepii: CEP 2006-264-Rev 01 ans gitoyoi pevoBrHN Magnesium
B. bpayH chloride hexahydrate Big Bxe 3aTBepAXeHOro BUPOOHUKA; 3MiHM
Menb3yHreH Arl, | TMNYy - NogaHHA OHOBJ/IEHOrO cepTudikaTa BiANOBIAHOCTI
HimeuunHa €sponelicbkin hapmakonei Ne R1-CEP 2010-194-Rev 00 ans
MoHuiA uykn nitoyvoi pevoBuHN Magnesium chloride hexahydrate Big, Bxe
BMPOGHMLTBA: 3aTBEPAKEHOrO BUPOGHUKA
B. bpayH
Megukan CA,
LLIBeiiuapisi
381. | TETPACNAH PO34MH NS iHAY3INA; B. BpayH HimeuumnH BupobHnuTBO, HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9875/01/02
6% no 500 mny Mernb3yHreH a nepBuHHa Ta a/ 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y peuyenmom
KOHTelHepi; no 10 Al BTOPVHHA Lseliuapi BiNOBIAHICTb [0 MOHOrpadii 4PY abo EBponeiicbKoi
KOHTeliHepiB y ynakoBKa, BUMYCK A hapmakonei, abo iHLWOoI HauioHaNbHOT dpapMakonei gepxasn €C
KapTOHHI Kopobuj; no cepii: - 3MiHM y cneumdikavii A®| L-ManoHoi KMcnoTu BUpo6HuKa
250 mn, 500 mny B. BpayH Kyowa Hakko Bio Co., Ltd. 3a nokazH1MKOM «Touka niaBAeHHs»
MiLKy; no 20 MiLLKiB y Menb3yHreH Arl, — NPVIBEAEHO Y BiANOBIAHICTL A0 BUMOr MoHorpadpii DAB; 3MiHu |
KapTOHHIA Kopoo6Li HimeyunHa TMNy - 3MiHa y MeTogax BunpobysaHHsA A®l abo BuxigHOro
KoHTponb cepii: marepiany/npomiKHOro NPoAYKTy/peareHTy, Lo
B. BpayH BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuyTBa AD®I - 3MiHM y
Menb3yHreH Al', MeToAax BUNpobyBaHHS Ans A®| L-ManoHoi KUCnoTu BUPoOHMKa
HimeuunHa Kyowa Hakko Bio Co., Ltd 3a nokasHvkom «CynposifHi
MoHwui umkn LOMILLKM» - 3aMiHa ToHKoLapoBoi xpomaTorpadii (TLUX) Ha
BMPOGHMLTBA: BucokoedekTuBHY pianHHYy xpomarorpadito (BEPX); 3MiHu |
B. bpayH YNy - 3MiHa y napameTpax cneuudikauii Ta/abo fonycTuMux
Megukan CA, MeX, BU3HaYeHux y cneumdikayisax Ha A®l, abo
LLiBeiiuapis BVIXiLHWA/NPOMIDXHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYOTHLCS Y
npoueci BupobHuuTea A®| - 3MiHM y cneuudikauii A®I L-
MaJ1oHOT kucnotu BupobHuka Kyowa Hakko Bio Co., Ltd. 3a
NokasHMKoM «CynpoBigHi AOMILLKN»
382. | TETPACNAH pO34nH ANna iHdysild; B. BpayH HimeuunH Brpo6HMUTBO, HimeuuunH BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/9875/01/02
6% no 500 mny Menb3yHreH a nepBMHHA Ta a/ 3MiHM | TMNY - NOAAHHSA OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KOHTeliHepi; no 10 Al BTOpPMHHA LLiseiiuapi €Bponelicbkin hapmakonei Ne R1-CEP 2007-367-Rev 01 ans
KOHTEliHepiB y ynakoBKa, BUMYCK A nitoyoi pevosuHY Sodium chloride Big Bxe 3aTBepaKeHoro
KapTOHHI kopobLii; No cepii: BMPOBHMKA; 3MiHM | TMNY - NOAAHHSA OHOB/IEHOTO cepTugikaTa
250 mn, 500 mny B. BpayH BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2010-380-
MiLLKy; No 20 MiLKiB y Menb3yHreH Arl, Rev 00 ans gjtoyoi pevoBuHu Potassium chloride Big Bxe
KapTOHHI Kopoo6Li HimeuunHa 3aTBEPKEHOr0 BUPOOHMKA
KoHTponb cepii:
b. BpayH
Menb3yHreH Al',
HimeyunHa
MoHuiA uyKN
BMPOGHMLTBA:
B. BpayH
Megukan CA,
LLiseiuapis
383. | TETYPAM Tabnetku no 150 wr, My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/6325/01/01
no 10 TabneTtok y akuioHepHe akuioHepHe 3MiHM | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELAEHHS Y peyenmom
6nictepi; no 1 abo no TOBapUCTBO TOBapUCTBO BiANOBIAHICTb A0 MOHOrpadii APY abo EBponeiicbkoi
5 6nicTepiB y nauui 3 "HaykoBo- "HaykoBo- thapmakonei, abo iHWOoT HauioHanbHOI hapmakonei gepxasu €C
KapToHY BMPOBHUYNIA BMPOGHUYNIA - BWIyYEHHS nokasHuka «Baxki metanu» 3i cneundikauii Adl, y
LeHTp LeHTp 3B'A3KY 3 NPMBELEHHAM Y BiAMNOBIAHICTb MOHOrpadii EP
"BopuiariBcbk "BopLuariBcbkuii Disulfiram; 3miHn | Tuny - 3MiHa y napameTpax cnevudikadin
WiA XiMiKo- Ximiko- Ta/abo fonycTMMUX MeX, BU3HAYEHNX Y cneuundikauisx Ha AP,
thapmaueBTUY hapmavueBTUYHWI a60 BMXigHWA/NPOMDKHNIA NPOAYKT/pearexT, Lo
HWIi 3aBog” 3asof” BMKOPMCTOBYHOTbCSA Yy npoueci BupobHuytea A®| - BHECEHO

YTOUHEHHs1 Ao cneuudikauii A®I 3a nokasHukom «MBY»,
KpuTepii NPUAHATHOCTI HE 3MIHUANCS; 3MiHK | TURY - 3MiHK
BMNPoGYyBaHb abo JOMYCTUMUX MEX, BCTAHOBIEHUX Y
crneundikayisx, nig yac BUPOGHMLTBA rOTOBOTO J1iKAPCbLKOTo
3aco6y - 3MiHKM 0 cneuudikalii 415 KOHTPO/I0 NMPOMIKHOT
npoAayKuii (TabneTkn Hepo3dacoBaHi) 3a MOKa3HMKOM
«PO34YMHEHHS», KPUTEPIT NPUAHATHOCTI NPUBEAEHHAM Y
BiANOBIAHICTb A0 3arasibHOl cTatTi EP/APY, 2.9.3; 3MiHn | TRy -
3MiHa napameTpiB crneumdikalilii Ta/abo fonyCTUMUX MeX
roTOBOro NikapcbKoro 3acoby - 3miHM A0 cneuudikaLlii roToBoro
NiKyapcbKoro 3acoby 3a NokasHUKoM «OAHOPIAHICTb [030BaHNUX
OMHULIb» Ta YTOUHEHHS 10 METO/iB KOHTPO/IIO Y 3B'A3KY 3
npuBeAeHHSAM Y BiZNOBIAHICTb A0 3arasibHOI cTarTi EP/APY,
2.9.40;
3MiHu Il TMny - 3MiHa BUPOGHMKA BUXiAHOrO/MPOMIXXHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOGHNYOMY
npoueci Adl, abo 3miHa BUpobHuKa (BK/It0HaKun, ae HeobxigHo,
MicLLe NpoBeAEHHS KOHTPOSIO AKOCTI) A®I; cynyTHsA 3MiHa: 3MiHa
y napameTpax crneundikauii Ta/abo AoNyCTUMUX MEX,
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
BM3HA4YeHNX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHUIA
NpOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci
BMPOGHMLUTBA AD| - BBEAEHHSA AOAATKOBOrO BUPO6bHUKa AdI
Unidrug Innovative Pharma Technologies Ltd., IHgia. Ak
HacnifgoK, 3MiHa 3a NOKA3HMKOM «3asIMLLKOBI KisTbKOCTI
OpraHiYHUX PO34YNHHUKIB»
384. | TIBIKEN TabneTkn, BKpUTI BiiB Xenckep Benvka Brpo6Huk Benvka BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHun | Tuny - 3a UA/14146/01/01
NNiBKOBOIO HOK Nimiten BpuTaHis Hepo3dhacoBaHO( BpuTania/ AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peuyenmom
060/10HKOI0, MO 50 Mmr; NPOAYKLi: Icnanis MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
no 30 a6o 90 [nakco nikapcbKoro 3acoby, BK/IOUaKUM 4ifibHUL BUNYCKY cepii abo
TabneToK y qo/1akoHi; OnepeiiwHc FOK MicLie NpoBefleHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
no 1 donakoHy B Nimiten, Benuka BifiNOBIAAE BUPOGHMK/iIMNOPTEP, BK/OYAKOUM BUMYCK Cepilt)
KapTOHHI KOpoOL; BpuTaHis; 3MiHa agpecu BUpobHMKa 4151 NakyBaHHS Ta BUMYCKy cepii
Brpo6HWK ans nakco Bennkom C.A., IcnaHis, 6e3 3MiHM Micusi BUPOGHMLTBA.
nakyBaHHs Ta BBefieHHs1 3MiH NPOTArom 6-T1 MIiCALLB MiCNA 3aTBEPKEHHSA
BMNYCKY cepil:
"nakco Bennkom
C.A., IcnaHis
385. | TIEHAM® MOPOLLIOK A1 PO3YMHY Mepk Wapn i LLseiuapi Brpo6HMK CLiA/ BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/0524/01/01
Ans iHgysiid; 10 Ooywm IOEA A Hepo3dhacoBaHOl PpaHuis/ AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
h/1aKOHIB 3 MOPOLLKOM M6X npoayKLuii, Higepnax 3asBHUKA (B1ACHMKA PEECTPALHOrO NOCBIAYEHHS) - 3MiHA
y N1acTUKOBOMY nepBuHHE an Ha3BW Ta afipecu 3asBHMKa
nigaoHi nakyBaHHs:
Mepk Wapn i
[oym Kopn., CLUA;
BTopuHHe
nakyBaHHs, [,03BiN
Ha BUMYCK cepii:
Na6opaTtopii Mepk
LWapn i floym
LLn6pe, ®paHuis;
Mepk Wapn i
Joym B.B.,
Hinepnangmn
386. | TIOUETAM® TabneTkun, BKpUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/6941/01/01
POPTE NAiBKOBOO "Kuismegnpen "Kvismegnpenapa 3MiHM | TUny - 3MiHa HalimeHyBaHHA Ta/abo agpecu micus peyenmom
o60soHKoto, no 10 apat" T NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKa (BK/THOYatoun, 3a
Tabnetok y 6nictepi, Heo6XiAHOCTI, MicLe NPOBEeAEHHS KOHTPOO SKOCTI), abo
no 3 abo no 6 B/1acHUka mactep-taiina Ha A®l, abo noctavasibHuKa
6nicTepiB y naui Adl/BnxigHoro matepiany/peareHTy/npoOMKHOr0 MPOAYKTY, L0
3aCcTOCOBYIOTLCA Y BUPOOHUUTBI A®I; 3MiHK | TUny - 3MiHa
nepiogy NOBTOPHUX BUNPOGYBaHb/nepiogy 36epiraHHA a6o ymos
36epiraHHa A®I - 36inbLUEHHS Nepiogy NOBTOPHOTO
BUNpobyBaHHA APl MOpPONiHIEBOT COMi Tia30THOI KNCNOTK, Ha
OCHOBI NO3UTUBHKX pe3ybTaTtiB AOCNiMKEHHS cTabinbHOCTI
387. | TOBPOCOJE | Kpanii o4YHi, cycneHsis BapluaBcbkuii Monbla BapluaBcbkuii Monblia BHECEHHs1 3MiH [10 peecTpauiiHux maTepianis: 3a UA/14326/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KC (3,0 mr/1,0 mr) B 1 Mn1 thapmaueBTUy thapmaueBTUYHWI 3MmiHu | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmom
no 5 mn y chnakoHi- HWI1 3aBOg, 3aBog Monbga A hapmakoHarnsgy. BeefeHHs abo 3miHW 10 y3arasibHEHUX AaHUX
KpanenbHuui; no 1 Monbcha AT npo cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHuX
chnakoHy-KpanenbHuLj npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaKeHOT 0cobu,
B KapPTOHHI Kopo6Lyi BiANOBIAA/ILHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
ocobu 3 thapmakoHarnsgy 3asiBHUKa A5 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLI0 BOHA BigMiHHA Big,
YNOBHOBaXeEHOT 0c06U, BifNOBiAaILHOI 32 34iiCHEHHS
hapmakoHarnsay (BknYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MmilLeHHi MacTep-ghaiina cuctemun papmakoHarnsagy) 3miHa
YNOBHOBaXeEHOT 0c06U, BifNOBiAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy: Litova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuis: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dpapmakoHarnsay
388. | TOBPOCOINT | kpanni O4YHi, PO34unH, 3 BapLuaBcbkuii MonbLa BapLuaBcbkuii Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/13493/01/01
® Mr/mn no 5 mny thapmaueBTny thapmaueBTUYHWI 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy. peuyenmom
hnakoHi-KkpanesabHNL; HWI1 3aBOf, 3aBog, Monbtha AT BeefeHHs abo 3MiHU [0 y3arasibHeHVX AaHnX Npo cucTemy
no 1 6e36apBHOMY Monbgha AT thapmakoHarnsgy (BBefAeHHs y3arasibHeHNX JaHnX npo cuctemy
donakoHy-KpanenbHULL hapmakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0co6Mu, BignoBiganbHoI
3 rapaHTiliHUm 3a 3[jicHeHHs hapMakoHarsay; KOHTakTHOI ocobu 3
KifbLem 6inoro hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapMakoHarnsay B
KONbOPY B KAPTOHHIlA YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
Kopo6ui Bi4NOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cucTemu hapmMakoHarnsgy) 3MiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsgy: ditoua
pegakuis: Dr. Izabela Slowik; NMponoHoBaHa pepgakuisn: Krzysztof
Karpinski. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA ddapmakoHarnsgy.
389. | TOMOIMEKCO | po3uvH Ans iH'eKUild, MAT "®dapmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/7853/01/02
ne 300 mr iiogy/mn, no 20 3MiHu |l Tuny - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN peyenmom
M/1 B amnyni; no 5 y BMPOGHULTBI. 3MiHa po3Mipy cepii (BK/IOUaun gianasoH
amnyn y nadui 3 po3mipy cepii) roToBOro NikapcbKoro 3acoby (iHLWi 3MiHN)
KapToHy; no 20 mn BBE/IEHHS 404AaTKOBMX PO3MIpIB Cepii roTOBOro NikapcbKoro
a6o 50 mn, a6o 100 3acoby.
MY ¢pnakoHi; no 1
hnakoHy y nauui 3
KapTOHY
390. | TOMOIMEKCO | po3uvH Ans iH'eKUild, MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/7853/01/03
ne 350 mr iiogy/mn, no 20 3MiHu |l Tuny - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom

M B amnyni; no 5
amnyn y nadyi 3
KapToHy; no 20 mn
a6o 50 mn, a6o 100
MY ¢pnakoHi; no 1
hnakoHy y nauui 3
KapTOHY

y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bk/oualoum gianasoH
po3Mipy cepil) roToBOro fikapcbKoro 3acoby (iHLUi 3MiHK)
BBE/EHHS 404aTKOBMX PO3MIpIB Cepii roTOBOro NikapcbKoro
3acoby.
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

391.

