MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

31 murnHa 2024 poky Ne 1350

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHHUX
iMyHo0Oio/T0riYHHX MpenapaTiB) Ta BHeCEHHs 3MiH [I0 peecTpaliiiHUX MaTepiajiB

BianosigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 3,
26, 30, 49 Tlopsaky meprkaBHOI peecTpaiiii (repepeecTpaiiii) aiKapCcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MiuicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376 (B pemakiiii moctaHoBu KabiHety MiHicTpiB Ykpainu Bif 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MigNyHKTY 12 TyHKTY 4 ITomoKeHHs Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIIePTHU3M peeCcTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeaAUUHUX
iMmyHOoOio/loTiuHMX  TIperapariB), 110 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiIMPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTtpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud JiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
nopatkoMm 1.

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTPy JiKapChbKUX 3aco06iB
YKpaiHd JmiKapcekKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
JIOJJaTKOM 2.



2

3. BHecTu 3MiHM [0 peecTpaLliiHUX MaTepiasiB Ta [lep)kKaBHOTO peeCcTpy

nmikapcbKux 3acobiB YKpaiHM Ha JliKapchKi 3acobu (MeauuHi iMyHOOiosoriuHi
TriperiapaTH) 3TiJ{HO 3 JOAATKOM 3.

4. BimMOoBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiiHMX MaTepianiB Ta /lep)kaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKUX 3acobiB (MeIMYHUX iMyHOOI0OTIUHMX TIperapariB) 3TifHO 3 0JaTKOM 4.

5. ®apmanieBTuHoMy yripaBaiHHIO (Osekcanzapy I'pitjeHKy) 3abe3meunTu
OTIPWIIO/IHEHHSI 1IbOTO0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

310pOB’Sl YKpaiHU.

6. KoHTpo/b 3a BUKOHAHHSIM 1IbOTO HaKa3y IMOK/IaCTU Ha MepIIoro 3acTymHUKa
Minictpa Cepris [Jy6poga.

MiHuicTp BikTop JISAIIIKO



IIEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEIVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AAKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 31 nunHa 2024 poky Ne 1350

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayjitiHo2o
3acoby yrnakoska) nocsioYyeHHs1
1. | AMENIBY PO34MH ON15 iH'EKLLN, CAMCYHI Pecny6nik BMPOGHMLTBO M13; ITanis/ peecTpauis Ha 5 pokis 3a He UA/20540/01/01
10 mr/mn y dpnakoHi BIOENIC a Kopest nepBUHHE NakyBaHHS; CnonyyeHi MepiognyHiCTb NOAAHHA perynsipHo peyenmom niosnsieae
3 6bopocunikaTHOro KO., NTA. KOHTPO/b SKOCTi Npu LWratn OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
ckna Tuny | 3 BWMYCKy cepii 3a Amepukmn BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
ryMOBOO NPO6KOLD nokasHukamu (CwA)/ thapmakoHarnagy, 3aTsepakeHoro
Ta atOMiHIEBUM «EHOOTOKCUHU» Ta Ipnangis/ Haka3om MiHicTepcTBa OXOPOHU
KOBMa4koMm 3 «CTepWIbHICTb»: Benbrisi/ 340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
Kpuwwukoto flip-off; no MaTeoH Itania C.n.A., Itania | HigepnaHau poky Ne 898, 3apeecTpoBaHoro B

1 donakoHy B
CTaHfapTHO-
€KCMOPTHil ynakoBLi
B KAPTOHHIlA KOpOGL

KOHTPO/b SIKOCTi Npu
BMNYCKY cepii 3a BCciMa
nokKasHukamm, oKpim
MOKa3HNKIB «EHAOTOKCMHW»
Ta «CTepUNbHICTb»;
KOHTPO/b AKOCTi Npu
BMBYEHHI CTabi/IbHOCTi 3a
BCiMa NokasHuKamu:
€BpodoiHC flaHKkacTep
Na6opaTopis, IHK,
CnonydeHi LUtatn Amepukm
(CWA)

KOHTPO/b AKOCTi Npn
BUMYCKy cepii 3a BCima
MOKa3HUKaMu, OKpim
NOKa3HWUKIB «EHA,0TOKCUHU»
Ta «CTEepPUNLHICTb;
KOHTPO/b SIKOCTi Npu
BMBYEHHI CTabiNIbHOCTI 3a
BCiMa NoKasH1Kamu:
€podpiHc biodhapma
MpopakT TecTiHr AlieneHy,
Niviten, IpnaHgis

MiHicTepcTBi tocTuLii Ykpainu 29 ciuna
2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
3710pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepioguMyYHOCTi NoAaHHSA perynsipHux
3BITiB 3 6e3nekn




Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
BTOPWHHE MaKyBaHHS:
EHecTia Benbapxiym HB,
Benbris
BUNYCK cepil:
CawmcyHr bioenic H/1 B.B.,
HinepnaHngu
2. | AEKCAHOBA | kpanni ouHi, po3uuH, | ®apmacene ABCTpIs BMPOGHMLTBO, NEPBMHHE Ta PpaHuis/ peecTpauif Ha 5 pokis 3a He UA/20541/01/01
1 mr/mn; no 6 mny KT BTOPUHHE NaKyBaHHs, Ipeuis/ MepiognyHicTb NOAAHHSA PerynsipHo peyenmom nionsizae
nosnieTueHoBoMy IHTEpHELUHN KOHTPO/b cepil: HimeuuunHa/ OHOB/IOBAHOrO 3BITY 3 6e3neku,
hnakoHi 3 Beteniraxrs EKCENBI3IOH, ®paHuis AscTpis BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
annikatopom- m6X BTOPWHHE MaKyBaHHS, thapmakoHarnsgy, 3aTBepAkeHoro
KpanenbHULEe ans KOHTPO/Ib Cepii: Haka3oM MiHicTepcTBa 0XOPOHU
6aratof030B0ro dapmateH C.A., pevis 340poB’A YKpaiuu Big 27 rpyaHa 2006
3aCTOCYyBaHHS BTOPWHHE MaKyBaHHS: poky Ne 898, 3apeecTpoBaHoOro B
Novelia ® Ta CEPBIMNAK, ®paHuis MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHs
KPULLIKOIO, L0 BTOPVHHE NaKyBaHHSA: 2007 poky 3a Ne 73/13340 (y pegaxuii
HarBUHYYyeTbLCA Ta MCK-dapmanogxicTik Hakasy MiHicTepcTBa OXOPOHM
3axuLiae Big, 'M6X, HimeuuunHa; 3[10pOB'sA YKpaiHu Bif 26 BepecHs
HecaHKL,iOHOBaHOro cTepunisauis ramma- 2016 poky Ne 996), cTaHOBUTb: 3rifHO
poctyny; no 1 abo onpoMiHeHHAM: loHicoc, 3i CTpoOKamMu, 3a3Ha4YeHMU y
no 3 cpnakoHu B ®paHuin nepioguYHOCTI NOAAHHSA perynsipHuX
KapTOHHI KOpoobLyi cTepwisauis ramma- 3BITIB 3 6e3nekn
onpoMiHeHHsIM: loHicoc ,
®paHuin
BMPOGHWK, SKWiA BignoBsigae
3a BUMNycCK cepil:
dapmacenekT IHTepHeLHN
BeteniraHra N'm6X, ABCTpis
3. | AUKNOPEHA | renb, 50 mr/r, no 50 My6niyHe Ykpaina My6niyHe akuioHepHe Ykpaina peecTpauis Ha 5 pokiB 6e3 niosnsieae UA/20542/01/01
K HATPIO r rento a6o 100 r akuioHepHe TOBapuUCTBO “XiMchapm3aBos MepiognyHiCTb NOAAHHA perynsipHo peuenma
ren y Ty6i, no 1 TOBapucTBO “UepBoHa 3ipka” OHOB/OBAHOrO 3BIiTY 3 6GE3NeKu,
Ty6i y nauui 3 “Ximdhapmsa BiANOBIAHO A0 MopsAaKy 34iCHEHHS
KapToHy BOJ, thapmakoHarnsgy, 3aTBepAXeHoro
“YepBoHa Haka3om MiHicTepcTBa OXOPOHMN
3ipka” 3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HaYeHUMmn y
nepiognYHOCTI MoAaHHSA perynsipHux
3BITiB 3 6e3nekn
4. | IHNAKC® TBEPAi Kancynu no AT YkpaiHa BMPOGHMLTBO, NEPBUHHE Ta Pecny6nika peecTpauis Ha 5 pokis 6e3 nionszae UA/20543/01/01
250 mr; no 10 "Papmak” BTOPWHHE MakyBaHHSA, Cepbist MepioAMYHICTb NOAAHHS PErynsipHo peyenma




Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
TBEPAMX Kancyn y BMNYCK cepil: OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
6nicTepi; no 1 ABENA ©®APM OO BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
6nictepy y cawe; no BEMTPAL, thapmakoHarnagy, 3aTsepakeHoro
1 cawe y nauui Pecny6nika Cepbis Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
KOHTPO/b AKOCTI: poky Ne 898, 3apeecTpoBaHOro B
dakynbTi oth Papmaci MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna
Pecny6nika Cepbis 2007 poky 3a Ne 73/13340 (y pegaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3nekn
5. | KOPAEPIA Tabnetku no 4 mr/5 TOB HB® Ykpaina AT "dapmak”, YkpaiHa Ykpaina peecTpauist Ha 5 pokis 3a He UA/20544/01/01
AM mr, no 10 TabneTok "MIKPOXIM" (BUPOGHMLTBO 3@ NOBHUM MepiognyHICTb NOAAHHSA PErynsipHO peyernmom nidnsieae
y 6nicTepi, no 3 LMKIOM); OHOB/THOBAHOTO 3BITY 3 6e3nekwu,
6nictepn y nauui 3 TOB HB® " MIKPOXIM", BiANOBiAHO A0 MopsaKy 34iCHEHHS
KapTOHY Ykpaina hapmakoHarnsgy, 3aTBepaxeHoro
(nabopaTopis i3nko - Haka3om MiHicTepcTBa OXOPOHU
XiMiYHOro aHanisy Ta 30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
KOHTPO/H0 BUPOGHNLITBA,; poky Ne 898, 3apeecTpoBaHoro B
BMPOGHMYA AiNbHULS; MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
BiANOBIAA/IbHMIA 3a BUMYCK 2007 poky 3a Ne 73/13340 (y pepaxuii
cepii, He BKIYaK4m Hakasy MiHicTepcTBa OXOPOHM
KOHTPO/b/BUNPOBYBaHHS 3[,0p0B'A YKpaiHu Big 26 BepecHs
cepii; lopuanyHa agpeca 2016 poky Ne 996), cTaHOBUTb: 3riAHO
BMPOGHUKA) 3i CTpOKamMu, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neku
6. | KOPOEPIA Tabnetku no 4 mr/10 TOB HB® YkpaiHa AT "dapmak”, YkpaiHa YkpaiHa peecTpauif Ha 5 pokis 3a He UA/20544/01/02
AM Mr; no 10 TabneTok "MIKPOXIM" (BMPOGHMLTBO 3@ NOBHUM MepiognyHICTb NOJAHHA perynspHo peyenmom niosnsieae
y 6nictepi, no 3 LMKIOM); OHOB/IOBAHOrO 3BITY 3 6e3neKu,
6nicTepn y nauuj 3 TOB HB® " MIKPOXIM", BiANOBIAHO A0 MopsAaKy 34iCHEHHS
KapTOHY Ykpaina thapmakoHarnsgy, 3aTBepikeHoro
(nabopaTtopis i3mKo - Haka3zom MiHicTepcTBa OXOpPOHU
XiMiYHOrO aHasi3y Ta 34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006
KOHTPO/10 BUPOOHNLTBA; poky Ne 898, 3apeecTpoBaHOro B
BUpPOBHMYA OiNbHULS; MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs
BiANOBIAa/IbHMI 3a BUMYCK 2007 poky 3a Ne 73/13340 (y pegaxuii
cepii, He BK/Yaym Haka3y MiHicTepcTBa 0XOPOHU
KOHTPO/b/BUNPOGYBAHHSA 3[10pOB's YKpaiHu Bif 26 BepecHs
cepii; opugnyuHa agpeca 2016 poky Ne 996), cTaHOBUTb: 3rigHO
BUPOGHMKA) 3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA PerynsapHmMX
3BITiB 3 6e3nekn
7. | KOPOEPIA Tabnetku no 8 mr/5 TOB HB® Ykpaina AT "dapmak”, YkpaiHa Ykpaina peecTpauis Ha 5 pokis 3a He UA/20544/01/03
AM Mmr, no 10 TabneTok "MIKPOXIM" (BUPOBHMLTBO 3@ NOBHUM MepiognyHiCTb NOAAHHA perynsipHo peyernmom nionsieae

y 6nicTepi, no 3

LMKIOM);

OHOB/1HOBAHOrO 3BITY 3 6E3NEKU,




n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

6nictepn y nauui 3
KapToOHY

TOB HB® " MIKPOXIM",
YkpaiHa
(nabopaTtopis i3mKo -
XiMiYHOTO aHani3y Ta
KOHTPO/TH0 BUPOBOHNLTBA;
BUpOOHUYA OiNbHULS;
BiiNOBIAbHWIA 32 BUNYCK
cepii, He BK/IKOYaum
KOHTPO/b/BUNPOBYBAHHSA
cepii; opuanyHa agpeca
BMPO6GHUKa)

BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOpPOHU
370poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepiognMyYHOCTi NoAaHHA PerynspHux
3BITiB 3 6e3neku

KOPAEPIA
AM

Tabnetku no 8 mr/10
Mmr; no 10 TabneTok
y 6nictepi, no 3
6nicTepn y nauuj 3
KapToHY

TOB HB®
"MIKPOXIM"

YkpaiHa

AT "dapmak", YkpaiHa
(BUPOBHMLTBO 3@ NOBHUM
LMKIIOM);

TOB HB® " MIKPOXIM",
YKpaiHa
(nabopaTopis i3nko -
XimMiyHOro aHanisy Ta
KOHTPOJI0 BUPOBHULTBA,;
BMPOGHMYA AiNbHULS;
BiANOBIAa/IbHMI 3a BUMYCK
cepii, He BK/Yaum
KOHTPO/1b/BUNPOBYBaHHSA
cepil; opugnyHa agpeca
BMPOOHUKA)

YkpaiHa

peecTpauis Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI MoAaHHSA perynsipHux
3BITiB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/20544/01/04

KOPAEPIA
NG}

Tabnetku no 2
mr/0,625 wr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu y
nadui 3 KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

AT "®apmak”, YkpaiHa
(BMPOGHMLTBO 3@ NOBHUM
LUKIIOM);

TOB HB® " MIKPOXIM",
YKpaiHa
(nabopaTtopisa izmko-
XiMiYHOrO aHasi3y Ta
KOHTPO/0 BUPOBHNLITBA;
ropuanyHa agpeca,;
BMPOGHMYa AinbHuuA (BCi
cTagii BUpobHU4oro
npouecy);
BiANOBIAa/IbHMI 3a BUMYCK
cepii, He BK/oYauum
KOHTPO/b/BUNPOGYBAHHS
cepii)

YkpaiHa

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HayYeHMU y
nepiognMYHOCTI MOoAaHHA PErynsapHuX
3BITIB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/20545/01/01

10.

KOPAEPIA
Joyo

Tabnetku no 4
mr/1,25 wr, no 10
TabneTok y brictepi,

TOB HB®
"MIKPOXIM"

YKpaiHa

AT "®apmak”, YkpaiHa
(BMPOGHMLTBO 3@ NOBHUM
LMKIOM);

YkpaiHa

peecTpauis Ha 5 pokis
MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/1HOBAHOrO 3BITY 3 6E3NEKU,

3a
peuyenmom

He
nionsieae

UA/20545/01/02




n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

no 3 6nictepu y
nauuji 3 KapToHy

TOB HB® " MIKPOXIM",
YKpaiHa
(nabopaTopis iznko-
XiMiYHOro aHanisy Ta
KOHTPO/O BUPOBHNLITBA;
ropuanyHa agpeca;
BMPOGHMYa AinbHuus (BCi
cTagii BUpo6bHUYoro
npouecy);
BiANOBIAa/IbHMI 3a BUMYCK
cepii, He BK/Ya4uum
KOHTPO/b/BUNPOBYBaHHSA
cepii)

BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOpPOHU
370poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepiognMyYHOCTi NoAaHHA PerynspHux
3BITiB 3 6e3nekn

11.

KOPAEPIA
NG}

Tabnetkn no 8
mr/2,5 wmr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu y
naJui 3 KapTOHy

TOB HB®
"MIKPOXIM"

YKpaiHa

AT "®apmak”, YkpaiHa
(BMPOGHMLTBO 3@ NOBHUM
LMKIOM);

TOB HB® " MIKPOXIM",
YKpaiHa
(nabopaTtopisa ismko-
XiMiYHOTO aHani3y Ta
KOHTPO/0 BUPOBHNLITBA;
lopuanyHa agpeca;
BMPOGHMYA AinbHuuA (BCI
cTagii BUpobHu4oro
npouecy);
BiANOBIAa/IbHMI 3a BUMYCK
cepii, He BK/IKOYaum
KOHTPO/b/BUNPOBYBAHHSA
cepii)

YkpaiHa

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamMu, 3a3HaYeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/20545/01/03

12.

KOPAEPIA
MOHO

Tabnetku no 8 mr,
no 10 TabneTtok y
6nictepi, no 3
6nicTepn y nauui 3
KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

AT "dapmak”, YkpaiHa
(BUPOBHMLTBO 3@ NOBHUM
LMKIOM;

TOB HB® " MIKPOXIM",
YKpaiHa
(BUpo6HMYa ginbHULA (BCi
cTagis BUpo6HMYOro
npotecy); BignoBiganbHWi
3a BUNycK cepii, He
BK/THOHAI0YM
KOHTPO/b/BUNPOGYBAHHSA
cepii; naboparopisi isnko-
XiMiYHOrO aHasi3y Ta
KOHTPO/0 BUPOBHMLTBA;
topuanyHa agpeca
BMPOGHUKA)

YkpaiHa

peecTpauis Ha 5 pokiB
MepiognyHICTb NOAAHHA PerynspHoO
OHOB/OBAHOrO 3BIiTY 3 6GE3NeKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHYU
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HadeHMn y
nepiognYHOCTI MoAaHHSA perynsipHux
3BITiB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/20546/01/02

13.

KOPAEPIA
MOHO

TabneTtku no 4 mr,
no 10 TabneTtok y

TOB HB®
"MIKPOXIM"

Ykpaina

AT "®apmak”, YKpaiHa
(BUPOGHMLTBO 3@ NOBHUM

Ykpaina

peecTpauist Ha 5 pokis
MepiofMYHICTb NOAAHHS pPerynsipHo

3a
peyenmom

He
nidnsieae

UA/20546/01/01




Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
6nictepi, no 3 LMKIIOM; OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
6nicTepn y nauuj 3 TOB HB® " MIKPOXIM", BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
KapTOHY Ykpaina thapmakoHarnsgy, 3aTBepAxeHoro
(BUpo6HMYa ainbHULA (BCi Haka3om MiHicTepcTBa OXOPOHU
cTafis BUpobHUYOro 340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
npotecy); BifnoBiganbHWi poky Ne 898, 3apeecTpoBaHOro B
3a BUNycCK cepii, He MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna
BK/IOYA0UM 2007 poky 3a Ne 73/13340 (y pegaxuii
KOHTPO/b/BUNPOBYBAHHSA Hakasy MiHicTepcTBa OXOPOHU
cepii; naboparopisi i3nko- 37,0p0B's YKpaiHu Bif 26 BepecHs
XiMiYHOro aHanisy Ta 2016 poky Ne 996), CTaHOBUTb: 3rigHO
KOHTPO/O BUPOBHNLITBA; 3i CTpOKaMu, 3a3Ha4eHUMmn y
lopyanyHa agpeca nepiognMYHOCTI NoAaHHSA perynsipHux
BMPOGHUKA) 3BITIB 3 6e3nekn
14. | KOPAEPIA Tabnetkn no 8 TOB HB® Ykpaina AT "dapmak”, YkpaiHa Ykpaina peecTpauist Ha 5 pokis 3a He UA/20547/01/03
TPIO mr/2,5 mr/10 mr; no "MIKPOXIM" (BUPOGHMLTBO 3@ NOBHUM MepiognyHICTb NOAAHHSA PErynsipHO peyernmom nidnsieae
10 TabneTtok y LMKIOM); OHOB/THOBAHOTO 3BITY 3 6e3nekwu,
6nictepi, no 3 TOB HB® " MIKPOXIM", BiANOBiAHO A0 MopsaKy 34iCHEHHS
6nicTepn y nauuj 3 YkpaiHa hapmakoHarnsgy, 3aTBepaxeHoro
KapToHy BMPOGHMYa AinbHuus (BCi Haka3om MiHicTepcTBa OXOPOHU
cTaii BUpo6HNYOro 30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
npovecy; poky Ne 898, 3apeecTpoBaHoro B
BiANOBIAa/IbHMI 3a BUMYCK MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
cepii, He BK/Yaum 2007 poky 3a Ne 73/13340 (y pepaxuii
KOHTPONb/ BUNPOGYBaHHS Haka3y MiHicTepcTBa OXOPOHM
cepii; naboparopis isuko- 3[,0p0B'A YKpaiHu Big 26 BepecHs
XiMiYHOrO aHanisy Ta 2016 poky Ne 996), cTaHOBUTb: 3riAHO
KOHTPOJTH0 BUPOGHULITBA; 3i CTpOKamu, 3a3Ha4eHUMN y
lopuanyHa agpeca nepioANYHOCTI NOAaHHA PerynsapHUX
BMPOBHUKA) 3BiTiB 3 6e3neku
15. | KOPAEPIA Tabnetku no 4 TOB HB® Ykpaina AT "dapmak”, YkpaiHa Ykpaina peecTpauist Ha 5 pokis 3a He UA/20547/01/01
TPIO Mmr/1,25 mr/5 mr; no "MIKPOXIM" (BMPOGHMLTBO 3@ NOBHUM MepiognyHICTb NOJAHHA perynspHo peyenmom niosnsieae
10 TabneTok y LMKIOM); OHOB/IOBAHOrO 3BITY 3 6e3neKu,
6nicTepi, no 3 TOB HB® " MIKPOXIM", BiANOBIAHO A0 MopsAaKy 34iCHEHHS
6nictepn y nayu,j 3 Ykpaina thapmakoHarnsgy, 3aTBepikeHoro
KapToHy BUpO6GHMYa AinbHUUS (BC Haka3zom MiHicTepcTBa OXOpPOHU
cTagii BUpobHU4oro 340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
npouecy; poky Ne 898, 3apeecTpoBaHoro B
BiANOBIAaIbHUIA 3a BUMYCK MiHicTepcTBi tocTuuil YkpaiHu 29 ciuHs
cepii, He BKYaKum 2007 poky 3a Ne 73/13340 (y pegaxuii
KOHTPO/b/ BUNPOGYBaHHSA Hakasy MiHicTepcTBa OXOPOHU
cepii; nabopatopisi hi3nko- 3[10pOB's YKpaiHu Bif 26 BepecHs
XimMiyHOro aHanisy Ta 2016 poky Ne 996), cTaHOBUTb: 3rifHO
KOHTPO/I0 BUPOOHMLTBA; 3i CTpOKaMu, 3a3Ha4eHUMmn y
lopuanyHa agpeca nepioANYHOCTI NOAaHHA PerynsapHmMX
BMPO6HUKa) 3BITiB 3 6e3nekn
16. | KOPAEPIA Tabnetku no 4 TOB HB® Ykpaina AT "dapmak”, YkpaiHa Ykpaina peecTpauis Ha 5 pokis 3a He UA/20547/01/02
TPIO mr/1,25 mr/10 mr, no | "MIKPOXIM" (BUPOBHMLTBO 3@ NOBHUM MepiognyHiCTb NOAAHHA perynsipHo peyernmom nionsieae

10 TabneTok y

LMKIOM);

OHOB/1HOBAHOrO 3BITY 3 6E3NEKU,




n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma surnycky
(nikapcbka ¢hopma,
YNaKkoBsKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HUK

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocBi0YeHHs

6nictepi, no 3
6nicTepn y nauuj 3
KapTOHY

TOB HB® " MIKPOXIM",
YkpaiHa
BMPOGHMYa AinbHuUUA (BCi
cTagii BUpobHUYOro
npowecy;
BiANOBIAaIbHMIA 3a BUMYCK
cepii, He BK/Ya4m
KOHTPO/b/ BUMPOGYBaHHS
cepii; naboparopis isuko-
XiMiYHOrO aHani3y Ta
KOHTPOJT0 BUPOOHNLTBA;
lopuanyHa agpeca
BMPOGHUKa)

BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOpPOHU
370poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHuMmn y
nepiognMyYHOCTi NoAaHHA PerynspHux
3BITiB 3 6e3neku

17.

KOPAEPIA
TPIO

Tabnetku no 8
Mmr/2,5 mr/5 mr no 10
TabneTtok y 6nictepi,
no 3 6nictepn y
naJi 3 KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

AT "dapmak", YkpaiHa
(BUPOBHMLTBO 3@ NOBHUM
LMKIIOM);

TOB HB® " MIKPOXIM",
YKpaiHa
BMPOGHMYA AinbHuUA (BCi
cTagii BUpobHU4oro
npowecy;
BiANOBIAa/IbHMI 38 BUMYCK
cepii, He BK/IKOYaum
KOHTPONb/ BUNPOGYBaHHSA
cepii; naboparopisi i3nko-
XimMiyHOro aHanisy Ta
KOHTPO/I0 BUPOBHMLTBA;
ropuanyHa agpeca
BMPOGHUKA)

YkpaiHa

peecTpauis Ha 5 pokis
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3sy MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognMYHOCTI MoAaHHSA perynsipHux
3BITiB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/20547/01/04

18.

NMOCOTEPO

Tabnetku
racTpope3nCTEHTHI,
100 mr no 10
Tabnetok y 6nictepi,
no 10 6nictepiB y
KapTOHHIA Kopoo6Li

letepo
Na63
Nimiteq

IHais

letepo /1a63 fNimiteq

IHais

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HayYeHMU y
nepiognMYHOCTI MOoAaHHA PErynsapHuX
3BITIB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/20548/01/01

19.