TPUTPUM

Tabnetkn no 2,5 wmr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepun y KapTOHHIl
KopoobLi

PapmaueBTuy
HWI1 3aBOg,
"Monbchapma”
C.A.

Monbwa

dapmauleBTUUHNI
3aBo[,
"Monbgapma”
C.A.

Monbia

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianiB:3miHu | Tuny -
3MiHu 3 siKocTi. CepTudikat BignosigHocTI/IE-cepTudikat
BiANOBIAHOCTI €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudpikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
dhapmakonei: gna Ad®l; gns suxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI ADI; Ana AONOMDKHOT
peyoBUHM (CepTrdiikaT BigNOBIAHOCTI EBPONENChKIin
hapmakonei) - OHOBMeHUIA cepTudikaT Bif yXKe 3aTBepAKEHOro
BMpPOOHUKa
OHosneHuin CEP Ha A®I Big yxe 3aTBEpAKEHOr0 BUPOOHUKA
3arBepgkeHo: 3anponoHoBaHo: RO-CEP 2009-061-Rev 03 R1-
CEP 2009-061-Rev 00

3a
peyenmom

UA/10564/01/01

392.

TPUTPUM

TabneTkn no 5 mr; no
10 TabneTtok y
6nictepi; no 3
6nicTePN Y KapPTOHHIN
Kopoo6Li

PapmaneBTny
HWA 3aBOf,
"Monbchapma”
C.A.

Monbwa

dapmaueBTUYHNI
3aBof,
"Monbapma”
C.A.

Monbwa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasiB:3miHu | Tuny -
3MiHu 3 aKocTi. CepTuddikar BignosigHocCTI/IE-cepTudikar
BiANOBIAHOCTI €Bponeiickkili hapmakonei/MmoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
thapmakonei: gns A®l; ans BUXigHOrO
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOI
peyoBuHM (cepTudikat BignoBiaHOCTI EBponeiichkiit
hapmakonei) - OHOBMeHUIA cepTudikaT Bif YXXe 3aTBepAKEHOro
BMPOGHUKaA
OHoBneHunit CEP Ha A®I Big yxe 3aTBEpAXEHOr0 BUPOGHUKA
3arBepaxeHo: 3anponoHosaHo: RO-CEP 2009-061-Rev 03 R1-
CEP 2009-061-Rev 00

3a
peyerimom

UA/10564/01/02

393.

TPUTPUM

Tabnetku no 10 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepn y KapTOHHiIl
Kopoobui

PapmavneBTny
HWIi 3aBOg
"Monbhapma”
C.A.

MonbLya

dapmaveBTUYHUIA
3aBof,
"Monbapma”
C.A.

Monblya

BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis:3miHu | Tuny -
3MiHn 3 sikocTi. CepTudikat BignosigHocTI/l E-cepTudikat
BiANOBIAHOCTI EBponelickkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOrO cepTudikaTa BigNoBigHOCTI abo
BWTyYEHHS cepTudikaTa BignoBigHOCTI €EBponeiichbkiii
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMiHOro NPoAyKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ans AONOMIKHOT
peyoBuHM (cepTudikat BignoBiAHOCTI EBpoNeiichkiii
chapmakonei) - OHOBNEHWI cepTudikaT Bif, yXe 3aTBepKeHoro
BMPOGHMKa
OHoBneHuit CEP Ha A®I Big yxe 3aTBEpAXEHOr0 BUPOGHUKA
3arBepaxeHo: 3anponoHosaHo: RO-CEP 2009-061-Rev 03 R1-
CEP 2009-061-Rev 00

3a
peyenmom

UA/10564/01/03

394.

TPUTPUM

Tabnetkun no 2,5 mr;
no 10 TabneTtok y
6nictepi; no 3
6nicTepun y KapTOHHIl
Kopoo6ui

dPapmaueBTuy
HWi1 3aBOL,
"Monbchapma”
C.A.

MonbLua

dapmanleBTUYHNI
3aBog
"Monbchapma”
C.A.

MonbLua

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHY | TNy - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX faHUx
npo cuctemy chapmakoHarnsay (BBeAeHHS y3aralbHEHUX AaHNX
npo cuctemy hapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0cobu,
BiNOBiAA/IbHOI 32 3AiCHEHHS hapMakoHarisay; KOHTakTHoOl

3a
peyenmom

UA/10564/01/01
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NiKapcbKo20
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3asiBHUK

Kpaina

Bupo6Huk
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nocsioYeHHs1

0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Bif,
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-thaiina cucteMu hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy: fAitoua pegakuyis: Dr. Izabela Slowik;
MponoHoBaHa pepakuisn: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[JaHnx ynoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dapmakoHarnsgy

395.

TPUTPUM

TabneTkn no 5 mr; no
10 Tabnetok y
6nictepi; no 3
6nicTepn y KapTOHHiIl
Kopoo6ui

PapmaueBTuy
HWi 3aBOg
"Monbchapma”
C.A.

Monbla

dapmaLleBTUYHNI
3aBog
"Monbhapma”
C.A.

Monbwa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHY | TRy - 3MiHK WoAo 6e3nekn/edpekTBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsay (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
BiANOBIAA/LHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0co6bu, BiANOBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnagy: fitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuis: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[aHnXx yNoBHOBaX€EHOI 0CO6M, BiANOBIAA/IbHOI 32 34iiCHEHHS
dhapmakoHarnsgy

3a
peyenmom

UA/10564/01/02

396.

TPUTPUM

Tabnetkn no 10 mr; no
10 TabneTtok y
6nictepi; no 3
6icTepN Y KapPTOHHIN
KopooLi

dapmaueBTny
HWI1 3aBOg,
"Monbcapma”
C.A.

MonbLa

dapmaueBTUUHUI
3aBof,
"Monbapma”
C.A.

Monbia

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnagy. BeefeHHs abo 3mMiHM [0 y3arasibHEHNX JaHnX
npo cuctemy thapmakoHarnsay (BBefleHHs y3araibHeHUX JaHnx
npo cucTemy papmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0coow,
BiZiNOBIAANbHOI 32 34jICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
ocobu 3 thapmakoHarnsay 3asiBHUKa A5 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YNOBHOBaXKeHOI 0c0bM, BifNOBIAa/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (BkIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MiLLieHHi MacTep-chaiina cucteMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXeHOI 0c0bK, BifNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarniagy: Qitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3MiHa KOHTaKTHMX
[aHnX yNoBHOBaXEHOT 0CO6W, BiAMNOBiAa/IbHOI 3a 3AiACHEHHS
dhapmakoHarnsgy

3a
peyenmom

UA/10564/01/03

397.

TPNXOMON®

TabeTkn BariHabHi
500 wmr; no 10
TabneTok y 6nictepi;
no 1 6nicrepy y
KapTOHHiiA Kopo6Li

dPapmaueBTuy
HWi1 3aBOL,
"MONMb®APM
A" C.A.

MonbLua

dapmanleBTUYHNI
3aBof
«Monbgapma» C.
A.

MonbLua

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHVX faHUx
npo cuctemy chapmakoHarnsay (BBeAeHHS y3aralbHEHUX AaHNX
npo cuctemy hapmakoHarnsay, 3MiHa yrnoBHOBaXeHOT 0cobu,
BiNOBiAA/IbHOI 32 3AiCHEHHS hapMakoHarisay; KOHTakTHoOl

3a
peyenmom

UA/1306/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Bif,
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
thapmakoHarnagy (BKIovakum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-dhaiina cuctemu hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy: fAitoua pegakuyis: Dr. Izabela Slowik;
MponoHoBaHa pepakuisn: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[JaHnx ynoBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dapmakoHarnsgy
398. | YIbTPA®AC | Tabnetku, BKPUTI MEOAHA MonbLa MepaHa ®apma Monbuwa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/12296/01/01
TUH 060/10HKOH0, Mo 100 PAPMA AKLjiOHEpHe 3MiHu | TUny - 3MiHKn Wopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
mr, no 10 TabneTok y AKLjiOHepHe ToBapucTBo, dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHVX AaHUX
6nictepi; no 1 a6o no ToBapucTBo Monbwa npo cuctemy hapmakoHarnsgy (BBe4eHHs y3arasibHeHUX JaHnX
2 6nictepu B dapmaueBTUYHNI npo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT 0cobu,
KapTOHHI kopobuyj; 3aBop, BiANOBIAA/LHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
no 20 TabneTok y “‘NMONbPAPMA” 0co6u 3 chapmakoHarnsay 3asaBHVKa 151 34iACHEHHS
6nictepi; no 1 C.A., Monblua thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
6nicTepy B KAPTOHHIi yMOBHOBaXeHOT 0co6bu, BiANOBiAaNbHOI 3a 34iiCHEHHS
KopoobLi hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi macTep-ghaiina cuctemun hapmakoHarnsagy) 3miHa
YMOBHOBaXeHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnagy: fitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuis: Krzysztof Karpinski. 3MiHa KOHTaKTHUX
[aHnXx yNoBHOBaX€EHOI 0CO6M, BiANOBIAA/IbHOI 32 34iiCHEHHS
chapmakoHarnsgy.
399. | Y/IbTPA®PAC | renb2,5%no30r MEOAHA Monbwa MEOAHA ®APMA Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/9278/01/01
TUH a6o 50 ry Ty6i; no 1 PAPMA AKLjiOHepHe 3MmiHu | TUNY - 3MiHK Woao0 6e3nekn/edhekTUBHOCTI Ta peuyenmom
Ty6i y KApTOHHIiiA AKLiOHepHe ToBapucTtso hapmakoHarnagy. BeefeHHs abo 3mMiHM [0 y3arasibHEHNX JaHnX
Kopoo6Li TosapncTBO npo cuctemy thapmakoHarnsay (BBefleHHs y3araibHeHUX JaHnx
npo cucTemy papmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0coow,
BiZiNOBIAANbHOI 32 34jICHEHHS hapMmakoHarnsaay; KOHTaKTHOI
ocobu 3 thapmakoHarnsay 3asiBHUKa A5 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YNOBHOBaXKeHOI 0c0bM, BifNOBIAa/IbHOT 3a 34iICHEHHS
hapmakoHarnsgy (BkIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-ghaiina cuctemun papmakoHarnsgy) 3miHa
YNOBHOBaXXeHOI 0c0bK, BifNOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarniagy: Qitova pegakuis: Dr. 1zabela Slowik;
MponoHoBaHa pepakuin: Krzysztof Karpinski. 3MiHa KOHTaKTHMX
[aHnX yNoBHOBaXEHOT 0CO6W, BiAMNOBiAa/IbHOI 3a 3AiACHEHHS
chapmakoHarnsgy.
400. | YMAH NOPOLLOK 4719 PO3UYUHY KenpioH ITanis KegpioH C.n.A. ITania BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 3a UA/13092/01/01
KOMNNEKC Ans iHgysili; no 500 C.n.A. 3amiHa rpaguiyHOro 306paXKeHHs1 ynakoBK/ Ha TEKCT MapKyBaHHS peyenmom
500 MOJ/20 MO y chnakoHi Nel y [O/15 MEPBMHHOI Ta BTOPUHHOT YNakoBkW. TepMiH BBEAEHHS 3MiH -
M/1/ UMAN KOMM/IEKTi 3 NPOTArom 3-X MiIcALB Nic/a 3aTBEPMAKEHHS; 3MiHM | TUNY - 3MiHa
COMPLEX PO34YMHHUKOM (BOAA y NnapameTpax cneuudikaLii Ta/abo AONyCTUMUX MEX,
500 1U/20 ML 0151 iH ekuii) no 20 mn