TADDA® 6+

TabneTkn, BKPUTI
nNiBKOBOK
060/10HKO10, 200 Mr;
no 10 TabneTtok y

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

peecTpauist Ha 5 pokiB
MepiognyHiCTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANoBiAHO A0 MNopsaaKy 34iNCHEHHs

6e3
peyenma

nidnsieae

UA/20549/01/01
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Ne Hassa Popma surnycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka hopma, 3asiIBHUKa BUPOOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YNaKkoBsKa) nocsioyeHHs
6nicTepi; no 1 abo 5 hapmakoHarnsgy, 3aTBepiKeHoro
6nicTepiB B naywyj Haka3oMm MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHM
300pOB'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HayeHMn y
nepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3nekun
20. | UMTAMPA TabneTkun, BKpUTI xn Em Mpysis BMPOGHMK BiANOBIAA/IbHUI Icnanis peecTpauif Ha 5 pokis 3a He UA/20551/01/02
N1iBKOBOO dapmacbioT 3a KOHTpO/Ib cepii, MepiognyHicTb NOAAHHSA perynsipHo peyenmom nionsizae
060/10HKO0, No 20 nkanc nepBMHHE Ta BTOPUHHE OHOB/IHOBAHOTO 3BITY 3 6e3neku,
Mr; No 7 TabneTok y nakyBaHHs: BiANOBIAHO A0 MopsAaKy 34iCHEHHS
6nicTepi; no 4 NTABOPATOPIOC UMH®A dhapmakoHarnsgy, 3aTBepaXeHoro
6nictepu B nauui 3 C.A., IcnaHis Haka3om MiHicTepcTBa OXOpPOHU
KapTOHY 340poB’A YKpaiuu Big 27 rpyaHa 2006
BMPOGHMK BiANOBIAAIbHNI poky Ne 898, 3apeecTpoBaHoOro B
3a BUPOBGHULITBO, KOHTPO/Ib MiHicTepcTBi tocTUUT YKpaiHu 29 ciuHs
cepii, NnepBrHHE Ta 2007 poky 3a Ne 73/13340 (y pegaxuii
BTOPWHHE MaKyBaHHS, Hakasy MiHicTepcTBa OXOPOHU
BUNYCK cepil: 3[10pOB'sA YKpaiHu Bif 26 BepecHs
NNTABOPATOPIOC LUMH®A 2016 poky Ne 996), cTaHOBUTb: 3rifHO
C.A., IcnaHis 3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOJaHHA PerynsapHMX
3BITiB 3 6e3nekn
21. | UUTANPA TabneTku, BKpUTI xn Em Ipysia BMPOGHMK BiANOBIAA/IbHUI IcnaHis peecTpaduis Ha 5 pokis 3a He UA/20551/01/01
nNiBKOBOIO dapmacbioT 3a KOHTPO/b cepil, MepiognyHiCTb NOAAHHA perynsipHo peuyenmom nionsieae
o6onoHkoto, no 10 nKauic nepBuHHE Ta BTOPUHHE OHOB/IIOBAHOrO 3BITY 3 6e3neku,

Mr; Mo 7 TabneTok y
6nictepi; no 4
6nicTepu B nauui 3
KapTOHY

nakyBaHHs:
JTABOPATOPIOC UMH®A
C.A,, IcnaHis

BMPOGHMK BiANOBiAaIbHUI
3a BUPOOHULITBO, KOHTPO/Ib
cepii, NnepBnHHe Ta
BTOPUHHE NakyBaHHs,
BWMYCK Cepil:
NABOPATOPIOC UMH®A
C.A.

MoniroHo, Icnanis

BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHnu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuns
2007 poky 3a Ne 73/13340 (y pepaxuii
Haka3y MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3HadeHMn y
nepiognYHOCTI MoAaHHSA perynsipHux
3BITiB 3 6e3nekn
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B.o. Haua/ILHUKA

dapmareBTUYHOr0 YNpaB/IiHHSA Onexkcanap I'PIHEHKO
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IIEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJ/IOI'TYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionioriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
Martepianis»

Big 31 iunuHa 2024 poky Ne 1350

Ne Hassa Popma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n NliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby yrnakoBskKa) nocBi0O4Y€eHHs
1. | AEKCTPOMET NOpPOLLOK ToBapucTBo 3 YkpaiHa OHelipo IHais nepepeecTpaLisi Ha He0O6MeXeHW TePMIH. - He UA/17870/01/01
OP®AHY (cybeTaHuin) y [0aTKOBOKO Kewmikanc nionsieae
rigposPOMIA NoABINHMX BignoBigasIbHICT Met., Nimiteq
nonieTuIeHoBmX o "IHTEPXIM"
naketax gns
thapmaueBTUYHOro
3aCTOCyBaHHSA
2. | PUBABIPUH- Kancynu Teepgi no TOBAPUCTBO YkpaiHa TOB YkpaiHa MepepeecTpauis Ha 5 pokis. 3a He UA/10004/01/01
dAPMEKC 200 wr; no 10 3 "®APMEKC OHoB/eHo iHdhopmadiito B po3aini “MNo6iyHi peyenmom nionsizae
Kancyn y énicrepi, OBMEXEHOHO reyn" peaxuii” iIHCTPYKLii ANna MeguyHoro
no 3 a6o 6 6nictepis | BIAMNOBIJANTbH 3aCTOCyBaHHSA NiKapCbKoro 3acoby Wwoao
y nauui 3 KapToHYy ICTHO Ba)K/IMBOCTI 3BiTyBaHHS NPO NOGIYHI peakyii.
«KOPMOPALJIA
«300POB'A» MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IHOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicCHeHHA hapMakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i cTpOKamu, 3a3HaveHmMn y
nepiognuYHOCTI NOAAHHSA pPerynsipHUX 3BiTiB 3
6e3neku.
3. | TIMOKCI TabneTku, BKpUTI ANKANOIL AL Pecny6nik | ANKANOIL AL | Pecny6nika MepepeecTpavis Ha HeOOMEXEHUIA TEPMIH 3a He UA/17582/01/01
NNiBKOBOIO Ckon’e a MisHiuHa Ckon’e MiBHiYHaA OHOB/IEHO iH(hopmaLLito B IHCTPYKUIT Ans peyenmom niosnsieae
060/10HKO0, Mo 400 MakefoHis MakefoHis MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby

mr, no 5 a6o 7
TabneTok y 6nicrepi;

y po3aini “MNo6ivHi peakuii” LWoA0 BaXMBOCTI
3BiTyBaHHSA Npo Nob6iyHi peakwji
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Ne Hassa dopma sunycky 3assHuk KpaiHa Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby YMaKkoBKa) nocsioyeHHs
no 1 6nictepy B
KapTOHHI KopooLi MepioAnyHICTb MOAAaHHS perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBepKeHOro Hakasom MiHictepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i cTpOKamK, 3a3HaveHMn y
nepiognMyYHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3nekn
4., | TPYKCUMA KOHUEeHTpaT gns CenntpioH Pecny6nik CENNTPIOH Pecny6nika MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/17284/01/01
PO34unHy ANns Xenskeap Ko., a Kopes IHK. Kopes/ Yrop OHOoB/EeHO iHhopMaLito B IHCTPYKUIT Ans peyenmom nionsizae
iHdpysii, no 100 ntp, (BMpo6HULTBO LwnHa/ MeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby
Mr/10 mn; no 10 mn , NepBUHHE PpaHuis/ B po3ginax "OcobamMBoCTi 3acTocyBaHHs",
(100 wmr) y donakoHi; nakyBaHHs, HimeuunHa "Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
no 2 hnakoHn y BTOPVHHE peecTpawiiHoro Aocbe Ta OHOB/EHOI
KapTOHHI kopobuy; nakyBaHHs, iHchopmawii pedhepeHTHOro nikapcbkoro
KOHLleHTpaT ans BMNPOGYBaHHSA 3acoby (MABTEPA®, koHUeHTpaT ans
pO34nHYy oNns cTabinbHOCTI; po3uunHy ans iHdoysiid, 500 mr, 100 mr).
iHdpysin, no 500 Bunpo6yBaHH MepioAnYHICTb NOAAHHST PErYIAPHO
Mr/50 m; no 50 mn a OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
(500 ™r) y chnakoHi; cTabinbHoCcTi), Mopsaky 3aiicHeHHsT hapMakoHarasay,
no 1 pakoHy y Pecny6nika 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
KapTOHHI KopooLi Kopes; OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
Bunpo6ysaHH 2006 poky Ne 898, 3apeecTpoBaHoro B
A1 KOHTPO/O MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007
AKOCTI Npu poky 3a Ne 73/13340 (y pefakuii Hakasy
BUMYCKY, MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
BTOPUHHE 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
nakyBaHHS: 3rifHoO 3i cTpOKamu, 3a3HaveHMn y
3AT nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
PapmaueBTny 6e3neku.
HWA 3aBOA,
EFIC,
YropLmHa;
YacTkoBe
BMNPO6YBaHHsA
KOHTPO/O
AKOCTI Npu
BUMYyCKy (3a
nokasH1kamm
CTEpPUIIbHICTb
Ta
€HIO0TOKCUHM):

dapmacbioTika
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n/n

Ha3ssa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
YMaKkoBKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsioyeHHs

n KoHtpon
eHp
[esenonmeHt
Na6opaTtopi
Ko., Jlta,
YropuwuHa;
BUpO6HUK,
BiANoBiAa/IbHU
11 3a BUNyCK
cepii:
HysicaH
dpaHc CAP,
PpaHus;
Brpo6HMLUTBO,
nepBuHHe
nakyBaHHs,
BMNPOGYBaHHSA
KOHTpO/I0
AKOCTI Npu
BUMYCKY:
Bakctep
OHkonoaxi
rm6X,
HimeuunHa

B.o. Haua1BHUKA
dapMaieBTUYHOT0 yIIPaB/JIiHHA

Onekcanpap I'PIHEHKO
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Hoparok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpauito)
JNiKapCcbKMX 3ac06iB (MeguUHNX
iMyHOGionoriuHMX npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
Martepianis»

Big 31 mnHa 2024 poky Ne 1350

ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOA0 AKX BYJ/IN BHECEHI
3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX

Ne

Hassa

Popma sunycky

3asiBHUK

3ACOBIB YKPATHA

n/n

JliKapcbKoe
0 3acoby
A3UNKNAP

(nikapcbka ¢hopma,
ynakosKa)
TabneTkn, BKpUTI

AHaHTa

KpaiHa
3asiBHUKa

Benvka

Bupo6HUK

Kpaina
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

250

A3UNKNAP

NnNiBKOBOKO
060/10HKOH0, M0 250
Mr, no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHI Kopoo6Li

TabneTkun, BKPUTI

Megikeap
nra.

AHaHTa

BpuTaHis

dnamiHro
dapmacboTrKanc
nTa.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3MeKkn 3aCTOCYBaHHS iKapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHM BHeceHO [0 IHCTpyKLii 4158 MeguyHoro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"MpoTunokasaHHA", "B3aemMogis 3 iHLWMMU NiKapCbKMMMN
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHA" LW0A0 6e3Mnekn 3acTocyBaHHS AjHyoi
pPeyoBMHN KNApUTPOMILMH BIAMNOBIAHO A0
pekomeHgauiin PRAC. BBefieHHs1 3MiH NpoTArom 3-x

MicALiB Nicna 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK
woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3mMiHK) 3MiHM BHECEHO A0 IHCTpyKUii ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii™ Woa0 BaX/IMBOCTI
3BiTYyBaHHA Npo NobiyHi peakuii. BBeAeHHs 3MiH
NpoTArom 3-xX MicsLiB Nic/1a 3aTBepAKEHHSA

3a
peyerimom

He
nionsieae

UA/1983/01/01

500

NAiBKOBOK

Megikeap

Benuka
BpuTaHis

dnamiHro
PapmacbioTrKanc

IHais

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

3a
peyenmom

He

nidnsieae

UA/1984/01/01
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n/n | nikapcbko2

0 3acoby

Popma surnycky

(nikapcbka ¢hopma,
ynakosKa)

o060710HKot0, No 500

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Howmep
peecmpayitiHo2o

3. | A3unnon

mr, no 10 TabneTtok
y 6nicTepi; no 1
6nictepy B
KapTOHHI KopooLi

TabneTkn, BKpUTI

nra.

AT

MonbLla

nra.

dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3NeKkun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKapCbKoro
3acoby B nmicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHECEHO A0 IHCTPYKLji 4158 MeauyHoro
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHWi B1uan B3aemogiin”, "OcobmBocCTi
3acTOoCyBaHHA" WOA0 6e3neky 3acTocyBaHHSA Ailoyol
PeyYoBUHN KNApUTPOMILMH BiLNOBIAHO 4O
pekomeHgauiin PRAC. BBefeHHs1 3MiH NpoTArom 3-x
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
Loao 6e3snekn/edpeKkTBHOCTI Ta thapmakoHarnsagy
(iHWi 3miHK) 3MiHM BHECEHO A0 IHCTpyKuUii ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3giny "Mo6iuHi peakwyjii" Wof0 BaXKINBOCTI
3BiTyBaHHS Npo NobiyHi peakuii. BBegeHHs 3MiH
nNpoTAroM 3-x MicsiliB nicns 3aTBepKeHHS

nocsioYeHHs1

4. | A3non

NNiBKOBOKO
060/10HKO10, No 250
Mr no 3 TabneTkn B
6nictepi; no 2
6nictepu B
KapTOHHI Kopoo6Li

TabneTkn, BKpUTI

«Apamven
dapma»

AT

MonbLa

AT «Apamep
®apmax, MonbLa

BiANOBiAaIbHNI 3a

KOHTpO/b cepii:
TOB "MT

JNlabopaTtopiec",
MonbLa

Monbwa

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, LWo

CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IHO SAKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
[iNbHULI, Ha 5K 3aiCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii). [logaBaHHA

BMPOGHMKA BiAMnoBiAanbHOro 3a KOHTposb cepii: TOB

"Be.Q" (ByNn. Mapii KoHonHuLbKoi 52, 99-300, KyTHO,

Monbwa) / Be.Q Sp. z 0.0. (ul. Marii Konopnickiej 52,

99-300 Kunto, Poland). 3minHu | Tny - AaMiHicTpaTuBHi
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa

rOTOBOrO JliKapCbKoro 3acoby, BKYaoun AinbHULI
BMNYyCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/I0

AKOCTI. (AISNbHICTb, 3a AKy Bignosigae

BMPOGHMK/IMNOpPTEp, He BK/IKOYaK4M BUMYCK Cepild).

3MiHa Ha3BY BUPOOHMKA BiAMNOBIAA/TLHOIO KOHTPO/Ib

cepii. BupobHuua ginbHuus, agpeca Ta yci BUpo6Huui
onepawjii 3aMwaTbCca He3MiHHUMMU.

3a
peyermom

UA/14380/01/01

NNiBKOBOO
060/10HKOH0, Mo 500
Mrno 2 aéo 3

TabneTkun B b6aicTepi;

«Afamvef
dapma»

AT «Apnameq,
®apmax, MNosnbLya

BiAnNoBigabHUIA 3a

KOHTpPOb cepii:

MonbLa

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |

UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.

3MiHM Yy BUPOGHMLTBI. 3MiHa iMmopTepa/3miHu, Wwo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIO AKOCTI

3a
peyenmom

roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo goaaBaHHsS

UA/14380/01/02
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
no 1 6nictepy B TOB "MT [iNbHWUI, Ha SKili 34jACHIOETLCA
KapTOHHI KOpooLi Na6opaTtopiec", KOHTPO/b/BMNPOGYBaHHSA cepii). JlogaBaHHSA
Monbwa BMPOGHMKa BIAMNOBIAA/ILHOIO 3a KOHTPO/b cepii: TOB
"Be.Q" (ByNn. Mapii KoHonHuubkoi 52, 99-300, KyTHO,
Monbwa) / Be.Q Sp. z 0.0. (ul. Marii Konopnickiej 52,
99-300 Kunto, Poland). 3miHu | Tuny - AgMiHicTpaTuBHi
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecy micus
NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOro Nikapcbkoro 3acoby, BKIYaKUN AiNbHALL
BUMYCKy cepii abo MicLe NpoBefeHHS KOHTPO/IHO
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpPTEp, HE BK/TKOYAKUM BUMYCK Cepild).
3MiHa Ha3BM BUPOOHYKa BiANOBIAA/ILHOrO KOHTPO/Ib
cepii. BupobHuua ainbHuus, agpeca Ta yci BUpo6GHMui
onepawjii 3a1MwaTbcs He3MiIHHUMK.
5. | ASIJIEKT Tabnetkn no 1 mr no TOB «TeBa Ykpaina Bupo6HuK, skuii I3paine/ BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3miHu |1 3a UA/13573/01/01
10 TabneTtok y YkpaiHa» BignoBsigae 3a Higepnavgn TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 3 BUPOBHULTBO thapmakoHarnagy. BHeceHHst abo 3miHa(1) Lo
6nictepu B npoaykTy in bulk, 3000B'A3aHb Ta YMOB Bufadi peecTpauiiHoro
KapTOHHIA KOpooLi nepBuHHE nocBiAgYeHHs, BkItoYaouy MaaH ynpasniHHSA py3nkamm
nakyBaHHs, (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
BTOPUHHE NnoAasIbLIOro 06rPYHTYBaHHSA HOBMMMW AO4ATKOBUM
nakyBaHHS, AaHUMK, WO MaloTb HaAaBaTUCA KOMMETEHTHUM
KOHTpO/b cepil, OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OL[iHKa
BMNYCK cepil: KOMMNETEHTHUM OpraHom). 3asBHNKOM HagaHo
TeBa OHOBJ/IEHUIA NN1aH ynpasiHHA pu3ukamu Bepcisa 2.0.
dapmaueBTikan 3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHopMawis»,
IHpacTpis N14., Il «Cneundikauis 3 6esnekn», Il «MnaH 3
13painb; thapmakoHarnagy», IV «naxu wopao
Bupo6HuK, skuii nicnsipeecTpauiiHnx focnigxeHb epekTUBHOCTI», V
Bignosigac 3a «3axoam 3 MiHimisauii pusukie», VI «Pe3tome niaHy
KOHTpO/b cepii: ynpasniHHA pusnkamu», VIl «doaatku» y 38'a3Ky 3
dapmaxemi b.B., 3aBEPLUEHHAM MiC/IAPEECTPALINHOIO AOCIHKEHHS
Higepnanan TV1030-CNS-50054. Ctpyktypy MYPa 6yno
OHOBJIEHO BIAMNOBIAHO A0 pekoMeHaauili Guideline on
good pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
Pestome nnaHy ynpasniHHS pusnkamu Bepcis 2.0
[0A3€ETbCA.
6. | ANNIEKEH3A | kancynu TBepgi no TOB «Pou Ykpaina BUMYCK Cepii: LLiBefiuapis/ | BHECEHHs 3MiH A0 peecTpauiliHix maTtepianis: 3miHu || 3a He UA/16997/01/01
® 150 mr; no 8 kancyn YkpaiHa» . XohdpmaHH-/19 | ITania/Himey TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidss2ae
TBEPAMX Y bnicTepi; Pow NTa, yYvHa hapMakoHarnsagy. 3miHu y TepaneBTUUYHUX
no 7 6nictepis y LLisefiuapis nokasaHHsX (4o4aBaHHA HOBOro TepaneBTUYHOrO
KapTOHHIA navyi, no nepBrHHe Ta nokasaHHs abo 3MiHa y 3aTBEpPPKEHOMY NMOKa3aHHi).
4 naykn y KapTOHHii BTOPVHHE 3MiHM BHECEHO [0 IHCTPYKLUIi 418 MELUYHOrOo
Kopoo6ui nakyBaHHs, 3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
BMNPOOYBaHHSA "MokasaHHA" (4ofaBaHHA HOBOro TepaneBTUYHOro
cTabinbHoCTI, nokasaHHs: "AfL’t0BaHTHe NiKyBaHHS pe3eKTOBaHOro

BUMYCK Cepii:

HeApiGHOKNITUHHOTO paky fiereHb", Ta, K Hacnigok,
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

®. XothbdpmaHH-/15
Pouw /Ta,
LLiBeiiuapis
BUNPOBYBaHHSA
CTabiNbHOCTI
(mikpobionoriyHa
uncToTa):
®.XochbdpmaHH-/15
Pow JlTa,
LLBeliuapis
BMNPOOYBaHHSA
cTabinbHOCTI,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
[Jenbdapm
MinaHo, C.P./1.,
ITanisa
BUNPOBYBaHHSA
KOHTPO/HO AKOCTI
(mikpobionoriyHa
uncToTa):
Na6op N1C CE eHp
Ko. KI', Himeuunna

BMNPOOYBaHHSA
KOHTPO/IO AKOCTI
(etunxnopug):
EBOHik
OnepeiwH3 M6X,
HimeuunHa
BMPOGHMLTBO
Hepo3dracoBaHoT
NPOAYKLUIT,
BMNPOOYBaHHSA
KOHTPO/IIO AKOCTi:
Ekcenna rméX
eHg Ko. KT,
Himeuunna

OHOBJIeHa iH(hopMaLis B po3ginax "MokasaHHs"
"Oco6nmMBOCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta fo3u", "Mo6iuHI peakuii”. BBeAEHHS 3MiH NPOTAroMm

6-TV MiCALIB MiCNA 3aTBEPKEHHSA

ANOTEHAN
H

Tabnetkun no 10
mr/10 wmr, no 7
Tabnetok y énictepi;
no 4 a6o 8 6nictepis
Y KapPTOHHiIl
ynakosLi; no 10
Tabnetok y énicrepi;
no 3 abo 9 6nictepis
Y KapTOHHiIl
ynakoBLi

3AT
dapmaLesT
WYHWIA 3aBOJ,

EFIC

YropLmHa

3AT
dapmaLleBTUYHNI
3aBog ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
3MiHV Y BUpO6HMUTBI. 3MiHa po3mipy cepii
(BK/TIOYAtOUM diana3oH po3Mipy cepii) roToBOro
nNiKapcbKoro 3acoby (iHLWi 3MiHK) - BUTYYEHHS po3mipy
[ocnigHo-NPOMUCIOBOT cepil, OCKINbKY faHa cepis
6inblue He BUroTOBNSETbCA. PO3Mip npoMmcnoBoi
cepil 3a/MwaeTbca He3MiHHUM. [liloya pefakuis:
AnoTteHauH, Tabnetku no 5 mr/5 mr: Batch size: 200
000 or 1 000 000 tablets. AnoTeHguH, TabneTtkn no 10
mr/10 mr: Batch size: 100 000 or 500 000 tablets.

3a
peyermom

UA/11609/01/02
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
AnoTteHauH, Tabnetkn no 5 mr/10 mr: Batch size: 100
000 or 500 000 tablets. AnoteHauH, TabneTkn no 10
Mmr/5 mr: Batch size: 100 000 or 500 000 tablets.
MponoHoBaHa pefakuis: AnoTeHAnH, TabneTkm no 5
mr/5 mr: Batch size: 1 000 000 tablets. AnoTeHauH,
Tabnetku no 10 mr/10 mr: Batch size: 500 000 tablets.
AnoTteHauH, Tabnetkn no 5 mr/10 mr: Batch size: 500
000 tablets. AnoteHauH, Tabnetkn no 10 mr/5 mr:
Batch size:
500 000 tablets
8. | ANOTEHAWN | Tabnetkn no 5 mr/10 3AT YropuHa 3AT YropuwuHa 3 BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: MiHu | 3a UA/11609/01/03
H MTr; M0 7 TabneToK y dapmaLesT dapmaLleBTUYHNIA TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 4 a6o 8 | MyHWIi 3aBOA, 3aBog ErIC 3MiHn y BUPO6HMLTBI. 3MiHa po3mipy cepil
6nictepiB y EFIC (BK/THOYAtOYUM diana3oH po3Mmipy cepii) roToBOro
KapTOHHI ynakoBL; nNiKapcbKoro 3acoby (iHLi 3MiHKW) - BUyYeHHS po3Mipy
no 10 TabneTok y [0CNiAHO-NPOMKMC/IOBOI Cepii, OCKiNbKM AaHa cepis
6nictepi; no 3 abo 9 6inblue He BUroTOBNSETLCA. Po3mip npomumcnoBoi
6nictepiB y cepil 3a/IMIIaETbCA HE3MIHHMM. [itoya pefakuis:
KapTOHHI ynakosLii AnoteHguH, Tabnetkn no 5 mr/5 mr: Batch size: 200
000 or 1 000 000 tablets. AnoTeHguH, TabneTkn no 10
mr/10 mr: Batch size: 100 000 or 500 000 tablets.
AnoTteHguH, Tabnetkn no 5 mr/10 mr: Batch size: 100
000 or 500 000 tablets. AnoteHauH, TabneTkn no 10
Mmr/5 mr: Batch size: 100 000 or 500 000 tablets.
MponoHoBaHa pegakuis: AnoTeHAWH, TabneTkm no 5
mr/5 mr: Batch size: 1 000 000 tablets. AnoTeHauH,
Tabnetku no 10 mr/10 mr: Batch size: 500 000 tablets.
AnoTteHguH, Tabnetkn no 5 mr/10 mr: Batch size: 500
000 tablets. AnoteHauH, Tabnetkn no 10 mr/5 mr:
Batch size:
500 000 tablets
9. | ANNOTEHAWN | Tabnetkn no 10 mr/5 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/11609/01/04
H Mr; N0 7 TabneToK y dapmavnesT dapmaLleBTUYHNIA TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nicTepi; no 4 a6o 8 | MyHWii 3aBOA, 3aBog ElIC 3MiHN y BUPOGHMLTBI. 3MiHa po3mipy cepil
6nictepiB y Erc (BKKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro

KapTOHHI ynakoBLi;
no 10 TabneTok y
6nicTepi; no 3 abo 9
6nictepiB y
KapTOHHI ynakosLi

nNiKkapcbKoro 3acoby (iHLi 3MiHKW) - BUNYYEHHS pO3Mipy
[0CNiAHO-NPOMKCIOBOI Cepii, OCKiNbkM AaHa cepis
6inblue He BUroTOBNSETLCA. Po3mip npomumcnoBoi
cepii 3a/IMLIaeTbCA HE3MIHHMM. [itova pefakuis:
AnoTteHauH, Tabnetkn no 5 mr/5 mr: Batch size: 200
000 or 1 000 000 tablets. AnoTeHauH, TabneTkn no 10
mr/10 mr: Batch size: 100 000 or 500 000 tablets.
AnoTteHAuH, Tabnetkn no 5 mr/10 mr: Batch size: 100
000 or 500 000 tablets. AnoTteHauH, TabneTkn no 10
mr/5 mr: Batch size: 100 000 or 500 000 tablets.
MponoHoBaHa pegakuis: ANoTeHAMH, TabneTkm no 5
mr/5 mr: Batch size: 1 000 000 tablets. AnoTeHguH,
Tabnetku no 10 mr/10 mr: Batch size: 500 000 tablets.
AnoTteHauH, Tabnetkm no 5 mr/10 mr: Batch size: 500
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
000 tablets. AnoteHauH, Tabnetkn no 10 mr/5 mr:
Batch size:
500 000 tablets
10. | AIOTEHAWN | Tabnetkn no 5 mr/5 3AT YropumHa 3AT YropuwuHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/11609/01/01
H Mr, No 7 TabneTok y dapmaneBT dapmaLleBTUYHNI TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
6nictepi; no 4 a6o 8 | nM4HWii 3aBof, 3aBop ElIC 3MiHV Yy BUpO6HMUTBI. 3MiHa po3mipy cepii
6nictepis y EFIC (BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
KapTOHHI ynakoBL; nNiKapcbKoro 3acoby (iHLWi 3MiHK) - BUTyYEHHS po3mipy
no 10 TabneTtok y [ocnigHo-NPOMUCIOBOT cepil, OCKINbKY faHa cepist
6nictepi; no 3 a6o 9 6inblue He BUroTOBNSETbCA. PO3Mip npoMmcnoBoi
6nictepiB y cepil 3a/MWaeTbca He3MiHHUM. [liloya pefakuis:
KapTOHHI ynakoBLi AnoTteHauH, Tabnetku no 5 mr/5 mr: Batch size: 200
000 or 1 000 000 tablets. AnoTeHguH, TabneTtkn no 10
mr/10 mr: Batch size: 100 000 or 500 000 tablets.
AnoTteHauH, Tabnetkn no 5 mr/10 mr: Batch size: 100
000 or 500 000 tablets. AnoteHauH, TabneTkn no 10
mr/5 mr: Batch size: 100 000 or 500 000 tablets.
MponoHoBaHa pefakuis: ANoTeHAWH, TabneTkm no 5
mr/5 wmr: Batch size: 1 000 000 tablets. AnoteHguH,
Tabnetku no 10 mr/10 mr: Batch size: 500 000 tablets.
AnoTteHauH, Tabnetku no 5 mr/10 mr: Batch size: 500
000 tablets. AnoteHauH, Tabnetkn no 10 mr/5 mr:
Batch size:
500 000 tablets
11. | AMEPTUN® | TabneTkun, BKPUTI Biodhapm Monbwa Biodhapm /14 MonbLua BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 6e3 UA/2728/01/01
060/10HKot0, Mo 10 nra TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
Mr; N0 7 TabneToK y hapmakoHarnagy (iHwi 3miHn). 3MiHM BHECEHO A0
6nictepi; no 1 TEKCTYy MapKyBaHHS NEePBUHHOT YNakoBKN MiKapCbKoro
6nictepy B 3aco6y B M. 6. «IHLWE» Ta 0 TeKCTy MapKyBaHHS
KapTOHHI kopobLyj; BTOPVHHOI ynakoBku B n. 1. «<HA3BA JIIKAPCbKOIO
no 10 TabneTok y 3ACOBY», n. 11. «<HAUMEHYBAHHS |
6nictepi; no 1 a6o 2, MICLE3HAXOXXEHHA BUPOBHUKA TA/ABO
abo 3 6nictepu y 3AABHUKA», n. 12. <HOMEP PEECTPAL|IMHOIMO
KapTOHHI Kopoo6Li MOCBIAYEHHSA», n. 13. «<HOMEP CEPII
JIKAPCBLKOIO 3ACOBY», n. 17. «IHLWE». BBegeHHs
3MiH NPOTArom 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
12. | AHFNHOBA cnpeli gnia poToBoi deppep Icnanis deppep Icnanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/10543/01/01
r NOPOXHWHYK; no 10 IHTEepHacioH IHTEepHacioHanb, TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenma
mn abo 20 mny anb, C.A. C.A. thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