BM3HAYeHUX y cneyndpikauisix Ha A®l, abo BMXigHUA/MPOMIXHWIA
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

y donakoHi Ne 1 Ta
Habopom ans
PO3UMHEHHS |
BBE/IEHHS Y KAPTOHHIl
KopoobLi

NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BUPOGHMLTBA AD| - 3BYXKEHHSI AONYCTUMUX MEX 32 MOKa3HNKOM
Bacterial count ans 3pasky «Bulk»; 3miHu | TURY - 3MiHK
BMNpOoGYyBaHb abo AOMYCTUMUX MeX Y NpoLieci BUPO6HMLTBA
A®I, o BCTAHOBAMEHI Y cneLumgikalisix - 3By>XXEHHS f0NYyCTUMMUX
MeX 3a nokasHvukom Bacterial count gna “Sample E1%;
[opasaHHsA BUNpobyBaHHsA Bacterial count y npoueci
BUpO6HUUTBA “Sample E4”; 3miHK | Tuny - 3MiHK BUNpobyBaHb
abo gonycTMMmMX Mex, BCTAHOBMIEHWX Y crieumdikayisx, nig vac
BMPOGHMLITBA FOTOBOrO /1iKaPCbKOro 3aC00Y - 3BY)XXEHHS
[0NyCTUMUX MEX 3a NOKa3HUKOM BakTepiasibHi eHA0TOKCUHN
ons 3pasky «Filled product»; 3miHn | Tvny - 3miHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPOSI0
AKOCTi FOTOBOrO NiKapCbKOro 3acoby - BBEAEHHS A0AATKOBOT
OINbHULI 719 KOHTPO/IH0 SKOCTI PO3YMHHUKA (BoAa ANS iH'EKUIN);
3MiHM | TUny - 3aMiHa abo BBeAEHHSA AOAATKOBOI Ai/TbHUL
BMPOGHMLITBA A/151 HACTWHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO /liKapCbKOro 3acoby - BBEAEHHS A0AATKOBOT AifIbHUL
BMPOGHULITBA, Ha AKili 34iCHIOETLCA BUPOOHMLTBO PO3UMHHMKA
(Bofa ans iH'ekuiid); 3mMiHM | TMNy - 3MiHa dhopmmn abo po3mipy
KOHTEeWHepa Yn 3aKynoptoBasibHOro 3acoby (NepBUHHOT
ynaKkoBkK) - AOAaBaHHSA a/lbTEPHATUBHOIO o/1aKOHY
HOMiHa/1IbHUM 06'emoM (30 M) An1A PO3YMHHUKA (Boda ANs
iH'exuii) pns BupobHuka AJIbPACIFMA C.MN.A., ITANIH;
[0aBaHHA a/lbTEPHATUBHOIO 3aKyrnopoBasibHOro 3acoby Ans
dhnakoHy HOMiHa/IbHUM 06'eMoM (30 MJ1) ANnA PO34MHHUKA (BoAa
Ans iH'ekuin) ana supobHrka ANIb®ACIFMA C.IMLA., ITANISA,;
3MiHK | TUNY - 3MiHa Y MeToAax BUNpobyBaHHSA roTOBOrO
NiKapcbKoro 3acoby - He3HauHi 3MiHW y npoueaypi XiMiYHOro
BMNpPo6yBaHHA 4515 BU3HaueHHs Tween 80 (3amiHa 4-X TOUKOBOI
KanibpyBasIbHOI KPUBOI Ha 5-TW TOUKOBY KanibpyBasibHy KpUBY);
3MiHuM Il TMny - 3MiHa NapamMeTpiB cneyudikauii Ta/abo
[ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby - 3MiHN [0
cneumdikaLii roToBoro fikapcbkoro 3acoby, a came 3amiHa
TecTy "MiporeHn" Tectom "BakTepiasibHi eHO0TOKCUHN"
(KiHeTUYHUIA MeToA) 3 KpUTepieM NpuiiHATHOCTI < 0.05 EU/IUFIX.
Y pasi BUsBNEeHHA MiKpOGHOr0o 3a6pyHEHHS Y NpoLeci
BMPOBHNYOro KOHTPO/II0 A0AATKOBO byfe BUKOHyBaTUCA
BUNPo6YBaHHS «[liporeHn» asi roToBOO NiKapCbKoro 3acoby
BignoBigHO A0 MoHorpadii Eur. Ph. 2.6.8.

401.

YMNCAPUH
YNCA 500 MI

TabneTku Wwuny4i no
500 wmr; no 4 TabneTku
y CTpuni; no 4 ctpumu
Y KapTOHHiIli KopoobLi

YINCA CAC

PpaHuis

YINCA CAC

dpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHX fJaHnx Npo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXeHO! 0Co6U, BignoBigabHOT
3a 3[iiCHEHHA hapMakoHarnsaay; KOHTaKTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLIO0 BOHA BigMiHHA Bifj YNTOBHOBaXKEHOI 0cobu,

6e3
peyenma

UA/2308/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocBi0OYEeHHs

BiANOBIAANLHOI 3a 34iliCHEHHS hapmakoHarnagy (BKvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cuctemn chapmakoHarasgy) 3miHa ynoBHOBaXXeHOT 0cobum
3a8BHMKa, BiANOBIAANbLHOI 3a 34iICHEHHS chapMakoHarnagy:
[Oitoua pepakuin: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pegakuis: Fanny Pruvot, MD. 3MiHa KOHTaKTHUX
[JaHnX ynoBHOBaXeHOI 0c06y 3asBHMKa, BiANOBifaIbHOT 3a
3fjiicHeHHs hapMakoHarsay. 3MiHa KOHTaKTHOI 0co6u
YMOBHOBaXEHOT 0CO6M 3as1BHMKA, BifMNoBifasIbHOI 3a 3AiACHEHHS
thapmakoHarnagy B Ykpaini: [itoua pefakuis: TepeHTbeB
OnekcaHgp HOpiioBny. MponoHoBaHa peaakuisi: PorvHebka
Onena MNaBniBHa. 3MiHa KOHTAKTHWUX AaHNX KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifNoBigabHOI 3a 34iACHEHHS
hapmakoHarnsay B YkpaiHi

402.

YNCAPUH
YMNCA 3
BITAMIHOM
Cc

TabneTku Wwunyyi; no
10 TabneTok y Ty6i; no
la6o2Ty6uny
KapTOHHI Kopoo6Li

YMNCA CAC

®paHuisa

YMNCA CAC

PpaHLis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasiB:3miHu | Tuny -
3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 ab0 3MiHU [0 y3araslbHeHUX aHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHH hapmakoHarnsay B
YKpaiHi, IKLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
cucTeMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOI 0cobu
3asBHMKA, BiANOBIAANLHOI 3a 3iiCHEHHS chapMakoHarnaay:
[Litoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pegakuis: Fanny Pruvot, MD. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXXEHOI 0CO6M 3as1BHYKA, BiANOBIAA/ILHOT 38
3fjiicHeHHs hapmakoHarnsgy. 3miHa KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifMnoBigabHOI 3a 34iACHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: TepeHTbeB
OnekcaHgp HOpinosny. NponoHoBaHa peakuist: PorMHcbka
OneHa MaBniBHa. 3MiHA KOHTAKTHUX AAHWUX KOHTAKTHOI 0CO6U
YNOBHOBaXKEHOT 0CO6M 3asIBHMKA, BifNoBigaIbHOT 3a 3AiACHEHHS
hapmakoHarnsgy B Ykpaii.

6e3
peyenma

UA/7598/01/01

403.

YPO/IECAH®
EKCTPAKT
ryctmnm

eKCTpaKT rycTuii
(cybeTaHuis) B 6oukax
nosiMepHux ans
BMPOGHMLITBA
HecTepuIbHNX
niKkapcbknx hopm

NAT
"Tanuudapm”

Ykpaina

MAT "lrannudapm”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHu 3 aKocTi. A®l. BUpobHMLTBO. 3MiHW B NpoLieci
BMpo6HMUTBa AD| (HE3HaAYHa 3MiHa y MpoLeci BUpO6HMLTBa
AdI)

BHECEHHS 3MiH [0 po3giny 3.2.S.2. MNMpouec BrpobHMLTBa AdI,
30KpeMa: BUKN3AEHHS TEKCTY KOPOTKOro ONM1cy TEXHOJIONYHOro
npoLecy Ta TEXHOJOrIYHOI cxeMn BUpobHULTBa APl B HOBIl

pefakuii.

UA/10363/01/01

404.

YTPOXECTA
H®

Kancynu no 100 mr; no
15 kancyn y 6nictepi;
no 2 6nictepun y
KapTOHHI kopobui 3

BeseH
Xenckea CA

Benbris

BVPOGHMLTBO

Hepo3dacoBaHOl

NpoAyKLji:
Kancympkenb

®paHuia/
IcnaHis/
Benbris

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasiB:3miHu | Tuny -
3MiHu Wwopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BeefeHHs abo 3MiHu [0 y3araslbHeHNX AaHunx Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX faHnX Npo CUCTeMY

3a
peyenmom

UA/2651/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
MapKyBaHHSAM Mnoepmens, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobw, BifnoBiganbHOI
YKpaiHCLKOK Ta dpaHuis 3a 3[jicHEeHHsT hapMakoHarisay; KOHTaKTHOI ocobu 3
aHrNiNCLKOK MoBaMu BUPOGHMLTBO hapMakoHarnagy 3asBHUKa AN1s 34INCHEHH hapmakoHarnsgy B
Hepo3dacoBaHoi YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
nNpoAayKLUiT, BiANOBIAaANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (BK4akum
nepBuHHa Ta KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-gaiina
BTOPUHHA cuctemu dhapmakoHarnsgy) 3miHa KOHTakTHOI 0Co6U 3aABHUKA,
yrnakoBka, BiANOBIAaA/IbHOI 3a 34iiCHEHHNA hapMakoHarnsay B YkpaiHi:
KOHTPO/b AKOCTI, [itoua pepakuin: HaropHa KatepuHa IBaHiBHa. MNponoHosaHa
[103BiN HA BUMYCK pepakuisi: Lknapesny Irop OnekcaHgpoBuy.
cepi: 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0Co6M 3as1BHMKA,
CiHgea dapwma, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapmakoHarnsagy B YKpaiHi.
C/, IcnaHis
nepsuHHa Ta
BTOPMHHA
ynakoBka,
KOHTPO/b AKOCTI,
[03BiN Ha BUMYCK
cepii:
BeseH
MeHbrodhekuypiHr
Benpxiym CA,
bBenbris
405. | YTPOXECTA | kancynv no 200 mr; no BeseH Benbris BVMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB:3miHu | Tuny - 3a UA/2651/01/01
H® 7 kancyn y 6nictepi; Xenckea CA Hepo3dhacoBaHO| IcnaHis/ 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 2 6nictepu y NPOAYKLUT: Benbris BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHUX NpPo cucTemy
KapTOHHI Kopoo6L;i 3 Kancymkenb thapmakoHarnagy (BBeAeHHS y3arasibHeHNX faHnX Npo cuctemy
MapKyBaHHAM Mnoepmerss, hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
YKpPaiHCLKOK Ta PpaHuin 3a 3[jicHEeHHs1 hapMakoHarisay; KOHTaKTHOI ocobu 3
aHrNiNCbKOK MoBaMu BUPOGHMLTBO hapMakoHarnsgy 3asaBHUKa Ans 34iINCHEHHs hapmakoHarisgy B
Hepo3dhacoBaHO| YKpaiHi, IKLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
nNpoAyKLUiT, BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuakum
nepBuHHA Ta KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
BTOPUHHA cuctemu dhapmakoHarnsgy) 3miHa KOHTakTHOI 0cobU 3asBHUKA,
yrnakoBkKa, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay B YkpaiHi:

KOHTPO/b SKOCTI,
[103BiN HA BUMYCK
cepil:
Cingea dapma,
C11, IcnaHis
nepBuHHa Ta
BTOPWHHA
ynakoBkKa,
KOHTPO/b SIKOCTI,
[03BiN Ha BUMYCK
cepi:
Be3seH
MeHblodeKkUypiHr

[itoua pepakuin: HaropHa KatepuHa IBaHiBHa. MNponoHoBaHa
pepakuisi: LWknapesny Irop OnekcaHgpoBuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asiBHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Benpxiym CA,
bBenbris
406. | PABPA3VIM® | nopoLllok Ans [xeHsalim HigepnaH BTOPVHHA Benvka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis:3miHu Il Tuny - 3a UA/10306/01/01
NPUroTyBaHHA tOpon B.B. an ynakoBka, [03BiN BpuTania/ 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHM B NpoLieci peyenmom
KoHueHTparty (5 mr/mn) Ha BUMycK cepii: CnonyyeHi BMpo6HULTBa API (3MiHA CTOCYETLCS aKTUBHOI PEYOBUHMN
019 pO34MHY ANA [bxeH3ainm Wratn 6i0/10rYHOro/iMyHO/I0TYHOTO NOXOAKEHHS ab0 BMKOPUCTaHHS
iHcpysiiA; no 5 mr abo NimiTen, Benvka Amepukn/ XiMiuHMX AD| y BUpOBHMLTBI Nikapcbkoro 3acoby
no 35 Mr y dp1akoHi; BpuTaHis; IpnaHgis 6i0N10riYHOro/iMyHO/IOMNYHOr0 NOXOKEHHS, SIka MOXe MaTu
no 1 dnakoHy B BMPOGHMLITBO, 3HaYHWI BN/IMB Ha SKICTb, 6e3neky Ta eq)eKTUBHICTb /likapCbKoro
KapTOHHI Kopobui 3 nepBuHHa 3aco0y, i He CTOCYETbCA NPOTOKOY) 3MiHM B NPOLLECI
MapKyBaHHAM ynakoBka: Xocnipa BUpo6HUUTBa APl arancugasmn — 6eta: BBefeHHsa "MeTtog, 2
YKparlHCbKO MOBOIO IHK., CnonyueHi pinner flask method" - gns Bupo6HULTBa po60U0ro H6aHKy KNiTWH
LWtatn Amepuku; (WCB) pogatkoBo A0 3apeectpoBaHoro Metogy 1 “roller bottle
BUPOGHMLTBO method" . PefakuiiiHi 3miHM B p. 3.2.S.2.3 KOHTPO/Ib MaTepiasis:
KiHLLeBOro AofasaHHsA po3umHy 0,1% Pluronic F68 B cepenoBue ans
npPoAyKTy KyNbTYpW KNiTUH
(fill/finish),
KOHTPO/b Cepii,
nepBuHHa Ta
BTOPWHHA
ynakoBka, [,03BiN
Ha BUnyck cepii
(ans 35 mr):
[bxeHszaim lpnaHg
JNimiTeq, lpnaHgis
407. | ®ABPA3/M® | nopoLlok ans [oxeHsalim Higepnax BTOPVHHA Benuvka BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:3MiHu | Tuny: 3a UA/10306/01/01
NPUroTyBaHHSA KOpon B.B. an ynakoBKa, A03BiN BpuTanis/ 3MiHu 3 sKoCTi. A®I. BUpo6HMLTBO. 3MiHM BUNpobyBaHb abo peuyenmom
KoHueHTparty (5 mr/mn) Ha BUMycK cepii: CronyyeHi | AONyCTUMUX MEX y NpoLieci BUpo6HMLUTBa ADI, L0 BCTAHOBMEHI
015 pO3UUHY AN LbxeHsalim LWratn y cneyudpikauisx (iHwi 3miHM) 3MiHK BUNpobysaHb T. RT-PCR
iHdpysiiA; no 5 mMr a6o Nimiten, Benvka Amepukn/ Vesivirus V2117 (VV2117) 3amiHa MOTO4YHOTO MeTogy
no 35 Mr y dp1akoHi; BputaHis; IpnaHgis nosimMmepasHoi NaHLroBol peakLii 3i 3BOPOTHOO
no 1 donakoHy B BMPOGHULITBO, TpaHckpunTasoto Apabigoncucy (RT-PCR ) Ha meTof,
KapTOHHI kopoobu;i 3 nepBuHHA cekBeHyBaHHsIM 3a CeHrepoM. 3MiHu | Tuny: 3MiHu 3 sKocTi. AdI.

MapKyBaHHAM
YKparHCbKO MOBOIO

ynakoBska: Xocnipa
IHK., CnonyueHi
LTatn AmMepuku,
BVMPOGHMLTBO
KiHL,EBOrO
npoAyKTYy
(fillifinish),
KOHTpONb cepil,
nepBuHHA Ta
BTOPUHHA
ynakoBka, [103BiN
Ha BMnyck cepii
(ans 35 mr):
[bxeH3aiim IpnaHg
NimiTea, lpnaHgis

Bnpo6HMLUTBO. 3MiHM BUNPOGYBaHb ab0 AOMYCTUMUX MEX Y
npoueci BupobHuLTea A®PI, L0 BCTaHOB/EHI y cneuudikaLisx
(iHWi 3miHW) 3MiHK y cneundikauii B npoueci BupobHuutea Adl:
BHECEHHS NOSAICHEHHS B cneuudikauito ynpaBniHHA NpoLecom A0
pesynbTaTiB BUNpobyBaHHsA 3a T. Vesivirus V2117 (VV2117) gna
Harvest Material. PeakuiiiHi MpaBKu: 3a3Ha4YeHHsT Mexi oNs
6akTepiasibHNX eHA0TOKCMHIB B NPOTOKOI OYMCTKM enaTy;
YTOYHEHHS CepeiHbOro 3HaYeHHS MO3UTUBHOIO KOHTPO/IO A1A T.
Vesivirus V2117 (VV2117)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
408. | PABPA3VM® | nopowlok ans [xeHzalim HigepnaH BTOpPMHHA Benuka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis:3miHu Il Tuny - 3a UA/10306/01/01
NpUroTyBaHHsA tOpon B.B. an ynakoBKa, [03BiN BpuTaHia/ 3MiHu 3 aKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOGHMKa peuyenmom
KoHUeHTpaTy (5 Mr/m) Ha BUMYCK cepii: CronyyeHi BWXifHOro/MPOMKHOro NPoAyKTy/peareHTy, Lo
AN PO3YMHY Ans [xeHzalim LWTatn BVIKOPVCTOBYIOTbCS Y BUPOBHUYOMY npoLeci ADl, abo 3miHa
iHcpysiiA; no 5 mr a6o NimiTen, Benvika Awmepuku/ BMpo6HUKa (BK/IOYaKOUK, e Heo6XiAHO, MicLe NPOoBeeHHS
no 35 mry chnakoHi; Bputanis; IpnaHgis KOHTpOsto sikocTi) APl (3a BigcyTHOCTI cepTuddikata
no 1 donakoHy B BMPOGHMLTBO, BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
KapTOHHI Kopobuji 3 nepBuHHa [0CLE)(3MiHN [0 3aX0AiB, NOB’A3aHUX 3 KOHTPO/IEM aKTUBHOT
MapKyBaHHAM ynakoBka: Xocnipa pPevoBMHYM 6IOIOMNYHOTO MOXOLKEHHS: 3aMiHa abo foAaBaHHSA
YKPaiHCbKOK MOBOH) IHK., CnonyueHi AinbHUUI, fe NPOBOANTHLCSA KOHTPO/b/BUNPOBYBaHHSA cepil,
LTtatn Amepuku; BK/THOHAI0UM 3aCTOCYBaHHS
BVMPOGHMLTBO 6i010riYHOro/iMyHONOrYHOrO/iMyHOXIMIYHOTO MeToAY) BBEAEHHS
KiHLLeBOro [0[aTKOBOI AibHUL AN TeCcTyBaHHA A®| 3a MOKa3HUKOM
NpoayKTy Vesivirus 2117 - Cenzyme Flanders BVBA , Geel, Belgium
(fill/finish), (Geel) po Bxe 3arBepgxeHoi Cenzyme Corporation, USA
KOHTpOnb cepii,
nepBuHHa Ta
BTOPMHHA
ynakoBka, A03BiN
Ha Bunyck cepii
(ansa 35 wmr):
[bxeHzaim lpnaHg
NimiTen, lpnaHgis
409. | DACTYM® renb 2,5 %; A. MEHAPIHI ITanisa A. MeHapiHi ITani BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB:3miHu | Tuny - 3a UA/10841/01/01
FENb no 20, a6o 30 r, abo IHoycTpie MaHyakTypiHr 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
50 r, a6o 100 r y Ty6i; $apmaueyTny JoricTikc eHpg, BBefeHHSA abo 3MiHM [0 y3arasibHeHUX AaHUX NpPo cucTemy
no 1 Ty6i B KAPTOHHiI e PiyHiTe Cepsicec C.p.J1. thapmakoHarnagy (BBeAeHHS y3arasibHeHNX faHnX Npo cuctemy
KOpoo6L; C.pJ. hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
no 100 r y KoHTeiiHepi 3a 3[jicHEeHHs1 hapMakoHarisay; KOHTaKTHOI ocobu 3
3 MexaHiYHUM hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHH hapmakoHarnsay B
[,03aTOpoM; YKpaiHi, IKLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
no 1 KoHTeliHepy B BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuakum
KapTOHHI KOpOoo6Li. KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
MapkyBaHHAM cuctemn chapmakoHarnagy) 3MiHa KOHTakTHUX AaHuX
YKP&iHCLKOK MOBOIO. YNOBHOBaXKEHOT 0CO6M 3asIBHMKA, BifNoBigaIbHOT 3a 3AiACHEHHS
hapmakoHarnsgy. 3miHa Homepy MacTep-goarina cuctemm
chapmakoHarnsgy.
410. | ®ENIS C TabneTkun, BKPUTI ToppeHT IHAis ToppeHT IHAis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/16810/01/01
NNiBKOBOIO dapmacbloTika dapmacbtoTikanc 3MiHM 3 SIKOCTi. [0TOBWIN Nikapcbkuii 3aci6. Cuctema peuyenmom
060/10HKOM0, No 10 mr, nc nrp, nTg KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBKu
no 10 TabneTok y rOTOBOrO /iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
6nictepi, no 1, 3 abo (Hanpuknag TabneTok, aMmny TOLLO) B ynakoBLi:) - 3MiHa nosa
10 6nicTepiB y [iana3oHoM 3aTBepXeHNX POo3MipiB YNakoBKX - BBELEHHS
KapTOHHI ynakoBLi [o[aTKoBMX pO3MipiB ynakosku no 10 TabneTok y 6nictepi, no 3
a60 10 6nicTepiB y KAPTOHHIl ynakoBLj
411. | ®EHTAHIN PO34UH ANS iH'EKL TOB YkpaiHa TOB "Xapkicbke YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/5185/01/01
0,05 mr/mn, no 2 mn B "XapkiBCcbke thapmaueBTUyHe 3MiHW | TUNY - BBEAEHO HOBOrO BUPOGHMKA AD| deHTaHiny peyenmom
amnyni; no 5 amnyn y dhapmaueBTny nignpueMcTBo dipma AREVIPHARMA GMBH, Germany i3 HagaHHsaM
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6nictepi; no 1 a6o 2,
abo 20 6nicTepiB y
KOpo6Li 3 KapTOHY

He
nigNPUEMCTBO
"3p0poB's
Hapoay"”

"3a0poB'a
Hapoay”

CepTudpikaTa BignosigHocTi €Bponeiicbkiit hapmakonei R1-CEP
2005-153-Rev 02, f04aTKOBO A0 3aTBEPIKEHUX BUPOOHUKIB

412.

®EPBEKC_
AN JTEN

NOPOLLOK ANA
OpasIbHOTO PO3UMHY;
8 calle y KapTOHHiii
KopoobLi

YINCA CAC

PpaHuis

YINCA CAC

dpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXeHO! 0Co6U, BignoBigabHOT
3a 3fiiCHEHHA hapMakoHarnsaay; KOHTaKTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLL0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 34iliCHEHHS hapMakoHarnagy (Bkvakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cuctemn chapmakoHarasgy) 3mMiHa ynoBHOBaXXeHOT 0cobu
3a8BHMKa, BiANOBIAANbLHOI 3a 34iiCHEHHS chapMakoHarnaay:
[Oitoua pepakuin: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pegakuis: Fanny Pruvot, MD. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0c06M 3asBHMKA, BiANOBifabHOT 3a
3fjiicHeHHs1 hapMakoHarnsay. 3MiHa KOHTaKTHOI 0co6u
YMOBHOBaXeHOT 0CO6M 3as1BHMKA, BifMNoBigasibHOI 3a 34iACHEHHS
hapmakoHarnsagy B Ykpaini: [itova pegakuis: TepeHTbeB
OnekcaHgp HOpiioBny. MponoHoBaHa pepakuisi: PorvHebka
OneHa MNaBniBHa. 3MiHa KOHTAKTHUX AaHNX KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifMNoBigabHOI 3a 34iACHEHHS
dhapmakoHarnsgy B Ykpaii.

6e3
peyenma

UA/7600/01/01

413.

®EPBEKC
ans
LOPOC/INX

MOPOLLOK A5
OpasIbHOTO PO3UMHY;
8 calle y KapTOHHil
Kopoo6ui

YMNCA CAC

dpaHuis

YMNCA CAC

dpaHuis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs ab0 3MiHU [0 y3araslbHeHUX AaHunX Npo cucTemy
thapmakoHarnsgy (BBefieHHs y3arasibHeHNX JaHnx npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiaanbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnsgy 3asaBHUKa A5 34iINCHEHHs hapmakoHarisgy B
YKpaiHi, IKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANbHOI 3a 3filicHEHHA thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLEeHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) 3miHa ynoBHOBaXeHoi 0cobu
3a8BHUKA, BiAMNOBiAaIbHOI 3a 34iicCHeHHA hapMakoHarnaay:
[litoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepgakuis: Fanny Pruvot, MD. 3MiHa KOHTakTHUX
[aHnx ynoBHOBaXKEHOT 0CO6W 3asBHMKa, BiANOBifa/IbHOT 3a
3[ilicCHEHHST (papMakoHarnsgy. 3MiHa KOHTaKkTHOT 0co6u
YMOBHOBaXEHOT 0CO6M 3as1BHMKA, BigNoBigabHOI 3a 34iiCHEHHS
hapmakoHarnsagy B Ykpaini: flitoua pefakuis: TepeHTbeB
Onekcangp HOpiiosuy. MponoHoBaHa pefakuis: PorvHcbka
OneHa MaBniBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI 0co6u
YNOBHOBaXKEHOI 0CO6M 3asBHUKA, BiAMNOBIAabHOI 3a 3AiiCHEHHS
papMakoHarnisiay B YkpaiHi

6e3
peyenma

UA/7741/01/01
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3asiBHUK

Kpaina

Bupo6Huk
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peecmpayiliHo2o
nocsioYeHHs1

414.

®EPBEKC
ans
LOPOC/INX
BE3 LIYKPY

MOPOLLOK A5
OpasIbHOrO PO3YMHY;
no 8 cawle 3
MOPOLLKOM Y
KapTOHHI kopobuyj;

YMNCA CAC

®paHuisa

YMNCA CAC

®paHLis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianiB:3miHu | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsamy.
BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHnX npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0co6MU, BignoBiganbHOI
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaxXeHoi ocobu
3a8BHMKa, BiANOBIAaNbHOI 3a 34iICHEHHS hapmakoHarnagy:
[itoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepakuis: Fanny Pruvot, MD. 3MiHa KOHTakTHUX
[JaHnx ynoBHOBaXXeHOI 0Co6M 3asBHMKa, BiANOBifa/IbHOT 3a
3pjificHeHHs hapMakoHarnsgy. 3mMiHa KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiNoBigabHOI 3a 3AiACHEHHS
dhapmakoHarnagy B Ykpaini: [itoua pegakuis: TepeHTbeB
Onekcangp HOpiiosuy. MponoHoBaHa pefakuis: PorvHebka
OneHa MaBniBHa. 3MiHa KOHTAKTHUX AAaHWUX KOHTaKTHOI 0Cco6U
YMOBHOBaXEHOT 0COOM 3asiBHMKA, BifNoBigasIbHOI 3a 34iACHEHHS
dhapMakoHarnisay B YKpaiHi.

6e3
peyenma

UA/5441/01/01

415.