dnakoHi; no 1
dhnakoHy pasom 3
nepopasibHUM
[03aTOpOM Y
KopooLi

y3araslbHeHVX gaHux npo cuctemy dpapmakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHuKa ans
3AilicHeHHs hapMakoHarnsgy B YKpaiHi, kL0 BoHa
BigMiHHA Big, yNTOBHOBaXKEHOT 0COOM, BifNoBigabHOI
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
dharina cuctemu hapmakoHarasgy) 3miHa
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
YNOBHOB&XXEHOT 0CO6U 3aABHMKaA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.
Litoua pepakuisn: Albert Garcia Rierola / Anbbept
lapcis Piepona. MponoHoBaHa pegakuis: Cristina
Rodellas Ramos / KpicTiHa Pogenac Pamoc. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXEHOT 0CObM 3as8BHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YkpaiHi. Oitova pegakuif: Kuchma Volodymyr / Kyuma
Bonogumup. MponoHosaHa pegakuis: Nikitchenkova
Liubov / HikiTueHkoBa J1to60B IBaHiBHA. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.
13. | AHOPOXE renb ons BeseH Benbris BMPOGHMLITBO 3a Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/5301/01/02
Nb 30BHILUHLOIO Xenckea CA NOBHUM LMK/IOM: PpaHuin TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
3acTocyBaHHA, 16,2 BeseH thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
mr/1r; no 88 rrento MeHbrohekuypiHT y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
y (hnakoHi 3 Benpxiym, (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
[,03YH04UM Benbris; hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
npucTpoem, no 1 BMPOGHMLITBO 3a BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
chnakoHy y MOBHUM LK/IOM: KOHTaKTHOI 0c0obU 3 hapMakoHarnAgy 3asBHuka ons
KapTOHHI KOPOOL NabopaTopii 3AiiCHEHHS (papMakoHarnsay B YKpaiHi, KO BOHA
BeseH BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
IHTepHeLUHN, 3a 34ilicHeHHs thapmakoHarnsgy (Bkiovaoum
®paHuis; KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
BMNPOOYBaHHSA thaiina cuctemm chapmakoHarnsgy). 3miHa
KOHTPOJIHO SIKOCTI YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNoBigabHOI 3a
(mikpobionoriuHwni hapmakoHarnsg,.
KOHTPO/b): [itoua pepakuis: dpaHcya Evimapg, / Francois Eymard.
Kyani KoHTpon, MponoHoBaHa pepakuis: A-p AHapea e HAkoso / Dr.
dpaHuis Andrea De lacovo.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVKa, BiANoBiAa/IbHOI 3a dhapMakoHarnsg.
14. | APTETT Kancynm 3 Jenbta Lseiuapi nepBrHHe Ta Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/12811/01/01
AYO MoAaudpikoBaHUM Megiken A BTOPWUHHE Ipnangis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
BUBINIbHEHHSM MpomoyLiH3 nakyBaHHs1, BUMYCK KOHTPO/Ib FOTOBOrO NiKapcbkoro 3acoby (iHLWi 3MiHM)
TBEpAi no 75 wmr; no Al cepii: Cgicc Kanc OHOBJIEHHS BXE 3aTBEPLKEHNX METOAIB KOHTPOSIO
10 kancyn y M6X, HimeuunHa; AKOCTi NikapcbKoro 3acoby, a came: BUKNageHHs

6nictepi; no 1, abo
no 2, a6o no 3
6nictepu y
KapTOHHIA Kopoo6Li

BUPOBHULTBO
Hepo3dgracoBaHol
npoaykuir,
KOHTPO/b AKOCTI:
Temmnep Ipnangis
Nimite, lpnaHgis;
nepBuHHe Ta
BTOpPUHHE
nakyBaHHS:
[OpareHocapm
Anotekep Mwown

TEKCTYy AepPXaBHOK MOBOKO 3ri,qH0 Cy4yacCHuUX BUMOr.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
'm6X, HimeyunHa
15. | APTETT Kancysm Jenbta Leiiuapi nepBuHHE Ta HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13123/01/01
PANIA KMLLKOBOPO3YMHHI Mepiken A BTOPWUHHE Ipnangis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
TBEpAi no 75 mMr no lMpomoyLiH3 nakyBaHHs Ta KOHTpOsb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHM)
10 kancyny Al BUMYCK Cepii: OHOB/IEHHS BXE 3aTBEPKEHUX METOZAIB KOHTPO/IHO
6nictepi; no 1, abo Csicc Kanc 'm6X, AKOCTI JTiKapCbKOro 3acoby, a came: BUKIaLEeHHS
no 2, aéo no 3, abo Himeuunna TEKCTY [epXXaBHO MOBOHO 3riJHO Cy4aCHUX BUMOT.
no 5 6nictepiB y BMPOGHMLTBO
KapTOHHIA Kopoo6Li Hepo3dacoBaHol
npoAyKuii,
KOHTPO/b AKOCTI:
Temmnep IpnaHgis
Nimiten, IpnaHgis
nepBuHHe Ta
BTOPVHHE
naxkyBaHHs:
[OpareHocapm
Anotekep Mown
'm6X, HimeyunHa
16. | APUCTA TabneTkun, BKPUTI TOB Ykpaina yopna TypeyunHa BHECEHHS 3MiH IO peecTpaLjiiiH1X MmaTepianis: 3MiHu | 3a He UA/17241/01/01
nNiBKOBOK "YOPNA MEAVUWH INAY My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
060/10HKOI0, Mo 20 MEAVLUNH" CAH. BE TIAX. thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
Mr; no 2 abo 4 A.LL. NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
Tabnetku B 6nicTepi, 0151 MeANYHOro 3aCTOCYBaHHSA
no 1 a6o 2 6nictepn reHepuyYHNX/ribpuaHNx/6ionogibHNX Nikapcbkmx
Y KapTOHHiIli Kopobui 3ac006iB nicNsi BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HafaHHs
XXOOHUX HOBWX A04aTKOBUX AaHUX). 3MiHWN BHECEHI A0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbkoro
3acoby y po3ginun "OcobnnBocCTi 3acTocyBaHHA",
"Mo6iuHi peakui™ 3rigHo 3 iHhopMaLjieto LWoa0
MeAMYHOro 3acToCyBaHHA ped)epeHTHOro Nikapcbkoro
3acoby (Cianic, TabneTku, BKPUTI NAIBKOBOO
060/10HKOI0, N0 20 Mr).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPAKEHHS
17. | APTPOKO/1 | po34uH 4ns iH'eKwil, TOB Ykpaina K.O. Pomdhapm PymyHist BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3MiHu |l 3a UA/14707/01/01
100 mr/2 mn; no 2 "YOPNA KomnaHi C.P.J1. TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
M/1 B amnyni; no 5 MEOVUNH" hapmakoHarnsgy. BHeceHHst abo 3miHa(u) fo

amnyn B KOHTYpHil
YapyHKOBIli
ynakosLj; no 1 a6o 2
KOHTYPHi YapyHKOBI
yNakoBKW B
KapTOHHiiA KOpo6Li

3060B's13aHb Ta YMOB BuAavi peecTpauiiHoro
nocBig4YeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasibLIoro 06I'pYHTYBaHHSA HOBUMM [O4aTKOBUM
JaHuMK, WO MaloTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKifIbK/ BUMaraeTbCs CyTTEBA OL|iHKa
KOMNETEHTHUM opraHom) 3asBHUKOM HafiaHo
OHOB/EHUIA MnaH ynpaBniHHS pu3vkamu Bepcis 1.3.
3MiHU BHECEHO [0 YacTWH: | «3arasibHa iHdopmMaLlis»
1l «Crneundpikanisi 3 6e3nekm» V «3axoam 3 MiHimizauji
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

pu3ukiB» VI «Pe3tome nnaHy ynpasniHHSA pusnkamu»
VIl «Qopatkn» (gogatku 1-8) y 3B’13Ky 3 OHOB/IEHHAM
iHchopMmalii 3 6e3nekn Aitoyoi pevyoBUHN
[eKckeTonpodheH BiANoBIAHO A0 aKTyaslbHOT

pedhepeHTHOI iHdhopMaLii, @ TakoX y 3B'A3Ky i3 3MiHOO
hopmarty BignosigHo fo sumor Evaluation Guidance

on the format of the risk management plan (RMP) in

the EU — in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines).

18.

ATOPBAKO
P®

TabneTkun, BKPUTI
nNiBKOBOKO
060/10HKOIO,

no 10 mr no 10
Tabnetok y 6nictepi,
no 3 abo 6 6nictepis
y nautli 3 KapToHYy

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif y)Xe 3aTBepXeHOro BUpobHuKa - MNogaHHsA
OHOBJIEHOrO cepTudikaty BignosigHocTi EP CEP R1-
CEP 2012-179-Rev 04 (nonepepaHs Bepcisa CEP R1-
CEP 2012-179-Rev 03) gna A®| ATtopsactatuHy
KanbLiito Bif BXe 3aTBepAXeHOro BupobHuka Morepen
Laboratories Limited, IHgjis.

BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEpMXEHHS. 3MiHM | Tuny - 3MiHK 3 AkocTi. AdI.
KoHTposnb A®I. 3miHa y MeToAax BUNpobyBaHHsA AdPI
a60 BUXigHOro marepiasy/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BUpO6HUUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BMNpobyBaHHs) HesHauyHa 3miHa y meTogax
BMNpoGyBaHHSA A®| ATopBacTaTuHy KasbLiito
BMpo6HUKa Morepen Laboratories Limited, IHais 3a
nokasHukom «EHaHTiOMepHa uncToTa». BeegeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHWU. 3MiHa Ha3BuW
A®| abo fONOMIKHOI peyoBuHU - 3miHa Ha3su AdI| 3
ATOpBacTaTUH KaslbLito TpUrigpat Ha ATopBacTaTuH
KasibLito, Y 3B’A3Ky 3 npuBegeHHsM Jo EP. 3miHu
BHECEHO B IHCTPYKLiIO A/19 MEAMYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3gin "Cknag" (gitoya
peyoBuHa) 3 BIAMNOBIAHUMU 3MIHAMU B TEKCTI
MapKyBaHHS yNakoBOK.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTpOib roTOBOro Nikapcbkoro
3aco6y. 3miHa y MeTogax BUNpo6yBaHHS rOTOBOro

3a
peyenmom

He
nionsiecae

UA/15677/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHnX
mMeTodax BUNPobyBaHHs) He3HauHa 3miHa y
3aTBEPAXEHUX MeToaax BunpobysaHHsA 13 3a n.
«P034MHEeHHsA», a came- 3 Ha3Bu A®| Ta C3 BUNyyYeHO
CNOBO «Tpurigpart». BeBefeHHs 3MiH NpoTArom 6-Tu
MicALiB nicna 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTogax BunNpobyBaHHsA) HesHauHa
3MiHa Y 3aTBeppKeHnx metogax sunpobysaHHsa 13
3a N. «OAHOPIAHICTb [030BaHNX OANHULIb», & came- 3
Ha3Bu APl Ta C3 BUyYEHO C/I0BO «TpuUrigpar».
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (iHLWi 3miHM) HesHavyHa
3MiHa napameTpiB crneumndikayii /13 3a n.
«CynpoBifHi AOMILLIKW», a caMe- AOMILLIKY
AecdhiopoaTopBacTaTuHy nepeiiMeHoBaHo Ha
[Jowmiwky A. BBeAeHHS 3MiH MPOTAroM 6-TW MicsLiB
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTogax BunNpobyBaHHsA) HesHauHa
3MiHa Y 3aTBeppKeHnx metogax sunpobysaHHsa 13
3a M. «KinbKicHe BU3HaYeHHsI», a came — 3 Ha3Bu AdI
Ta C3 BUIYYEHO CNOBO «TPUTigPaT».
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

19.