®EPBEKC
ana

JloPOCnnX
BE3 LYKPY

NMOPOLLIOK A5t
OPa/IbHOTO PO3YUHY,
no 8 cawe 3
NOPOLLKOM Y
KapTOHHI Kopoo6Li

YINCA CAC

PpaHuis

YINCA CAC

dpaHuis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis:3miHu | Tuny -
noAaHHA OHOBMIEHOTro cepTudikaTa BignoBiAHOCTI EBponelichkii
hapmakonei Ne R1-CEP 1998-047-Rev 06 an1a fit040i peqoBUHU

Paracetamol Big Bxe 3aTBepmkeHoro BupobHnka GRANULES
INDIA LIMITED; 3miHuM | TNy - nogaHHs OHOB/IEHOTO
cepTudpikaTa BignosigHOCTI EBponeiicbkiin dpapmakonei Ne R1-
CEP 2002-214-Rev 02 ans gitouoi pevyoBuHu Paracetamol Big
BXe 3arBepxeHoro BupobHnka NOVACYL (Wuxi)
Pharmaceutical Co. Ltd., Kutai; 3miHu | TUny - nogaHHs
OHOBJIEHOIO cepTudpikaTa BigNoBigHOCTI €Bponechkili
thapmakonei Ne R1-CEP 1996-039-Rev 04 ans fitouoi peyoBuHN
Paracetamol Bif BXxe 3aTBepA)KeHOro BUpo6HMKa
MALLINCKRODT INC. CWA, ans sikoro Bigbynacb 3miHa Ha3su
Ha SPECGX LLC, CLUA, 6e3 3MiHV agpecy BUPO6HUKa

6e3
peyenma

UA/5441/01/01

416.

®EPBEKC
ans
JlOPOCIINX
3
MANMHOBU
M CMAKOM

NOpPOLLOK ANt

OpasibHOro po3ynHy; 8

calle y KapTOHHIl
KopooLi

YINCA CAC

PpaHuis

YICA CAC

PpaHuin

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHu Wopao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnsagy.
BBefeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
hapmakoHarnsgy (BBeLeHHs y3ara/ibHeHUX faHuX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXKeHOT 0co6MU, BignoBiganbHoI
3a 34iliCHeHHs thapmakoHarnisgy; KOHTakTHOI 0coou 3
hapmakoHarnagy 3asiBHUKa A5 34iliCHEHHs hapmakoHarnsay B
YKpaiHi, AKLLI0 BOHA BigMiHHa Bifj yNOBHOBaXKeHOT 0cobMu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-daiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXXeHOi 0cobu
3as1BHVKA, BignoBiga/IbHOI 3a 34jiCHEHHST chapMakoHarnsay:

6e3
peyenma

UA/3128/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocBi0OYEeHHs

[itoua pepakuis: Michael Richardson, MB ChB MFPM.
MponoHoBaHa pepakuis: Fanny Pruvot, MD. 3MiHa KOHTakTHUX
[JaHnx ynoBHOBaXXeEHOI 0C06M 3asBHMKa, BiANOBifa/IbHOT 3a
3pjiicHeHHs hapMakoHarnsgy. 3mMiHa KOHTaKTHOI 0co6u
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BifNoBigabHOI 3a 34iACHEHHS
hapmakoHarnagy B Ykpaini: [itoua pegakuin: TepeHTbeB
Onekcangp HOpiiosuy. MponoHoBaHa pefakuis: PorvHebka
OneHa MaBniBHa. 3MiHa KOHTaKTHUX AAaHWUX KOHTaKTHOI 0Cco6U
YMOBHOBaXEHOT 0CO6M 3as1BHMKA, BifMNoBifasIbHOI 3a 3AiACHEHHS
papMakoHarnisiay B YkpaiHi

417.

®IHNENCUH
®

Tabnetku no 200 mr
no 10 TabneTok y
6nictepi, no 5
6nictepiB y Kopobui

TeBa
dapmaueBTika
n lHpacTpi3
nra.

13painb

TOB TeBa
OnepeiwH3
MonaHg

Monbwa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TMRY - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsay (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
BiANOBIAA/LHOI 32 34iiCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0co6bu, BiANOBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MileHHI MacTep-haiina cuctemmn chapmakoHarnsgy) dirova
pefakuisf: YnoBHoBaxeHa ocoba 3asBHUKa, BifnosiganibHa 3a
thapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD. MNMponoHoBaHa
pefakuis: YnoBHoBaxkeHa ocoba 3asBHMKa, BignoBifasibHa 3a
hapmakoHarnsg — Orit Stern-Maman. KoHTakTHa oco6a
3asBHUKa, BignoBiganbHa 3a hapmakoHarnag - buctposa
OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX OaHKX YNOBHOBAaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a chapmakoHarnag. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOI ocobu,
BiANOBiAaNbHOI 3a thapmakoHarnsag. 3miHa Micus 34iiCHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MiCLLe3HaXOKEHHSI MacTep-goaiina.

3a
peyenmom

UA/6800/01/01

418.

®NEBOJJA
600 MI"

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOt0, N0 600
MF;

no 15 tabneTok y
6nictepi; no 1 a6o no
2 6nictepn y
KapTOHHIA Kopoo6Li

NabopaTtopis
IHHOTEK
IHTepHacbiioH
anb

dpaHuis

IHHOTepa LUysi

dpaHuis

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHun | Tuny -
3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs r0TOBOro
NiKapcbKoro 3acoby (36i/1bLUEHHST TEPMiHY NPUAATHOCTI TOTOBOrO
nikapcbKoro 3acoby) - 115 ToproBoi ynakoBku (NigTBEPMAKYETLCA
[aHVMKN peanibHOro Yacy) 36i/blEeHHA TePMiHY NPUAATHOCTI
rOTOBOrO JliKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3y/bTaTiB
[OBroCTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peasibHOMy 4aci:
3aTBepmkeHo: TepMiH NpuaaTHoCTI. 3 pok1 3anponoHOBaHO:
TepMiH NpugaTHocTi. 5 pokiB BBeAeHHS 3MiH NPOTArom 6-Tu
MicsILIB NicNsa 3aTBEPAKEHHS

6e3
peyenma

UA/8590/01/01

419.

®JTIOFEH3NM

TabneTkn, BKpUTI
060/10HKOI0, Mo 20
TabneTok y 6nictepi;
no 2, no 5 a6o no 10
61icTEPIB Y KAPTOHHIN

MYKOC
dapma 'v6X i
Ko. KI

HimeyunH
a

MYKOC
EmynbcioHcresenn
bagT M6X

HimeyuuH
a

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:3MiHv | Tuny -
3MiHa BUPO6HMKA BUXIAHOro/MPOMIKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTbCA Y BUPO6HMYOMY npoueci AP, abo 3MiHa
BMPOGHUKA (BKKOYAOUK, fe HeobXigHo, MicLie NpoBeAeHHS
KOHTPO/H0 SIKOCTi) AD| - nogaBaHHs BUPOGHYMKA Ail040i pe4OBUHM

6e3
peyenma

UA/2843/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Kopo6Li; no 800 TpuncuHy Ningbo Linzyme Biosciences Co., Ltd., Kutaii go Bxe
Tabnetok y 6aHkax 3aTBEpPKEHOro BUpo6HMKa Enzimas S. A., ApreHTnHa
420. | ®NIOFOKCUB | kancynu no 100 mr, no ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHM | Tuny - 3a UA/3375/01/01
-300POB'A 10 kancyn y 6nictepi; 06MexeHo BMPOGHMLITBA, AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenmom
no 1 a6o 2 6nictepu B BignoBigasbHi KOHTPO/b SKOCTI, MiCLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
KOPTOHHI KOpOOL CTHo BUNYCK cepil: nikapcbKoro 3acoby, BKIUAKUM 4ifibHUL BUNYCKY cepii abo
"papmaueBTu ToBapucTBO 3 MicLie NpoBefeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
YHa KOMMaHis 06MmeXeHo BiANOBiAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK CEPIit) -
"3p0pos'a” BiANOBIAA/LHICTIO 3MiHa agpecu BUPObHUKa ToBapMCTBO 3 0OMEXEHOID
"®apmMaueBTNYHa BignosigasbHicTio “PAPMEKC M'PYT”, YkpaiHa (BCi cTag,i
KOMnNaHis BUPOBHMLTBA, KOHTPO/Ib SIKOCTI, 6€3 3MiHU MiCUSA BUPOOHMLTBA;
"3popos'a”, 3MiHY | TUny - AAMiHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHS
YkpaiHa; Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BCi cTagii BMpO6HMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BMPOGHMLITBA, BK/KOYAOUM AiNbHUL BUMYCKY cepii abo micLie NnpoBeAeHHs
KOHTPO/b AKOCTI: KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBigae
ToBapucTBo 3 BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiii) - 3MiHa agpecu
06MEXeHOo BUPO6GHMKa TOBapUCTBO 3 0OMEXEHOI BiAMOBIAA/LHICTIO
BifNoBiAabHICTIO "®apmaveBTMYHa KoMMaHia "3g0poB'a”, YkpaiHa, 6e3 3MmiHn
"®APMEKC Micusi BUpobHULTBa (BBEAEHHS 3MiH NPOTArOM 6-T1 MicsALIB
reymn:, nicns 3aTBepMKeHHs); 3MiHW | Tuny - AAMIHICTPaTVUBHI 3MiHW.
YkpaiHa 3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHKKa (BNacHvKa
peecTpaLiiiHoro NoCBiAYeHHs) - yTOUHEHHSA Ha3BY Ta aApecu
3anBHVIKa (BBeAeHHS 3MiH NpPOTArom 6-Tu MicsuiB nicns
3aTBEPKEHHS)
421. | ®NTIOFOKCUB | kancynu no 200 mr no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/3375/01/02
-300POB'A 10 kancyn y 6nictepi; 06MEXEHO 06MeXeHo AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peuyenmom
no 1 a6o 2 6nictepu B BignoBigasbHi BiAMNOBIAA/IbHICTIO MiCLiAl MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KOPTOHHIA KOpOO6Li CTIO "PapmaueBTMyHa nikapcbKoro 3acoby, BKIYaUM 4ibHUL BUNYCKy cepii abo
"hapmaueBTu KOMMNaHis MicLie NpoBeAEHHS KOHTPOJIHO AKOCTI. (LisNbHICTb, 3a AKY
YHa KOMNaHis "3p0poB'a” BiANOBiAAE BMPOGHUK/iMNOPTEpP, BK/IOUAOUM BUMYCK Cepild) -
"3popos'a” 3MiHa agpecu BUpO6HMKa TOBapUCTBO 3 06MEXEHO
BiANOBiAA/IbHICTIO "®apmaleBTMyHa komnaHis "340poB's”,
YkpaiHa, 6e3 3miHu Micusi BUpo6HuLTBa (BBEAEHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHM | TNy -
AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu
3asBHUKA (BNacHMKa PeECTPaLiiHOro NoCBIAYEHHST) - YTOUHEHHS
Ha3BW Ta agpecy 3asBHVKa (BBeAEHHSA 3MiH NPOTAroM 6-Tu
MiCSILiB Mic/si 3aTBEPAKEHHS)
422. | ®NYAAPABI NOpPOLLOK AN1A Mictpan AHrnis CiHgaH ®apma PymyHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/14389/01/01
H-BICTA NpuUroTyBaHHsA Kenitan c.P.,P 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
PO3UMHY AN15 IH'EKLIN MeHemKMeHT BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
abo iHdysiii no 50 wr, NimiTeq thapmakoHarnagy (BBefeHHs y3arasibHeHUX faHux Npo cuctemy

1 dpnakoH 3 NOPOLLKOM
Y KapPTOHHIli Kopobui

hapmakoHarnsgy, 3MiHa yrnoBHOBaXKeHOT 0co6MU, BignoBiganbHoi
3a 3[jicHEHHS hapMakoHarisay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapmakoHarnsay B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif] YNOBHOBaXKeHOT 0cobu,
BiNOBiAa/IbHOI 32 3AjICHEHHST hapmakoHarnsaay (BKayawum
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
KOHTaKTHi laHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cucTemu hapmMakoHarnsgy) 3MiHa ynoBHOBaXeHOT ocobu,
BigNoBiAa/IbHOI 3a hapMakoHarnsa:
[itoua pepakuin: Jy6ay TeTsHa BikTopiBHa; MponoHoBaHa
pefakuis: CoTHikoBa CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[JaHnx yrnoBHOB&XeHOI 0co6y, BiANOBIAaIbHOI 3a
thapmakoHarnsg,. 3miHa MicLsa 34iACHEHHSI OCHOBHOI AisiNIbHOCTI
3 (hapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHss macTep-daiina.
423. | ®OPTE3A PO34MH A1 POTOBOI [enbta LBeiiuapi ABJl IBPAXIM TypeyuuH | BHECEHHS 3MiH [0 peecTpavliliHiX MaTepianiB: TeXHIYHa NOMuUKa 6e3 UA/13797/01/01
nopoxHuHu 0,15% no Megiken a lnay CaHai Be a (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) - BunpaBneHHs peyenma
60 mn a6o 120 mn MpomoyLuH3 TipxapeT A.LL. opdporpacpiyHoro HanmcaHHsa B HasBi mMicta Lipopux
PO34MHY Yy do/1akoHi, no Al (3aTBEpmxeHo: MicTo Litopix) B agpeci 3asBHUKA Y TEKCTI
1 dhnakoHy B MapKyBaHHS Ha BTOPUHHIli yNakoBLji NOB'A3aHO 3 HEKOPEKTHUM
KapTOHHI KopoobLi nepeknagoM Ha yKpaiHCbKy MOBY MiCLIe3HaXOMKEHHS 3asiBHUKA
424. | ®OCDHO- PO34UH OpasIbHUIA; KaceH IcnaHis KaceH Pekopgaari, IcnaHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/9143/01/01
COAA no 45 mn y pnakoHi; Pekopgaari, C.J. 3MiHu Wopao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsagy. peyenmom
no 2 hNakoHu B C.N. BBegeHHs abo 3MiHM [0 y3arasibHeHNX faHux Npo cuctemy
KapTOHHiiA Kopo6Li thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX faHnX Npo cuctemy
hapmakoHarnagy, 3miHa yrnoBHOBaXKeHOT 0co6MU, BignoBiganbHOI
3a 34iliCHeHHA thapmakoHarnisgy; KOHTakTHOI 0coou 3
chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-daiina
cuctemn chapmakoHarnsgy) 3miHa ynoBHOBaXXeHOi 0cobu
BigNoBiAa/IbHOI 3a hapMakoHarnsa:
Litova pepakuisn: Alberto Tremolada, MD. NponoHoBaHa
pepaxuis: Paola Pirovano. 3MiHa KOHTakTHUX AaHuX
YNOBHOB&XXEHOT 0CO6M, BiANOBIAa/IbHOI 3a (hapmakoHarasa,.
425. | ®TANNA30N Tabnetkun no 500 wmr, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/2310/01/01
no 10 TabneTok y "Kuismegnpen "Kvismegnpenapa 3MiHM | TUMY - OHOB/IEHHSA BXE 3aTBEPAKEHOr0 TEKCTY peyenma
6nictepax; no 10 apar"” ™ MapKyBaHHS BTOPMHHOI Ta NEPBUHHOT YMakoBKM NiKapCbKoro
TabneTok y 6nictepi; 3acoby 3 BHECEHHSIM [04aTKoBOT iHhopMauii (BHECEHHS
no 1 6nictepy B naui Nno3HayYeHb OAVHULb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM iTep
naTvHCbKOro andasiTy Ta Towo). BBefeHHs 3mMiH NpoTArom 6-tu
MicALiB Nic/sa 3aTBepAKeHHs
426. | ®YPOCEMIfA | Tabnetku no 40 mr no AT Bonrapis AT "Codpapma” Bonrapis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/3120/01/01
CO®PAPMA 10 TabneTtok y "Cocpapma" 3MiHM | TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y peyenmom