ATOPBAKO
P®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO10, Mo 20
Mmr no 10 TabneTok y
6nictepi; no 3 abo 4
6nictepun y nauui 3
KapTOHY

AT
"®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bifj y)ke 3aTBEpPAXEHOro BUpo6HMKa - MogaHHA
OHOB/IEHOrO cepTudpikaty signosigHocTi EP CEP R1-
CEP 2012-179-Rev 04 (nonepegts Bepcis CEP R1-
CEP 2012-179-Rev 03) ana A®l ATopBacTtatuHy
KanbLiito Bif BXe 3aTBEPAXEHOr0 BUPO6HUKa Morepen
Laboratories Limited, IHgis.

3a
peyermom

He
nionsieae

UA/15677/01/02
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns

3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHM 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BMXigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BUpPO6HUUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BUNpobyBaHHs) He3HauHa 3miHa y meToAax
BMNpoGyBaHHA A®| ATopBacTaTuHy KasbLiito
BMpo6HUKa Morepen Laboratories Limited, IHais 3a
nokasHukom «EHaHTioMepHa uncToTa». BeegeHHs
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEPKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHWU. 3MiHa Ha3BuW
A®| abo fONOMIKHOI pevyoBuHU - 3miHa Ha3su AdI| 3
ATOpBacTaTUH KaslbLito TpUrigpat Ha ATopBacTaTuH
KausibLito, Y 3B’A3Ky 3 npuBegeHHsM fo EP. 3miHu
BHECEHO B IHCTPYKLiIO A1 MEAMYHOro 3aCTOCYBaHHA
nikapcbkoro 3acoby y po3gin "Cknag" (aitoua
peyoBuHa) 3 BIAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS! yNakoBOK.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX
MeTofax BUNpobyBaHHs) He3HauHa 3MiHa y
3aTBEPMAXEHNX MeToAax BUNpobysaHHA 13 3a n.
«P034MHEeHHsA», a came- 3 Ha3Bu A®| Ta C3 BUNyyYeHO
CNOBO «Tpurigpat». BBeAeHHSA 3MiH NpOTArom 6-Tu
MicALiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meToax BUNpo6yBaHHSA
rOTOBOrO JliKkapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX MeToAaX BUNPoOyBaHHS) HesHauHa
3MiHa y 3aTBeppKeHNX MeTogax BUnpobysaHHsa MN13
3a n. «OAHOPIAHICTb A030BaHNX OAUHUL», & came- 3

Ha3Bu APl Ta C3 BUIy4eHO C/I0BO «TpUrigpars.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
roTOBOrO J1iKapCbKOro 3acoby (iHLWi 3miHM) He3HavyHa
3MiHa napameTpis crneumndikadii 13 3a n.
«CynpoBigHi AOMILLKM», a came- JOMILLKY
AecdhiopoaTopBacTaTuHy nepeiiMeHoBaHo Ha
[Jowmiwwky A. BBefieHHs 3MiH NPOTAroM 6-Tu MicsiLiB
nicns 3atBepgKeHHs. 3MiHn | Tuny - 3MiHK 3 SKOCTiI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meToax BUNpo6yBaHHSA

roTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

3aTBEpKEHUX MeTogax BunNpobysaHHsA) HesHauHa

3MiHa Y 3aTBeppKeHnx meTogax sunpobysaHHsa 13

3a M. «KinbKicHe BU3HaYeHHsI», a came — 3 Ha3Bu AdI

Ta C3 BUIyYEHO CNOBO «TPUTigPaT».
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
20. | ATOPBAKO | Tabnetku, BKpUTI AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/15677/01/03
P® NAiBKOBOO "®apmak” Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom | nidnszae

060/10HKO10, 1Mo 40
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepun y nauui 3
KapToHYy

cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBeHWiA cepTuduikat
Bifj y)ke 3aTBEpPAXEHOro BUpo6HMKa - MogaHHA
OHOB/IEHOrO cepTudpikaty signosigHocTi EP CEP R1-
CEP 2012-179-Rev 04 (nonepegHs Bepcis CEP R1-
CEP 2012-179-Rev 03) ana A®Il ATopBacTtatuHy
KanbLiito Bif BXe 3aTBEPAXEHOr0 BUPO6HUKa Morepen
Laboratories Limited, IHgis.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHN | Tuny - 3MiHK 3 SKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
a60 BUXigHOro marepiasay/npoMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLEC
BMPOGHULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpPKEHMX
MeTofax BUNpobyBaHHs) HesHayHa 3miHa y meTofax
BMNpo6yBaHHA A®| ATopBacTaTuHy KasbLiito
BMpo6HUMKa Morepen Laboratories Limited, IHgis 3a
NoKasHMKOM «EHaHTIOMepHa YncToTa». BBeaeHHs
3MiH NPOTAroM 6-TU MICALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa Ha3BMW
A®| a60 ONOMIXHOT pevoBUHY - 3MiHa Ha3Bu APl 3
ATopBacTaTVH KauibLjilo TpurigpaT Ha ATopBacTaTuH
KasnbLito, y 3B’A3Ky 3 npuBeAeHHAM 10 EP. 3MiHn
BHECEHO B iHCTPYKLt0 A1 MEAMYHOIO 3aCTOCYyBaHHS
niKkapcbKoro 3acoby y po3ain "Cknag" (gitoya
peyoBUHa) 3 BiAMOBIAHVMMN 3MiHAMMW B TEKCTI
MapKyBaHHS yNakoBOK.

BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEpPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BMNpobyBaHHs rOTOBOr0O
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAXKEHNX
MeToAax BUNpobyBaHHsA) HesHauyHa 3miHa y
3aTBEPMAXEHNX MeToaax BunpobysaHHsa 13 3a n.
«P034MHEeHHs», a came- 3 Ha3Bu A®| Ta C3 BUYYEHO
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

CNOBO «Tpurigpart». BBeAeHHS 3MiH NpOTArom 6-Tu
MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meToax BUNpo6yBaHHSA
rOTOBOrO JliKkapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX MeToAaX BUNPoOyBaHHS) HesHauHa
3MiHa y 3aTBeppKeHNX MeTogax BunpobysaHHsa MN13
3a n. «OAHOPIAHICTb A030BaHNX OAUHUL», & came- 3
Ha3su APl Ta C3 BUIy4EHO C/I0BO «TpUrigpars.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
roTOBOrO J1iKapCbKOro 3acoby (iHLWi 3miHM) He3HavyHa
3MiHa napameTpis crneumndikadii 13 3a n.
«CynpoBigHi AOMILLKM», a came- JOMILLKY
AecdhiopoaTopBacTaTuHy nepeiiMeHoBaHo Ha
[Jowmiwwky A. BBeieHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepgKeHHs. 3MiHn | Tuny - 3MiHK 3 SKOCTiI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa y meToax BUNpo6yBaHHSA
rOTOBOrO JliKkapCbKOro 3acoby (He3HauyHa 3miHa y
3aTBEPMKEHNX MeToAaX BUNPoOyBaHHS) HesHauHa
3MiHa y 3aTBeppKeHMX MeTogax BunpobysaHHs MN13
3a n. «KinbkicHe BU3HaYeHHA», a came — 3 Ha3sn AdI
Ta C3 BU/IyYEHO CMOBO «TPUTigPaT».
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA

21.

ATOPBAKO
P®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0, M0 80
Mr o 6 TabneTok y
6nictepi; no 5
6nicTepiB y nauuj 3
KapToHy

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
Bifj y)ke 3aTBepAXeHOro BUpo6Hmka - MogaHHs
OHOBJIEHOrO cepTudikaTy BignosigHocTi EP CEP R1-
CEP 2012-179-Rev 04 (nonepegHs sepcis CEP R1-
CEP 2012-179-Rev 03) gna A®| ATopBactaTuHy
KauibLLito Bif, BXXe 3aTBepAXeHoro BupobHuka Morepen
Laboratories Limited, IHgis.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
ab0 BUXIAHOro martepiasy/npoMiHoro

3a
peyenmom

He
nionsieae

UA/15677/01/04
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCSA Y NPOLEC

BMPOG6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHMX
MeTofax BUNpobyBaHHsA) HesHayHa 3miHa y meTofax
BMNpo6yBaHHA A®| ATopBacTaTuHy KasibLiito
BMpo6HMKa Morepen Laboratories Limited, IHgis 3a
NokasHMKOM «EHaHTIOMepHa YncToTa». BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - AgMIHICTPaTMBHI 3MiHW. 3MiHa Ha3BM
A®| abo fONOMIXKHOI peyoBUHU - 3MiHa Ha3Bu ADI 3
ATopBacTaTVH KauibLjilo TpurigpaT Ha ATopBacTaTuH
KasnbLito, y 3B’A3Ky 3 npuBeAeHHAM 10 EP. 3MiHn
BHECEHO B iHCTPYKLt0 415 MEAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "Cknag" (aitoya
peyoBUHa) 3 BiAMOBIAHVMMM 3MiHAMYW B TEKCTI
MapKyBaHHS YNakoBOK.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y. 3miHa y MeTogax BMNpobyBaHHsA rOTOBOr0O
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX

MeTofax BUNpobyBaHHsA) HesHauyHa 3miHa y

3aTBEpMKEHNX MeTogax BunpobysaHHA 13 3a n.
«Po34nHeHHA», a came- 3 Ha3su A®Il Ta C3 BuyyeHO
CNOBO «Tpurigpar». BBeAeHHs 3MiH NpoTArom 6-Tu
MicsALiB Nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHs
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) HesHauHa
3MiHa y 3aTBepMKeHNX MeToAax BunpobysaHHs 13
3a n. «OAHOPIAHICTb [030BaHNX OAUHULIb», & came- 3
Ha3Bu A®| Ta C3 BWTyYEHO C/I0BO «TpuUrigpar».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHSA
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. KOHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa

napameTpiB cneyugikauii Ta/abo AONYyCTUMUX MEX
roTOBOrO /liKapCbKOro 3acoby (iHwWi 3mMiHn) HesHauHa
3MiHa napameTpiB cneumdikauii MNN13 3a n.
«CynpoBifHi AOMILLKU», a caMe- AOMILLKY
AecchopoaTopeacTaTuHy nepeiMeHoBaHo Ha
[omiwky A. BBeieHHs1 3MiH NPOTAroM 6-Tu MicsauiB
nicns 3areepgkKeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro

nikapcbKoro 3acoby. 3miHa y MeTofax BUnpobyBaHHs

roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y

3aTBEPKEHNX MeToAax BUNPobyBaHHS) He3HauHa
3MiHa y 3aTBepAKeHNX MeToAax BUnpobysaHHs 13
3a n. «KinbkicHe BU3HaYEHHS», a came — 3 Ha3Bu Ad|

Ta C3 BUAYYEHO CNOBO «TpUrigpaT».
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHSA
22. | ATOPBACT | TabneTku, BKpUTI dapmaLeBT Monbwa BMPOBGHULITBO, MonbLia BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/11325/01/01
EPON NNiBKOBOKO NYHWIA 3aBOS nepBUHHE Ta TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/E- peyenmom
o60s1oHKot0, no 10 "MONIb®AP BTOpPUHHE cepTudikaT BignoBigHOCTI EBponeiichKii
mr, no 10 TabneTok MA" C.A. nakyBaHHS: hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
y 6nicTepi; no 3 dapmaueBTUUHWI OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
6nictepu y 3aBof, BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
KapTOHHIA Kopoo6Li “Monbapma” thapmakonei: gna A®l; ans BUXiAHOTO
C.A., MonbLya; MaTepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
BiANoBigaIbHNI 3a BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
BMNYCK cepil: [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
dapmauleBTUYHNI €sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
3aBOf, Bif} y)Xe 3aTBepMAKEHOro BUpo6Huka. MNMogaHHsA
“Monbapma” OHOBJIEHOrO cepTudpikaTy BignNoBiAHOCTI EBpoNeichKiii
C.A, Monbwa thapmakonei R1-CEP-2014-160-Rev 01 Big,
3aTBepmxeHoro BupobHuka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD., China gns gjto4oi
pPEeYOBUHM aTopBacTaLyMHy KasbLito (3anponoHOBaHO:
R1-CEP-2014-160-Rev 01)
3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs cepTudikara BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuXigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bif y)e 3aTBepKEHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei R1-CEP-2014-160-Rev 00 Big,
3aTBepAxeHoro BupobHrka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD., China gns gijtouoi
peyvoBMHM aTopBacTaumnHy KasbLjto (3aTBepmxeHo: RO-
CEP-2014-160-Rev 05; 3anpornoHoBaHo: R1-CEP-
2014-160-Rev 00)
23. | ATOPBACT | Tabnetku, BKpUTI PapmaLesT Monbwa BMPOBHULITBO, MonbLua BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis: 3miHu | 3a UA/11325/01/02
EPON NNiBKOBOKO NYHWIA 3aBOS nepBUHHE Ta TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
060/10HKOI0, Mo 20 "MONb®AP BTOPWUHHE cepTudikaT BignoBigHOCTI EBponeiichKii
mr, no 10 TabneTok MA" C.A. nakyBaHHS: hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
y 6nicTepi; no 3 dapmaueBTUYHWUI OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI a0
6nictepu y 3aBof, BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
KapTOHHIA Kopoo6Li “Monbapma” thapmakonei: gna A®l; ans BUXigHOTO
C.A., MonbLya; MaTepiany/peareHTy/MpoMiKHOTo NPOAYKTY, WO
BiNOBigaIbHWIA 3a BVKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
BMNYCK cepil: [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI

PapmaueBTUUHNIA

€Bponelicbkiin dhapmakonei) - OHoBEHWIA cepTudikat
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
3aBof, Bif} YK€ 3aTBEPKEHOT0 BUPOGHMKA. MoaaHHs
“Monbhapma’ OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
C.A,, Monbuwa thapmakonei R1-CEP-2014-160-Rev 01 Big,
3aTBepAxeHoro BupobHrka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD., China gns gijtouoi
peyoBMHN aTopBacTauuMHy KasbLijto (3anponoHOBaHo:
R1-CEP-2014-160-Rev 01)
3miHu | TMRY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60o BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTudikat
Bif} y)Xe 3aTBEPMAXEHOr0 BUPOGHMKa. MogaHHSA
OHOB/IEHOr0 cepTudikaTy BigNOBIAHOCTI €BPONENChKIi
thapmakonei R1-CEP-2014-160-Rev 00 Big,
3aTBepaxeHoro Bupo6Huka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD., China gns gijto4oi
peyvoBMHM aTopBacTauunHy KasbLito (3aTBepmxeHo: RO-
CEP-2014-160-Rev 05; 3anpornoHoBaHo: R1-CEP-
2014-160-Rev 00)
24. | ATOPBACT | Tabnetku, BKpUTI dapmaneBT Monbwa BMPOBHMLITBO, Monbwa BHECEHHS 3MiH [0 peecTpavLjiiiHuX MaTepianis: 3MiHu | 3a UA/11325/01/03
EPON nNiBKOBOK WYHWIA 3aBOf, nepBrHHe Ta TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
060/10HKOI0, N0 40 "TIONb®AP BTOPWHHE cepTudikaT BignoBigHOCTI EBpoNeNchKii
mr, no 10 TabneTok MA" C.A. nakyBaHHs: thapmakonei/moHorpadii. NogaHHsA HoBOro abo
y 6nicTepi; no 3 dapmaLeBTUYHNIA OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
6nictepu y 3aB0[, BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
KapTOHHIA KopooLi “Monbchapma’ thapmakonei: ana A®l; gns BuxigHoro
C.A,, Monbua; mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BiANoBigaIbHNI 3a BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
BWMYCK Cepii: [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
dapmaLeBTUYHNIA €Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
3aBo/ Bif} YK€ 3aTBEPKEHOT0 BUPOGHMKA. MoaaHHs
“Monbchapma’ OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
C.A., Monbuwa thapmakonei R1-CEP-2014-160-Rev 01 Big,

3aTBepAxeHoro BupobHrka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD., China gns gijtouoi
peyoBMHM aTopBacTaLMHy KasbLijto (3anponoHOBaHo:
R1-CEP-2014-160-Rev 01)
3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikarta BigNoBiAHOCTI
€poneiicbkin thapmakonei: ans A®l; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BVIKOPWCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)e 3aTBepKEeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
hapmakonei R1-CEP-2014-160-Rev 00 Big,
3aTBepAxeHoro BupobHrka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD., China gns gijtouoi
peyvoBMHN aTopBacTauuHy KasbLito (3aTBepmxeHo: RO-
CEP-2014-160-Rev 05; 3anpornoHoBaHo: R1-CEP-
2014-160-Rev 00)
25. | AODOUOA CyCneHsisi opaUibHa, [enbTa Lseiiuapi ANKANOIL AL MiBHiuHA BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 He UA/19664/01/01
DOPTE 200 mr/5 mn; no 100 Megiken a Ckon'e MakefoHis TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenma nionsieae
ANs QITEA | mny dnakowi; no 1 MpomoyLH3 thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
donakoHy y Al NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KOMMNAEKTI 3i 0151 MeANYHOro 3aCTOCYBaHHSA Ha MiAcTaBi perynsipHo
Lnpuuem- OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
[,03aTOpOM Y a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
KapTOHHI Kopoo6Li 3aco6y B micnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOBMEHOT iH(hopMaLi 3 6e3neku
aito4oi pevosuHy (ibynpodpeHy) 3rigHo 3
pekomeHgauisvm PRAC.
TepMiH BBEEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPLKEHHS
26. | AUMK® Tabnetku no 400 mr CaHpo3 CnoseHisa Cantotac ®apma HimeyunHa BHECEHHS 3MiH 10 peecTpaviitHux maTepianis: 3miHu || 3a UA/14584/01/02
no 5 tabnetok y dapmacbHoTi m6X TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 7 Kans g.a. KOHTpOs1b rOTOBOrO NikapcbKoro 3acoby. 3MiHa
6nictepiB y napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
KapTOHHIA Kopoo6Li roTOBOro NikapcbKoro 3acoby (3miHa 3HaxoauTbCA
nosa 3aTBepKeHNMMN AONYCTUMUMU MeXamu
cneuudikawin)
3MiHa Mex cneuundikauii M13 npy BUnycky Ta ans
TEepMiHy NpPUAATHOCTI 3a NOKa3HWKOM «TBepaicTb» (3 =
80 N Ha = 40 N). BBefieHHs 3MiH NpPOTArom 6-Tu
MiCsILiB NicNs 3aTBEPAKEHHS.
27. | AULU® NMOPOLLOK A5 CaHpos CnoBeHis BMNYCK Cepil: Himeuunxa/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 UA/6568/02/01
FAPAYMIA 0pasIbHOI0 PO34UHY PapmacboTi Cantotac ®apma LBeiuapis TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenma
HAMIA MEZA | no 600 mr; mo 31 Kans a.a. M6X, HimeuunHa,; hapmakoHarnagy. BeegeHHs abo 3miHu fo
JNTMMOH NMOPOLLKY B BMPO6HUK in bulk, y3araJibHeHUX AaHuX Npo cuctemy hapmakoHarnsgy
nakeTuky; no 6 TecTyBaHHs, (BBEAEHHSA y3araslbHEHVX AaHUX NPOo cucTemy
nakeTukiB y nakyBaHHs: hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,

KapPTOHHI KOpo6U;i

JNlingodapm 'm6X,

BiNOBIAA/IbHOI 32 34iCHEHHS hapMakoHarnsay;
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
HimeyuunHa; KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
BMPOGHUK in bulk, 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BoHA
TEeCTyBaHHS, BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
nakyBaHHs: 3a 3fjiicHeHHs1 hapMakoHarnsay (BkYarum
3am60H KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
CeiT3enaHpg N1, thaiina cuctemum chapmakoHarnsgy). 3miHa
LLBeliuapis YNOBHOBaXEHOI 0CO6YM 3aABHWKa, Bi4NOBifa/IbHOT 3a
hapmakoHarnsg,.
[Oitoua pepakuin: Oasig MxoH flesic / David John
Lewis. MponoHoBaHa pegakuis: Juergen Maares /
tOpreH Maapec. 3MiHa KOHTaKTHUX AaHux
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asBHMKa,
BiANOBIAa/IbHOI 32 hapMakoHarisg B YkpaiHi. [itoua
penakuis: Opnos B'ayecnas BikTopoBuy.
MponoHoBaHa pefakuis: TaHacoBa 3opsiHa
MwikonaiBHa.
3MiHa KOHTaKTHUX faHuUX KOHTakTHOI 0Co6U 3asBHYKa,
BiANOBiAabHOI 3a thapmakoHarnsag, B YkpaiHi. 3MiHa
MicLe3HaxX0o[KeHHS MacTep-chaiina cnuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.
28. | AULU® NMOPOLLOK ANs CaHpo3 CnoBeHis BWMYCK Cepii: HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 6e3 UA/6568/02/02
FAPSUMIA OpasIbHOro PO34UHY dapmacboTi Cantotac ®apma LLseiiuapis TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
HAMIA MEA | no 200 mr;no 31 Kans a.a. M6X, HimeuyunHa,; thapmakoHarnagy. BeegeHHs abo 3miHu go
NNMOH NMOpOLLIKY B BMPOGHUK in bulk, y3araslbHeHrX faHux Npo cucteMy dpapMakoHarisay
nakeTuky; no 20 TeCTyBaHHS, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTEMY
nakeTukiB y nakyBaHHs: hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
KapTOHHIA KOopoo6Li Ninpodhapm M6X, BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
HimeyunHa; KOHTaKTHOI 0c0obU 3 hapMakoHarnAgy 3asBHuka ons
BMPO6HUK in bulk, 3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
TecTyBaHHS, BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
nakyBaHHs: 3a 34ilicHeHHs thapmakoHarnsgy (Bkiovaoum
3aM60H KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
Csit3enaHng 14, thaiina cuctemm chapmakoHarnsgy). 3miHa
LLiBeiiuapis YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BignoBigabHOI 3a

thapmakoHarnag,.

[itoua pepakuis: dasig OxoH Nesic / David John
Lewis. MponoHoBaHa pepakuin: Juergen Maares /
HOpreH Maapec. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBigaIbHOT 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3aABHUKA,
BiANOBIAaIbHOI 3a hapmakoHarnsg B YkpaiHi. fitoua
pepakuis: Opnos B'auecnas BiktopoBuy.
MponoHoBaHa pepfakuis: TaHacoBa 3opsiHa
MukonaisHa.
3MiHa KOHTaKTHUX AaHNUX KOHTaKTHOT 0CO6W 3asiBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsaz B YkpaiHi. 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
dhapMakoHarnsay Ta oro Homepa. 3MiHa Micus
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 papmakoHarnsgy.

29.

ALL®
NOHr

TabneTku wmnydi no
600 mr no 10 a6o 20
TabneTok y Ty6i; no
1 Ty6i B KAPTOHHIWA
Kopoobui

CaHpo3
dapmacboTi
Kans g.4.

CnoBeHis

Cantotac ®apma
'm6X, HimeuunHa;
Xepmec dapma
M6X , HimeuunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu go
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
thapmakoHarnng,.

[itoua pepakuis: dasig OxoH Nesic / David John
Lewis. MponoHoBaHa pepakuia: Juergen Maares /
HOpreH Maapec. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXEHOI 0C06YM 3a8BHWKA, BiANOBifa/IbHOT 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3aABHMKA,
BiANOBIAaIbHOI 3a hapmakoHarnsg B YkpaiHi. fitoua
pepakuis: Opnos B'auecnas BiktopoBuy.
MponoHoBaHa pepfakuis: TaHacoBa 3opsiHa
MukonaisHa.
3MiHa KOHTaKTHUX AaHNUX KOHTaKTHOT 0CO6W 3asiBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsaz B YkpaiHi. 3miHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiffIbHOCTi 3 hapMakoHarnsay.

6e3
peyenma

UA/6568/01/01

30.

ALL®
NOHT
JIMMOH

TabneTku wunydi no
600 mr, no 1
Tabnetuiy cale, no
6, 10 a6o 20 cawe y
KapTOHHIA Kopoo6Li

CaHpo3
dapmacboTi
kan3 a.4.,
CnoseHis

CnoBeHisa

BUMYCK Cepii:
Cantotac ®apma
m6X, HimeuyunHa,;
BMPOBHULITBO in
bulk, nakyBaHHs,
TeCTyBaHHS:
Xepmec dapma
Mv6X, HimeyunHa

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
hapmakoHarnsg.

[litoua pepakuisn: Oasig xoH flesic / David John
Lewis. MponoHoBaHa pepakuia: Juergen Maares /
FOpreH Maapec. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, BifgnoBigasbHOI 3a

6e3
peyenma

UA/15591/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3asABHMKa,
BiANOBIAa/IbHOI 32 hapMakoHarisg B YkpaiHi. Jitoua
penakuis: Opnos B'ayecnas BikToposuy.
MponoHoBaHa pefakuis: TaHacoBa 3opsiHa
MvikonaiBHa.
3MiHa KOHTaKTHUX faHuUX KOHTakTHOI 0CO6U 3aABHYKa,
BiANOBiAaIbHOI 3a thapmakoHarnsag, B YkpaiHi. 3MiHa
MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
31. | BET®EP 1A | nopowok gns TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15462/01/01
nntoc PO34nHy ans iH'ekuin | "BIOPAPMA "BIODAPMA" TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
no 6000000 MO (30 " KOHTPO/Ib AONOMKHMX PEYOBUH. 3MiHa y MeTogax
MKr); 1 conakoH 3 BMNPOGYBaHHSA LOMOMDKHOI PEYOBUHM (iHLWi 3MiHN Y
NOPOLLKOM Y MeTofax BUNpobyBaHHs (BKIOYaUumM 3aMiHy abo
KomnekTi 3 1 A0faBaHHs)) - 3amiHa METOAMKN NPOBEeAEHHS
amnysiow 3 BMNPO6YyBaHHA 3a NokasHUKoM «MikpobionoriyHa
PO34YMHHMKOM MO 1 yncToTa» ANs AOMNOMDKHOI pevoBUHM «HaTpito
mn (Boda Ans X10png» 3 METOAY «TNIMBUHHOIO BUCIBAHHS» Ha MeTo[,
iH'eKLi cTepunbHa) «MeMb6paHHoI inbTpavii» - 3miHu | Trny - 3miHu 3
y 6nicTepi; no 1 sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
6nictepy y nauuij 3 [OMOMDKHMX PEYOBMH. 3MiHa y MeToAax
KapToHY; 4 diakoHu BMNPOGYBaHHSA LOMOMDKHOI PEYOBUHM (iHLWi 3MiHN Y
3 MOPOLLKOM Y MeTofax BUNpobyBaHHsA (BKIOYaKUmM 3aMiHy abo
KOMMAeKTi 3 4 A0faBaHHs)) - 3amiHa METOAMKN NPOBEAEHHS
amnynamm 3 BMNPO6YyBaHHA 3a NokasHUKoM «MikpobionoriyHa
PO34YMHHMKOM MO 1 yucToTa» 15 LONOMIXKHOI pevyoBUHY «uHATpIl0
mMn (Boda Ans rigpocboccpart rentarigpat» 3 MeTo4y «IMMBUHHOIO
iH'eKLi cTepunbHa) BVCiBaHHS» Ha METOJ «MeMbpaHHOi dhinbTpawii» -
y 6nicTepi; no 1 3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
6nictepy y nauuj 3 3aci6. KOHTposib AONOMDKHUX PEYOBUH. 3MiHa Y
KapToHYy MeToAax BUNPOGYyBaHHS AOMOMiXKHOI peqyoBUHM (iHLLi
3MiHM Y MeToAax BUNpobyBaHHA (BKIOYAOUM 3aMiHy
abo AgofaBaHHs)) - 3amiHa METOAMKN NPOBEAEHHS
BMNPO6YyBaHHA 3a NoKasHUKOM «MikpobionoriyHa
yncToTa» AN AONOMIKHOT pevyoBuHY «HaTpito
avrigpochocdpaT MoHorigpaT» 3 METOAY «TIMOGUHHOMO
BMCIBaHHSI» HA MeToA «MeMbpaHHOI dhinbTpaLii»
32. | BIMATONP | kpanni o4Hi, 0,3 dapmaTeH Ipeuis BMPOGHMLTBO Bonrapisi/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |1 3a UA/18300/01/01
OCT- Mr/Mn; no 3 mMny C.A. Hepo3cacoBaHoro Ipeuis ™My - 3MiHK 3 AkocTi. ADI. (iHWi 3MiHN). OHOBEHHSA peyenmom
DPAPMATE dhnakoHi- nikapcbKkoro mMacTep-caiiny Ha A®| 6iMaTonpocT Bif BlacHUKa