6nictepi; no 2
6nictepu B naywyj

BiANOBIAHICTL [0 MOHOrpadii 4dY abo EBponeiicbkoi
dhapmakonei, abo iHWoi HauioHanbHOI hapmakonei gepxasu EC
- NpmBeAeHHs cneumdikayii APl 3a NoKasHUKOM
«MikpobionoriyHa ymcToTa» y BiANOBILHICTb 40 BUMOr 3arasibHol
ctarTi EP; 3MiHn | Tuny - nogaHHa oHoeneHoro CEP Ne R1-CEP
1999-069-Rev 06 gns A®| coypocemialy Bif BXe 3aTBEPAKEHOT0
BMpOOHUKa B paMkax npoueaypu Bifbynucs 3MiHa Ha3Bu
BMPOGHMKA Ta agpecu BUPO6HMKa, 6e3 3MiHW Micus
BMPOGHULITBA; 3MiHK | TMNy - 3MiHa y MapameTpax cneuundikadin
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Ne

Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
Ta/abo fonycTMMUX MeX, BU3HAYEHNX Y cneuundikauisx Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NPOAYKT/pearexT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta BiAMNOBIAHWM
MeTOo10M BUNPO6YBaHHSA)
427. | XITAKCA TabneTku, LWo AT "Apawmeg, Monbwa Brpo6HMUTBO 3a Ipeuis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3mMiHa 3asBHUKA 6e3 UA/15529/02/01
OMCrepryTbes B Papma” NOBHUM LMK/TOM: Monbwa (BnacHvika peecTpauiiiHoro noceig4yeHHs) (3rigHo Hakazy MO3 peyenma
POTOBI NOPOXHWHI N0 xeHedhapm C.A., Bifg 23.07.2015 Ne 460): BBefeHHSI 3MiH NPOTAroM 6-Tu MicsLUiB
2,5 mr no 10 TabneTok pewijs; nicns 3aTBepAKeHHs.
y 6nicTtepi, no 1 a6o 3 Brpo6HMK
6nicTepun y KapTOHHiIl BiAnoBiganbHNA 3a
Kopoo6ui BWMYCK Cepii, He
BK/TIOHAI0UM
KOHTPONb:
TOB "Apawveg”,
MNonbLia
428. | XITAKCA TabneTku, Lo AT "Apawmep, Monbwa Brpo6HMuUTBO 3a Ipeuis/ BHECEHHSA 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHa 3asaBHUKa 6e3 UA/15529/02/02
ONCMepryTbes B dapma" NOBHUM LMK/TOM: Monbwa (BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
POTOBI NOPOXHWHI, NO xeHechapm C.A., Big 23.07.2015 Ne 460): BBeeHHs1 3MiH NPOTAroM 6-Tu micsauiB
5 mr no 10 Tabnetok y Mpevis; nicns 3aTBepakeHHs.
6nictepi, no 1 Brpo6Huk
6nicTepy y KapTOHHIiA BiANoBiganbHNIA 3a
Kopoo6ULi BUMYCK Cepii, He
BK/TIOHA0UM
KOHTPONb:
TOB "Apawmepq’",
MNonbLua
429. | XITAKCA TabneTtku, Wo AT "Apamep Monba BupobHMLTBO 3a Ipeuis/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/15529/02/02
OMcnepryoTbea B dapma” NOBHUM LIMKNOM: Monblwa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. peyenma
POTOBI NOPOXHWHI MO xeHecapm C.A.,, BBeaeHHs abo 3MiHU [0 y3arasibHEHVX AaHUX NPOo cucTemy
5 mr, no 10 Tabnetok y Mpeuis; thapmakoHarnsgy (BBeAeHHs y3arasibHeHX faHnx Npo cuctemy
6nictepi, no 1 B1po6HMK hapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu, BifnosifganbHOI
6nicTepy y KapTOHHIi BiANoBigabHNIA 3a 3a 3[jicHEeHHS hapMakoHarisay; KOHTakTHOI ocobu 3
KopooLi BMNYCK cepil, He hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapmakoHarnsay B
BK/IOHA0UU YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
KOHTPO/b: BiANOBIAAILHOI 3a 34iliCHEHHS thapMakoHarnagy (BKvakum
TOB "Apavep’, KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
Monbwa cmucTeMu chapmakoHarnagy) 3miHa KOHTaKTHUX JaHuX
YMOBHOB&XeHOT 0CO6M 3as1BHMKA, BifMNoBigaIbHOI 3a 34iACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX KOHTakTHOI ocobwm,
BiNOBIAaNbLHOI 3a 34iiCHEHHS hapmakoHarnsaay B YKpaiHi.
3amiHa Micua 34iiCHEeHHSI OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnsgy. 3amiHa MicLLe3HaX0oKEHHS MacTep-chaina
cuctemn chapmakoHarnsgy
430. | XITAKCA TabneTku, Wo AT "Agamepn Monbwa Brpo6HMUTBO 3a Ipeuis/ BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3miHu | Tuny - 6e3 UA/15529/02/01
ANCnepryoTbes B dapma’ MOBHUM LK/IOM: Monbluya 3MiHK Wwopo 6e3nekn/eekTUBHOCTI Ta chapMakoHarnsay. peyenma

POTOBI NOPOXHWHI MO

[xenedapm C.A,

BeefeHHs abo 3MiHU [0 y3arasibHeHWX AaHWX Npo cucTemy
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Ne
n/n

Hassa
NiKapcbKo20

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3acoby

2,5 mr no 10 TabneTok
y 6nictepi, no 1 abo 3
6nicTEPU Y KAPTOHHIN
Kopoo6Li

pewis;
Brpo6Huk
BiAnoBiganbHNI 3a
BWMYCK cepii, He

BK/TIOHA0UM

KOHTPO/b:
TOB "Apawmepg",
MonbLa

thapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHnX npo cuctemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT 0co6W, BignoBiganbHoI
3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asiBHUKa A5 34iiCHEHHA hapMmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy (Bkaoyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cuctemmn chapmakoHarnsay) 3mMiHa KOHTaKTHUX JaHnX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA, BifMNoBifasIbHOI 3a 3AiACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobwu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay B YkpaiHi.
3amiHa micus 34iNCHEHHSA OCHOBHOT Ais/IbHOCTI 3
thapmakoHarnagy. 3amiHa MicLe3HaxoKeHHs MmacTep-chainna
cucTeMu dhapmakoHarnsgy.

6e3

UA/4551/01/01

431.

Xnopooinin
T®

pO3uuH oniliHnii, 20
mr/mn, no 25 mn abo
30 mn 'y chnakoHi; no 1
donakoHy y nauui

MAT
"Tanuudgapm”

YkpaiHa

MNAT "Tannucapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasiB:3miHu | Tuny -
3MiHM 3 akocTi. A®l. KoHTponb A®I. 3miHa y napameTtpax
cneundikauii Ta/abo AONYCTUMUX MEX, BU3HAYEHUX Y
cneumdikayisx Ha A®l, abo BUXIGHWIA/MPOMDKHU
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci
BUpo6HMLUTBa AD| (LofgaBaHHA abo 3aMiHa (3a BUHATKOM
AaKTMBHOI PEYOBMHYK 6i0N0rYHOro abo iMyHOAOrYHOTO
NOXO)KEHHS) napameTpa cneumdikauii 3 Bi4NOBIgHM METOA0M
BUNPOOYBaHHSA 3a pe3ynbTatamu AocnigxKeHb 3 6e3nekm abo
AKOCTI) — 3MiHa AOMYCTUMOTO BifXWNEHHS JOBXUHU XBUMI Y
KpUTEpISX NPUAHATHOCTI 32 NOKa3HWKOM «laeHTudbikauis»
mMeTofoMm 2.2.25.A6co6UiliHa cnekTpohoTOMETPIs B
ynbTpadioneTosiii Ta BuAMMIN obnactax AdY (3aTBeppKeHo:
652 + 2 HM; 3anponoHoBaHo: 652 + 3 HM). CynyTHA 3MiHa
- 3MiHu 3 siKocTi. APl KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®Il abo BUXigHOro matepiasly/mpoMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMLTBa AP (IHLWi 3MiHM Yy MeToAax BUNPOOyBaHHS
(BKtOvatoum 3aMiHy abo 4onoBHeEHHS) APl abo
BMXiZAHOro/NPOMiXHOro NpoAykTy) 3miHn | Trny - 3MiHK 3 AKOCTI.
A®|. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHs abo ymoB 36epiraHHa AdI (3a
BiZICYTHOCTI Y 3aTBEpKEHOMY [0CbE cepTudikara BignosigHOCTI
€Bponeicbkiii hapmakonei, LWo BkIoYae nepiog NOBTOPHOrO
BMNpobyBaHHS) (Nepiog NOBTOPHOrO BUNPOGYBaHHS/Nepiog,
36epiraHHs) - 3miHa ymoB 36epiraHHs A®| — 3MiHa ymMoB
36epiraHHsa cybCcTaHLji 3aTBepapKeHO: B 3axuieHoMy Bif CBiTNa
MicLji npu Temnepatypi He Buwie 20 °C. 3anponoHosaHo: B
3axuLEeHoOMy Bif, CBiT/1a MicLi Npy Temnepartypi He Buule 25 °C.

peyernma

432.

LIEE®ANEKCHU
H
ANKANOIO®

MOPOLLIOK A5
Opa/IbHOT CycneHsii,

250 mr/5 mn (gns 100
MJ1) N0 65,4 T NOPOLLKY

ANKANOIL AL
Ckon'e

Pecny6nik
a
MakefoHis

Ankanoig Al
Ckon'e

Pecny6nik
a
MakefioHist

BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis:
3MiHK | TUNY - 3MiHW 40 IHCTPYKUIT ANS MEeAWYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu: "OcobamBoCTi 3acTocyBaHHs",
"Mo6iuHi peakuji" BiANOBIAHO A0 OHOBNEHOI iHthopMaLii 3
6e3nekun [ityoi pevyoBuHM

3a
peyenmom

UA/0264/01/01

y thriakoHi; mo 1
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
h1aKoHy Y KOMMEKTI
3 N1acTMacoBoLo
MipPHOIO JTOXKOK Y
KapPTOHHI KOpooLj
433. | LE®ENIM MOPOLLOK A/1A CKAH BIOTEK IHAis CTEPWN-AXEH IHAis BHECEHHSA 3MiH 10 peecTpaviiiHnx maTepianis: 3MiHa 3asaBHMKa - UA/11939/01/02
NpUroTyBaHHsA nTa NAN® (BnacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3
PO3YUHY AN151 iH'EKLLA CAEHCU3 () Bif, 23.07.2015 Ne 460): 3MiHu | Tuny - 3MiHn Wwoao
no 1,0 r in bulk: no 50 nTa 6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy. BeegeHHs abo
a60 100 cknsiHMX 3MiHV A0 y3araslbHEHUX AaHuX Npo cuctemy dapmakoHarnsgy
chnakoHiBs 3 (BBEAEHHSA Y3araslbHEHVX AaHNX NPO cucteMy hapMakoHarnagy,
NOPOLLKOM, Y 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
NAacTMKOBIN hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapmakoHariagy
YapyHKOBIli ynakoBLj, 3asBHMKa AN 34iiCHEHHA ddapMmakoHarnsagy B YkpaiHi, SKwo
B KapTOHHI Kopo6Lyi BOHa BifMiHHa Bif, yNOBHOBaXXeHOT 0cO6U, BiANOBIAabHOI 3a
3[jiCHeHHs hapmakoHariagy (BKIYatoun KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-daiina cuctemu
thapmakoHarnsgy) 3mMiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiANoBigasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarsgy. 3miHa
HoMepa Ta MicLie3HaxoKeHHs1 macTep-haiina.
434. | UEPENIM NMOPOLLOK A5 CKAH BIOTEK IHais CTEPUN-OKEH IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiiB: 3MiHa 3asiBHMKaA 3a UA/11938/01/02
NpUroTyBaHHsA nTa NAN® (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenmom
PO3UMHY ANS iH'eKUil CAEHCU3 (1) Bif, 23.07.2015 Ne 460): 3MiHu | TUNY - 3MiHK LWOAO
nol0rnol nTa 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
CKNISAHOMY (D/1aKOHY 3 3MiHW [0 y3ara/lbHeHVX AaHnX Npo cuctemy papMakoHarnagy
MOPOLLIKOM, Y (BBEAEHHA Y3araslbHEHUX AaHuX Npo cucTemy hapmakoHarnsgy,
KapTOHHI KOpoo6Lii; No 3MiHa YyNOBHOBaXXEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iACHEHHS
10 ckNAHUX onakoHiB chapmakoHarnsgy; KOHTakTHoi ocobu 3 chapmakoHarnagy
3 MOPOLLKOM, Y 3asBHUKA ANA 34iICHeHHA dapMakoHarniagy B YkpaiHi, kLo
NAacTMKOBIN BOHa BigMiHHa Bij, yNOBHOBa)XEHOT 0CO6M, BiANOBigabHOI 3a
YapyHKOBIli ynakoBLi, 3[jiCHeHHs1 hapmakoHarniaay (BK/IYakoum KOHTaKTHi AaHi)
B KapTOHHIiA KOpO6Li Ta/abo 3MiHM y po3MilLEeHHI MacTep-aiina cuctemu
dhapmakoHarnsgy) 3mMiHa KOHTakTHUX AaHVX YNOBHOBaXKEHOI
ocobu, BiAnNoBifasbHOI 3a hapmakoHarisg. 3MiHa Micus
3[iiCHEHHA OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy. 3miHa
HoMepa Ta MicLe3HaxoMKeHHA macTep-dhaiina.
435. | LE®OTAKCU | nopowok ansi po3ynHy MpusaTHe YkpaiHa Ksiny KnTaii BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny - 3a UA/13414/01/01
M Ans iv'ekuii no 1,0T; akujioHepHe dapmavneyTikan 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHKM Y BUPOGHULTBI. peyenmom
in bulk: 50 donakoHiB 3 TOBapUCTBO Ko., NTa,. 3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby,
MOPOLLKOM Y KOpPOO6Li "JTekxim- BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCSA MpK
Xapkis" BMPOGHMLTBI FOTOBOrO MiKapCbKOro 3acoby (He3HayHa 3miHa y

npovueci BUpo6bHULTBA) BHECEHHS 3MiH A0 po3giny 3.2.P.3.
Mpouec BMpobHMLTBA NikapcbKoro 3acoby, 3okpema: 3MiHa
pexumMy cTepunisaii rymoBux Npo6oK Ta BUTyYEHHS TeCTy Ha
BOASHWI BMICT /191 TyMOBMX Npo6okK. (3aTBepmxeHo: 121? C
npotarom 30 xBunH; 3anponoHosaHo: 121? C npoTsarom 20
XBUAWH). 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeiHep/3aKynopBasibHWI 3aci6. 3miHa




277

Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

napameTpiB cneyndikauii Ta/abo AONYyCTUMMX MEX MEPBUHHOT
yNakoBKM rOTOBOTO /iKapCbKOro 3acoby (fONOBHEHHS
cneumdikaLii HOBUM NOKa3HWKOM 3 BifNOBILHVM METOLOM
BMNPOGYBaHHS) AOMOBHEHHS crieumdikaliii nepBMHHOI yNakoBKu
HOBUMM NOKa3HUKamu, a came: - Cneuudpikauis Ha dpnakoHun: oo
nokasHuka «Po3mip» (BBe4EHO TOBLUUHY FOP/I0BMHM (hnakoHy);
[0[aHO NOKa3HUKN «BigXnneHHs1 BEpPTUKaUTbHOI OCi»,
«laeHTudikauis», «igponiTMyHa CTilKicTb CK/I0BOIOKHA Npu
Temnepatypi 121 °C», «BmicT As, Sh, Pb, Cd», «/liHis cnnasy»,
«CTilKiCTb [0 BHYTPILLUHBLOIO TUCKY» Ta «BHYTPILLHA Hanpyray; -
Cneuudpikanlisi Ha ryMoBi NPO6KK: [0 NoKa3HuKa «laeHTudikawis»
BBEJEHO [0AATKOBUIA TECT, AKUIA BUKOHYETLCS 3a JOMOMOror
MeToAy iHhpayepBOHOI cnekTpockonii 3 3acTocyBaHHAM ATR
(NopyLLEeHOro NOBHOIO BHYTPILUHLOIO BiAOUTTSA)
3MiHn | TUNY - 3MiHK 3 aKocTi. FoTOBWIA Nikapcbkuii 3aci6.
CurcTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
napameTpiB cneuudgikauii Ta/abo AoNyCTUMUX MEX NEPBUHHOT
yMNaKoBKM FOTOBOrO NiKapCbKoro 3acoby (BUYyYEHHS HE3HAYHOro
nokasHuka (Hanpuknag, 3actapifioro nokasHuka)) CynyTHs 3miHa
- 3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWi 3aci6. 3MiHa y meToaax
BUNPOOYBaHHA NEPBVHHOI YNaKoBKM rOTOBOrO NiKapCbKOro
3aco0by (He3HauHi 3MiHW y 3aTBEpPAXEHNX MeToAax
BMNPOOGYBaHb) BUyYEHHS 3 MOKa3HMKa «lgeHTudikauis» tecty
Ha eflacTUYHICTb cneundikauii Ha rymoBi MPo6KK

436.

LE®OTAKCHU
M

MOPOLLOK A4/151 PO3UNHY
ansiH'ekuiino 1,0r; 1
a6o 5, abo 50
oNakoHIB 3 NOPOLLKOM
y nayui 3 kapToHy; 1
ch/1aKoH 3 NOPOLLKOM
Ta lamnyna 3
PO3UYMHHMKOM MO 10
mn (Bopa ans

iH eKUilA) y 6nicTepi; no
1 6nicTepy y nauui 3
KapToHy

MpuBatHe
akujioHepHe
TOBapuUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis:3miHu | Tuny -
3MiHK 3 SKOCTi. FoToBMIA NiKapCbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAKOUM MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHCS MPK
BMPOGHMLTBI TOTOBOTrO /iKApCbKOro 3acoby (He3HayHa 3miHa y
npovueci BUpo6bHULTBA) BHECEHHS 3MiH A0 po3giny 3.2.P.3.
Mpouec BMpobHMLTBA NikapcbKoro 3acoby, 3okpema: 3MiHa
pexunmMy cTepunisauii rymoBmx NPo6oK Ta BUTyYeHHS TeCTy Ha
BOASHWI BMICT /7191 TyMOBUMX Npo6okK. (3aTBepmxeHo: 121? C
npotarom 30 xBu/uH; 3anponoHosaHo: 121? C npoTsarom 20
XBWUAWH). 3MiHN | TURY - 3MiHK 3 SKOCTI. FOTOBWIA Nikapcbkni
3aci6. Cuctema KoHTeliHep/3aKkyrnopoBabHWii 3aci6. 3MiHa
napameTpiB cneyugikauii Ta/abo AONYCTUMMX MEX NEPBUHHOIT
yMakoBKM FOTOBOrO MiKapCbKoro 3acoby (40NOBHEHHS
cneuuagikaLii HOBUM NOKA3HUKOM 3 BiZNOBILAHAM METOAOM
BMNPOGYBaHHS) AONOBHEHHSA crieludikaLiii nepBMHHOI yNakoBKu
HOBUMM NOKa3HUKaMu, a came: - Cneuudpikauis Ha onakoHmn: oo
nokasHvika «Po3mip» (BBe4EeHO TOBLLMHY rOp/IOBUHUN (h/1akoHy);
[0[laHO NOKa3HUKM «BiaXnneHHs BepTUKasIbHOT OCi»,
«laeHTudikauis», «igponiTMyHa CTiKiCTb CKNOBOMOKHA NPy
Temneparypi 121 °C», «BmicT As, Sh, Pb, Cd», «JliHis cnnasy»,
«CTilKiCTb 10 BHYTPILUHBLOIO TUCKY» Ta «BHYTPILLHA Hanpyra»; -
Cneumdpikalis Ha rymoBi NPO6KK: [0 NoKasHuka «lgeHTudikayis»

3a
peyenmom

UA/13415/01/01
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BBE/IeHO [0AaTKOBUIi TECT, AKWNI BUKOHYETLCA 3a 40MOMOrO0
MeToy iHhpa4yepBOHOT cnekTpockonii 3 3acTocyBaHHsAM ATR
(nopyLLEHOro NOBHOTO BHYTPILLUHBOIO BiAOWTTA)
3MiHu | TUNYy - 3MiHK 3 SKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
CurcTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneyndikauiii Ta/abo 4ONYCTUMUX MEX NEPBUHHOT
yNaKoBKW rOTOBOTO MlikapCbKOro 3acoby (BUTyYEHHA HE3HAYHOro
nokasHuka (Hanpuknag 3actapifioro nokasHuka)) CynyTHs 3miHa
- 3MiHM 3 siKoCTi. [OTOBWI Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akyrnopoBanbHWi 3aci6. 3MiHa y meToaax
BUNPO6YBaHHA NEPBVHHOI YNaKoBKW rOTOBOrO NiKapCbKoro
3ac06y (He3HauHi 3MiHM y 3aTBEPMKEHNX MeTofax
BMNPOOGYBaHb) BUTyYEHHS 3 MOKa3HMKa «lgeHTudikauis» Tecty
Ha eflacTUYHICTb cneyndikauii Ha rymoBi pobku

437.

LE®TPUAKC
OH

MOPOLLOK A4/151 PO3UUHY
ons iH'ekuii no 1,0 rin
bulk: no 50 chnakoHis 3
NOPOLLKOM Yy KopobL,i 3
KapToHYy

M. BioTtek 114

Benvika
BpuTaHis

AcTtpan CrepiTek
MpaiBit Mimiteq

IHgis

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasiB:3miHu | Tuny -
3MiHu Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 ab0 3MiHU [0 y3araslbHeHUX aHnx Npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux Npo cuctemy
hapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobw, BifnoBiganbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHoOT 0cobm 3
hapmakoHarnsgy 3asiBHUKa Ans 34iiCHEHH hapmakoHarnsay B
YKpaiHi, IKLLI0 BOHA BigMiHHa Bif, yNOBHOBaXKeHOT 0cobw,
BiANOBIAANLHOI 3a 3filicHEHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-gaiina
cucteMu dhapmakoHarnsgy) 3MiHa ynoBHOBaXKeHOi 0ocobwm,
BiANOBIAa/IbHOI 3a 34ilicHeHHsA hapmakoHarnsgy. ditoua
pepakuis: Kaniwes HOpii Mukonaiiosny. MponoHoBaHa
pepaxuis: Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX JaHWUX
YNOBHOBaXEHOT 0CO6MU.

UA/13904/01/01

438.

LE®TPUAKC
OH

MOPOLLOK A/ PO3UUHY
Ans iH'ekuii no 2,0 rin
bulk: no 50 chnakoHis 3
NOPOLLKOM Yy KopobL,i 3
KapTOHYy

M. BioTek JiTq,

Benuka
BpuTaHis

AcTtpan CrepiTek
MpaiBit MimiTes

IHgis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis:3MiHu | Tuny -
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs ab0 3MiHU [0 y3araslbHeHUX AaHunX Npo cucTemy
hapmakoHarnsgy (BBefAeHHs y3arasibHeHUX JaHuX Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOI 0cobw, BifnoBiaanbHOI
3a 34ilicCHEHHA hapMakoHarnsay; KOHTakTHOT 0cobm 3
hapMakoHarnsgy 3asaBHUKa 415 34iINCHEHH hapmakoHarisgy B
YKpaiHi, IKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobu,
BiANOBIAANbLHOI 3a 3ilicHEHHS thapMakoHarnaay (BKuakum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cucTeMu chapmakoHarnsgy) 3miHa ynoBHOBaXKeHoi ocobw,
BiNOBIgaNbHOI 3a 3fjiicHeHHs hapmakoHarnsay. fitoya
pegakuis: Kaxiwes KOpili Mrkonaiosuy. MNMponoHoBaHa
pepaxuis: Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX JaHWUX
YNOBHOBaXXEHOT 0CO6MU.

UA/13904/01/02

439.

LE®TPUAKC
OH

MOPOLLOK A4/151 PO3UNHY
ansiHekuiino1ry
nakoHi, no 1 a6o 5,
a60 50 dpsiakoHiB y

MpuBartHe
akuioHepHe
TOBapUCTBO

"JTeKxim-

Ykpaina

MpuBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim-XapkiB",

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
TEXHiYHa NOMUIIKa B IHCTPYKLIT AN MEAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y p. "YMoBu 36epiraHHA"

3a
peyenmom

UA/17237/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKO20 BionycKy peecmpayiliHo2o

3acoby nocsioYyeHHs
nauu,i XapkiB" YkpaiHa
(BUPOBHMLTBO 3
nakyBaHHs in bulk
hipMu1-BNPOGHMKa
Reyoung
Pharmaceutical
Co., Ltd.,
KnTaiicbka
HapopgHa
Pecny6nika)

440. | UMBOP 2500 PO3YUH AN1s1 iH'EKLLINA, MeHapiHi Tiokcemby Brvpo6HMuTBO IcnaHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/6624/01/01
12500 MO IHTepHeLLoHan pr niKapcbKoro 3MiHu | TUny - 3MiHKn Wopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
aHTuakTopa-Xa/mMn; OnepeiiwoHc 3aco6y "in bulk”, thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHVX faHux
no 0,2 mn (2500 MO Mokcembypr KiHLeBe npo cuctemy hapmakoHarnsgy (BBe4eHHs y3arasibHeHUX JaHnX
aHTudakTopa-Xa) y nakyBaHHs, npo cuctemy hapmakoHarnsay, 3aMiHa yrnoBHOBaXeHOT 0coou,
nonepeaHLo KOHTpO/b Ta BifJNOBIAANbHOI 3a 34jiICHEHHS hapmakoHarnsaay; KOHTaKTHOI
3anoBHEHOMY LUNPULL; BWMYCK Cepii: 0co6u 3 chapmakoHarnsay 3asaBHVKa 151 34iACHEHHS
no 2 nonepeaHL0 POBI KOHTPAKT thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Bif,
3anoBHeHi Wnpuuy B MEHIKO®EKYEPIH yMOBHOBaXeHOT 0co6bu, BiANOBiAaNbHOI 3a 34iiCHEHHS
6nictepi; no 1, abo no r,C.J. hapmakoHarnsay (Bknoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
5, abo no 50 6nicTepis po3milLeHHi macTep-ghaiina cuctemun hapmakoHarnsagy) 3miHa
Y KapTOHHI kopobu,i 3 KOHTaKTHUX AaHnX yNOBHOBaXeHOi 0cobu, BiANOBIfa/IbHOT 38
MapKyBaHHAM thapmakoHarnsg,.

YKpPaiHCbKOKO MOBOIO

441. | UMnNPo30n PO34uH ANs iHdy3il, CKAH BIOTEK IHais AJTIKOH IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHa 3asiBHUKa 3a UA/9792/01/01
200 mr/100 mn + nTa MAPEHTEPAJIC (BnacHvKa peecTpaviiiHoro noceig4eHHs) (3rigHo Hakasy MO3 peyenmom
PO34MH NS iHAY3iN, (HAIA) NTA Big, 23.07.2015 Ne 460): 3miHu | Tuny - 3MiHK Wo[0
500 mr/100 mn (koMbi- 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
ynakoBka: 1 cpnakoH, 3MiHV [0 y3araslbHEHUX AaHuX Npo cuctemy hapmakoHarnsagy
L0 MiCTMTb 100 MmN (BBEAEHHA Y3araslbHEHVX AaHNX NPo cucteMy hapMmakoHarnagy,

(200 Mr) po3unHy 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iICHEHHS
uunpocdpnokcauuHy Ta thapmakoHarnsgy; KOHTakTHoOT ocobu 3 dhapmakoHarnagy
1 chnakoH, Wwo MicTuTb 3as1BHMKa 4115 34iiCHEeHHs hapmakoHarisgy B YKpaiHi, Ko
100 mn (500 mr) BOHa BiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BignoBiganbHoOT 3a
pO34nHy opHigasony) 3pjiicHeHHs hapmakoHarnagy (BKYatUy KOHTaKTHI AaHi)
Yy KapTOHHIlA ynakoBuj Ta/abo 3MiHM y po3MileHHI MacTep-gaiina cuctemm

dhapmakoHarnsgy) 3mMiHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI

ocobu, BiANoBiAasIbHOI 3a hapmakoHariag. 3MiHa Micus
3[iiCHEHHS] OCHOBHOI AisiNIbHOCTI 3 dhapmakoHarnsgy. 3miHa
HoMepa Ta MicLie3HaxopKeHHs1 macTep-aiina.
442, | YOPHMLUI naroHu no 75ry MpAT YkpaiHa MpAT "MikTpasn” YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHux MaTepianis:3MiHu | Tuny - 6e3 UA/3388/01/01
MAroOHN naykax 3 BHYTPILWHIM "NikTpasun" 3MiHa napameTpiB cneumdikauiii Ta/abo fomyCTUMUX MexX peyenma

naketom, no 1,5ry
inbTp-naketax Ne20
y naukax abo y naykax
3 BHYTPILUHIM NakeToMm

roTOBOrO Nikapcbkoro 3acoby; CynyTHS 3MiHa: 3MiHa y MeTofax
BMNPOBYBaHHA rOTOBOrO /iKApPCLKOro 3acoby (iHLWi 3MiHW Y
MeToZax BUNpoObyBaHb (BK/IH0HYAuM 3aMiHy abo JOMOBHEHHS));
3MiHM BHeCeHi y po3gin "Jlikapcbka hopma” (OCHOBHI i3nKo-
XiMiYHi BNacT1BOCTI) LLOAO 3MiHW OMNUCY CUPOBUHU B IHCTPYKLIiIO
AN MeANYHOro 3acTOCYBaHHA /1iKapCbKOro 3acoby, ik Hacnifok
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKO20 BionycKy peecmpayiliHo2o
3acoby nocsioYyeHHs
- BiANOBIZHi 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKkoBKu/
nikapcbKoro 3acoby. BeeeHHs1 3MiH NpoTAroM 3-x MicsiliB nicns
3aTBEPMAKEHHS
443. | ONEPIO TabneTku, BKPUTI Hosapric LBeiiuapi BMPOGHMLITBO, ITania/ BHECEHHS 3MiH [0 peecTpaLjiiHAX MaTepiasiB:BUNpaB/ieHHs 3a UA/16691/01/01
NNiBKOBOIO dapma a KOHTPO/b SKOCTI, Cinranyp/ TEXHIYHOT MOMWSIKN Y METOAAxX KOHTPOJIO SKOCTI Y crneundikavii peuyenmom
060/10HKOI0, N0 50 Mmr; Cepsices Al nepBuHHE Ta LLiseiiuapi MeToAax KOHTPOJIHO SKOCTi NiKapCbKoro 3acoby B po3aini
no 14 tabneTok y BTOPUHHE a «XapaxkTepucTukn. PosunHeHHsa meTogom BEPX «BascaptaH»
6nictepi; no 2 abo 4 nakyBaHHs, BUMYCK HeBipHO BKa3aHO Ha3BY Ait040l PEYOBUHY: 3aMiCTb
6nicTepn B KapTOHHIi cepii: HosapTic «BasicapTaHy» NMOMWU/IKOBO BKa3aHO «CakyGiTpuny»
KopooLi ®apma C.n.A.,
ITanis
BMPOGHMLITBO,
KOHTPO/b SIKOCTI:
Hosapric
Cinranyp
dapmMacbloTUKa
MaHyhekTypiHr
Mre. NTa,.
CiHranyp
BUPOBHULTBO,
KOHTPO/b AKOCTI:
HosapTic ®apma
LTeliH AT,
LLiseiiuapis
444. | ONEPIO TabneTku, BKPUTI Hosapric Lseiiuapi BMPOGHMLITBO, ITania/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB:BUNpaB/eHHs 3a UA/16691/01/02
NNiBKOBOIO Papma A KOHTPO/b SKOCTI, Cinranyp/ TEXHIYHOT MOMWSIKN Y METOAAax KOHTPOJIO SKOCTI y cneundikavii peyenmom
060/10HKOH0, Mo 100 Cepsices Al nepBuHHE Ta LLIBeliyapi MeToAax KOHTPOJIt0 SIKOCTi JTiKapCbKoro 3acoby B po3gini
Mr, no 14 Tabnetok y BTOPUHHE a «XapaxkTepucTukn. PosumHeHHsa metogom BEPX «BascaptaH»

6nictepi; no 2 abo 4
6icTepV B KAPTOHHIN
KopooLi

nakyBaHHs, BUMYCK
cepii: HoBapTic
®apma C.n.A,
ITanisa
BMPOBHMLTBO,
KOHTPO/b SIKOCTI:
HosaprTic
CiHranyp
dapmMacboTUKa
MaHytheKTypiHr
Mre. N1p4.
CiHranyp
BMPOGHULITBO,
KOHTPO/b SIKOCTI:
HosapTic ®apma
LTeliH AT,

HEBIPHO BKa3aHO HAa3BY [1il040T PEUYOBMHY: 3aMiCTb
«BasicapTaHy» MOMMWJIKOBO BKAa3aHO «CakyoGiTpuny»
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

LLiBeiiuapis

445.

FOMNEPIO

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0, M0 200 Mr
no 14 tTabneTtok y
6nictepi; no 2 abo 4
6nicTepy B KapTOHHIA
KopoobLi

Hosapric
Papma
Cepsice3 Al

Lseiiuapi
a

BUPOBHULTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: HoBapric
®apma C.n.A,,
ITanisa
BMPOGHMLTBO,
KOHTPO/b AKOCTI:
HosaprTic
CiHranyp
dapmacboTUKan
MaHyheKTypiHr
Mre. 114,
CiHranyp
BMPOGHMLITBO,
KOHTPO/b AKOCTI:
HosapTic ®apma
LLiTeliH AT,
LLiBeiiuapis

ITanis/
Cinranyp/
LLieiiuapi

P

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX MmaTepianis:BUNpaB/ieHHs
TEeXHIYHOT NOMUIIKN Y MeToAax KOHTPOSI0 AKOCTI y crneumdikavii
MeToAax KOHTPOJIHO SKOCTi NikapcbKoro 3acoby B po3aini
«XapaktepucTnku. Po3umHeHHa meTogom BEPX «BancaptaH»
HeBIPHO BKa3aHO Ha3BY Ajil040I PeYOBUHU: 3aMiCTb
«BasIcapTaHy» NOMW/IKOBO BKa3aHO «CakybiTpuiy»

3a
peyenmom

UA/16691/01/03

446.

AHYMET

TabneTkun, BKPUTI
NAiBKOBOO
060/10HKOI0, No 50
mr/500 wmr, no 14
TabneTtok y 6nicrepi;
no 4 6nictepu B
KapTOHHiiA KOpooLi

Mepk Wapn i

Joywm IJEA
M6X

LBeliuapi
a

MepBuHHa Ta
BTOPUHHA
ynakoBka, [103Bif
Ha BUMYyCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnangu;
BrnpobHMuTBO
Hepo3dhacoBaHOT
NPOAYKLi:
Ecika KBiH60pO
NimiTen, Benvka
BputaHis;
MateoH lMyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MNepBuHHa Ta
BTOPUHHA
ynakoBka:
dpoccT 16epuka,
C.A,, IcnaHist

Higepnax
onl
Benuka
BputaHis/
CLUA/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpauiiHoro nNocBig4YeHHs) - 3MiHa
Ha3BW Ta afpecy 3asBHUKa

3a
peyenmom

UA/11003/01/01

447.

AHYMET

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, Mo 50

Mepk Wapn i

Adoym IAEA
v6eX

LBeliuapi
a

MepBuHHa Ta
BTOPUHHA
ynakoBka, f103Bi/

Higepnax
onl
Benvka

BHECEHHS 3MiH [0 peeCcTpaLiiiH1X maTepianis: 3MiHu | Tuny -
AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
3asBHUKA (BNacHVKa peecTpaLiiHoro NocBig4yeHHs!) - 3MiHa

3a
peyerimom

UA/11003/01/02
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Ne
n/n

Hassa
NiKapcbKo20
3acoby

Popma sUMyCKY

3asiBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

mr/850 wmr, no 14
Tabnetok y énictepi;
no 4 6nictepu B
KapTOHHIA Kopoo6Li

Ha BUMYyCK cepii:
Mepk Wapn i
foym B.B.,
HigepnaHgu;
Brvpo6HMuTBO
Hepo3dg)acoBaHol
NpoAyKLii:
Ecika KBiH60pO
Nimiten, Benvka
BputaHis;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA,;
MNepBuHHa Ta
BTOPMHHA
ynakoBka:
®poccT 16epuka,
C.A,, IcnaHis

BputaHis/
CuwA/
Icnanis

Ha3BW Ta agpecn 3asaBHUKa

448,

AHYMET

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOI0, M0 50
mMr/1000 mr, no 14
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHI Kopoo6Li

Mepk LWapn i

Joym IAEA
M6X

LBeiiuapi
2

MNepBuHHa Ta
BTOPWHHA
ynakoBka, [,03BiN
Ha BUMyCK cepii:
Mepk Wapn i
Joym B.B.,
HigepnaHaw,
Brvpo6HMuTBO
Hepo3dghacoBaHol
NPOAYKLUT:
Ecika KBiH60pO
Nimiten, Benvka
BputaHis;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLUA;
MNepBuHHa Ta
BTOPWMHHA
ynakoBska:
®poccT 16epuka,
C.A,, IcnaHis

HigepnaH
onl
Benuka
BpuTania/
CLUA/
Icnanis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny -
AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro NocBig4yeHHs) - 3MiHa
Ha3BW Ta afipecu 3asBHMKa

3a
peyenmom

UA/11003/01/03

HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
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pisnbHoCTI [lenapTamMeHTy peasiisauii NONITUK T.M. NIAcKoBCbKUI



MEPENIK

Jopartok 4

[0 Hakasy MiHicTepcTBa OXOPOHU
3A0poB’A YKpaiHu

22.07.2019 Ne 1655

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIO/TOMNYHUX MPEMNAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALLI, NEPEPEECTPALLII TA

BHECEHHI 3MIH 40 PEECTPALINHNX MATEPIANIB

TA LEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma sunycky 3asasHuUK KpaiHa Bupo6HUK KpaiHa Miocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. MNHKIro BINTOBA - Kancynu no 40 mr, no 80 TOB YkpaiHa TOB Ykpaina 3acigaHHs BigmoBUTM y 3aTBepKeHHi - TexHiuHy nomwuaky y MKH, ockinbku
ACTPA®APM Mmr ro 10 kancyn y "AcTpacapm” "AcTpadapm" HTP Ne 22 | 3a3HayeHe BWNpaB/fieHHs He BigNoBigae apxiBHUM Martepianam

6nictepi; no 3 abo 6 Bif, peecTpauiiHoro gocke (p.3.2.P.5.1 Cneundikais, cepTudikat SKocTi)
6nicTepiB y Kopobu,i 3 06.06.2019
KapToHy; in bulk: no 2000
Kancyn y koHTeliHepi

2. AEMNIOPEH pO34uH ANa iH'ekuiid, 50 MPOPAPMA ManbTta Na6opaTopioc Icnanis 3acigaHHs BigMoBUTU y 3aTBEpPMKEHHi - TEXHIYHY MOMW/IKY, OCKI/IbKW HajaHi
Mr/2M1 no 2 MmN B amnyni; IHTepHeLHN HopmoH C.A. HTP Ne 24 | matepiann (nuct 3asBHuka Bux. Ne07/05-04 Big 07.05.2019 p.) He
no 5 amnyn y kacerti; no 1 TpeiguHr Nimiteq, Bif, BignoBigaldTb BUMOram [0 MaTepianiB LWOA0 TEXHIYHOI NOMW/IKN,
KaceTi y KapTOHHIl nayui 20.06.2019 | nepepbaveHum n.4 Posginy VI [lMopsgky NpoBeAeHHS eKcneptusm

peecTpauiiHux MaTepiasiiB Ha fikapcbki 3acobu, Lo nojawTbCcs Ha
OepXaBHy peecTpauito  (MepepeecTpauilo), a TakoX eKcnepTusu
mMarepianis Npo BHECEHHS 3MiH A0 PeECTpaLiiiHUX MaTepiasliB NPOTAroM
Aii peecTpaujiiiHoro nocBeigueHHsl, 3aTBepgkeHoro Hakasom MO3
Ykpainm Big 26.08.2005 Ne426

HavyanbHUK Bigginy 3 nutaHb (papmaneBTUYHOI
AianbHocCTI [lenapTamMeHTy peasisauii NONiTUK

T.M. IACKOBCbKUA
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