H

KpanenbHuj; no 1
dnakoHy-
KpanesibHuLj y
KapTOHHIA Kopoo6Li

3acoby, nepsuHHe

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BUNyCK cepiit:
BankaHapma-
Pasrpag AL,
Bonrapis;

MacTep-aiina Yonsung Fine Chemicals Co., Ltd. 3
DMF Version 7.0 Ha DMF Version 10.0
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUMYyCK cepili:
dPapmaTeH C.A,,
peuist
33. | BPMUMOHIA | nopotuok TOB Ykpaina CAUMEQ NABC IHAisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu || - UA/17711/01/01
NHY (cybcTaHuis) y "®APMEKC NIMITEL TUny - 3MiHu 3 AkocTi. ADI. (iHwi 3MiHK) - HagaHHs
TAPTPAT noAgiliHMx reyn oHoBneHoil Bepcii DMFVer: CTD/Brimonidine
nonieTnIeHoBmX Tartrate/AP/2BMD-002-02 (nonepeaHs Bepcis
naketax gns DMFVer: CTD/Brimonidine Tartrate/AP/2BMD-002-00)
hapmaLeBTUYHOIO 0N Aildol peyoBrHU BpumoHignHy TapTpart, dipmm-
3acTocyBaHHA BUpobHMKa SYMED LABS LIMITED, INDIA. Ak
Hacnifgok, NpMBeAeHHS MaTepiasliB peecTpayiiiHoro
[0CbE Y BIANOBIAHICTL A0 OHOBNEHOI Bepcii DMF
BUPOBHMKA, a came: - BHeCEHHS A0 Cneumdikauii Ta
MeTopiB KoHTpost0 NapameTpa "BmicT N-auetun
iMmifazoniguHoHy (Koa-20)" 3 KpuTepieM NPUAHSATHOCTI
«He 6inbLue 300 ppm»; - 36iNbLLUEHHA TEPMIHY
NepeKkoHTPOsI0 cybCTaHLIi 3 4 pokiB A0 5 pokiB
34. | BPOHXO- Kancynu no 3,5 mr OM dapma LBeliuapi OM dapma CA LBeliuapis BHECEHHS 3MiH 10 peecTpavyjiiiHux maTtepianis: 3miHu I 3a UA/18520/01/01
BAKCOM no 10 kancyny CA a TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
AT 6nicTepi; no 1 abo thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
no 3 6nictepu B 3000B'A3aHb Ta YMOB Bugadi peecTpauiiiHoro
KapTOHHI Kopoo6Li noceigyeHHs, Bktovarouy MnaH ynpasniHHA pyu3nkamm
(3acTocyBaHHA 3MiH(M), sKi(a) BUMaratoTb(€)
noAanbLIOro 06I'PYHTYBaHHSA HOBUMM [OAATKOBUM
AaHVMK, L0 MaloTb HaJaBaTUCs KOMNETEHTHUM
OpraHoMm, OCKi/IbK BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - 3asiBHMKOM 3anpornoHOBaHO
nepexig, 3 HaujioHanbHOI Bepcii MNnaHy ynpas/iHHA
pu3ukis (3.0) Ha eBponelicbky Bepcito MnaHy
ynpasniHHA pu3unkiB (2.0) B 3B'A3KY 3 NPUBEAEHHSM Y
BiANOBIAHICTb AOKYMEHTIB KOMNAHii.
Pestome MnaHy ynpasniHHA pu3nkamn sepcis 2.0
fofaeTbes
35. | BPOHXO- Kancysm no 7 Mmr; no OM dapma LLseliyapi OM dapma CA LLIBeliyapis BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3MiHu |l 3a UA/18521/01/01
BAKCOM 10 kancyny CA A TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
AoPochni 6nicTepi; no 1 abo thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo

no 3 6nictepu B
KapTOHHIA Kopoo6Li

3060B's13aHb Ta YMOB BuAavi peecTpauiiHoro
nocBig4YeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasibLIoro 06I'pYHTYBaHHSA HOBUMM [O4aTKOBUM
JaHuMK, WO MaloTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OL[iHKa
KOMNETEHTHUM opraHom) 3asiBHUKOM 3anporoHOBaHO
nepexig, 3 HauioHanbHoi Bepcii MNnaHy ynpasiHHA
pu3ukis (3.0) Ha eBponelicbky Bepcito MnaHy
YnpasniHHs pusukiB (2.0) B 3B'A3KY 3 MPUBEAEHHSIM Y
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BIAMNOBIAHICTb AOKYMEHTIB KOMNAHil.
Pestome MNnaHy ynpasniHHA pusnkamu sepcis 2.0
[0Aa€ETbCA.
36. | BYAECOHI Hranauisa nig, 3AT "IHTENI INntBa NTABOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/12444/01/01
A-IHTENI TWCKOM, CyCMNeH3is, FEHEPUKC ANbO-KOHIOH, YTOUHEHHS1 HanucaHHsA ynakoBK/ B Haka3i MO3 peyenmom
50 mkr/go3a, no 200 HOPA" C.J. YkpaiHu Ne 1056 Big 17.06.2024 B npoueci
803 (10 mn) B BHECEHHA 3MiH (3MiHu | Tuny - 3MiHn WoAo
antoMiHieBOMy 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy (iHuwi
6a0Hi; no 1 6as1oHy 3MiHM) 3MiHW BHECEHO B iIHCTPYKLiO 4151 MeAUYHOro
3 N1aCTUKOBUM 3aCcTOCyBaHHS NikapCbKoro 3acoby y po3gain
afanTepom Ta «YnakoBKa», a came: BHECEHHS YTOYHEHHS BiAnoBiAHO
KPULLIKOKO Y 0o MKS 6e3 hakTUyHOT 3MiHM ynakoBku). Pefakuis B
KapTOHHili KOpooL; Hakasi - y kopobui. BipHa peaakuifi - y KQpTOHHil
KOpoo6L,i.
37. | BYAECOHI iHranauisa nig, 3AT "IHTENI INntBa NNTABOPATOPIO Icnanis BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3a UA/12444/01/02
A-IHTENI TUCKOM, CyCMeH3is, FEHEPUKC ANbAO-HOHIOH, YTOYHEHHA HanNMCaHHA yNakoBKM B Hakasi MO3 peyenmom
200 mkr/gosa, no HOPLO" C.J. YkpaiHu Ne 1056 Big 17.06.2024 B npoueci
200 po3 (10 mn) B BHECEHHSA 3MiH (3MiHK | Tuny - 3MiHK Wwoa0
antoMiHieBomy 6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsagy (iHLi
6as10Hi; no 1 6anoHy 3MiHM) 3MiHW BHECEHO B iIHCTPYKLiO 4151 MeANYHOro
3 NN1aCTUKOBUM 3acToCyBaHHSA Nikapcbkoro 3acoby y po3ain
ajantepom Ta «YnakoBka», a came: BHECEHHS yTOYHEHHS BiAMnoBigHO
KPULLIKOKO Y 00 MKS 6e3 chakTu4HOI 3MiHM ynakoBku). Pefakuis B
KQpPTOHHili KOopooLi Hakasi - y kopo6Lji. BipHa pegakuifi - y KapTOHHIl
KopooGLi.
38. | BEPAXWH Kancynu BariHasbHi Amakca JITg, Benuvka BMPOGHMLITBO 3a B’eTHam BHECEHHS 3MiH [JO peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/20205/01/01
AKC M'SIKi; BpuTtaHis NOBHUM LIMK/TOM: MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peyenmom
no 6 kancyny ®in IHTep dapma thapmakoHarnisgy. BeegeHHst abo 3miHM go
6nictepi, no 1 a6o 2 Ko., N74., y3ara/ibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
6nictepu y B’eTHam; (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHI KOpOOLi KOHTPO/Tb SIKOCTI: hapMakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
®in IHTep Papma BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
Ko., 114., B'eTHam KOHTaKTHOI 0c06M 3 dhapmakoHarnsay 3asBHUKa A5
3AiiCHEHHS (papMakoHarnsay B YKpaiHi, SKLWO BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkiyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLLEeHHI MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BigNoBigabHOI 3a
hapmakoHarnng,
[itoua pepakuis: BapaHiscbkuii Mrkona Onekcinosuy.
MponoHoBaHa pepakuis: Kapayeslesa Hatanis
BonognmupisHa. 3MiHa KOHTaKTHUX JaHnX
YMNOBHOBaXEHOI 0C06YM 3asBHMKA, BiANoBifa/IbHOT 3a
hapmakoHarnsg. YTo4HeHHs Woa0 agpecu Micua
3[iiCHEHHS1 OCHOBHOI AjsifIbHOCTI 3 hapmakoHarnsgy.
YTOYHEHHS W00 aApecy MiCLLe3HaXoKeHHsI macTep-
thaiina cuctemu hapmakoHarnsgy.
39. | BEPCABO KOHUEHTpAaT ans [-p Pepagai'c IHais [-p Peggpi'c IHais BHECEHHS 3MiH A0 peecTpauiiHnx martepianis: 3MiHu | 3a UA/19826/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
PO34MHYy AN Na6opatopi Na6opaTopic /T4 TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
iHdpysin, 25 mr/m; c it thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 4 mn (100 mr) y y3arajlbHeHUX AaHux npo cuctemy dapmakoHarnsgy
chnakoHi; no 1 (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hnakoHy y KopobL; thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
no 16 mn (400 mr) y BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
chnakoHi; no 1 KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
dhnakoHy y Kopobui 3[jiicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHsA thapmakoHarnsay (Bkyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu papmakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3aBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg,.
[Oitova pepgakuis: Dr. Nitu Sinha. MponoHoBaHa
pegakuist: Dr. Chetan Karoo. 3miHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOI 0C06Y 3a8BHWKa, BiANOBifa/IbHOT 3a
hapmakoHarnsag
40. | BEPCABO KOHUeHTpaT ans [-p Peppj'c IHAiA [-p Peggpi'c IHAisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/19827/01/01
pO34uHy Ans Na6opatopi Na6opartopic /114 TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHdpysiia, 25 mr/mn; in c g, thapmakoHarnagy. BeegeHHs abo 3miHn fo
bulk: no 4 mn (100 y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
Mr) y chnakoHi; no (BBEAEHHSA y3araslbHEHUX AaHVX MPO cucTemy
500 donakoHiB y thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
Kopob6ui; no 16 mn BiANOBIA&bHOI 3a 34iiCHEHHA thapmakoHarnagy;
(400 wmr) y donakoHi; KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
no 500 chnakoHiB y 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
Kopoo6Li BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBigaIbHOT 3a
hapmakoHarnag,.
[itoua pegaxuis: Dr. Nitu Sinha. MponoHoBaHa
pegakuis: Dr. Chetan Karoo. 3miHa KOHTaKTHMX AaHnX
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BignoBigabHOI 3a
dhapmakoHarnsg
41. | BIAOPA TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka Na6opaTtopioc IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/13405/01/01
MIKPO nNiBKOBOK Pecny6nik | JleoH ®apma, C.A. My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
o6onoHkoto, 3,0 a thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi

mr/0,02 wmr; no 28
Tabnetok B 6nictepi
(21 Tabnetka
XXOBTOrO KONbOpPY Ta
7 Tabnetok 6inoro
KO/Ibopy); no 1 abo
no 3 6nictepu B
KapTOHHIA Kopoo6Li

NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
NS MeAnYHOro 3acTocyBaHHsA
reHepuyYHNX/ribpuaHNx/6ionogibHNX Nikapcbkmx
3ac06iB nica BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHWIA Npenapar (3MiHa He NoTPebye HadaHHs
XOAHWX HOBUX JOAATKOBUX faHWX) 3MiHU BHECEHO A0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapcbkoro
3acoby y po3ginu: "Ocobnusi 3axoam
6e3nekn”,"B3aemogis 3 iHWMMU NiKapCbKMMu




38

Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mo6iyHi peakuii BigNOBIAHO A0 iHhopmaLii Wwoao
MEeAMYHOro 3aCTOCYBaHHA pethepeHTHOro NikapCbkoro
3acoby (OXKA3, TabneTtku, BKpUTI 0O0IOHKOID).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHSA
42. | BI3OnN TabneTkun, BKPUTI Akkopp, Icnanis BMPOGHMLTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/20312/01/01
nNiBKOBOK Xenckea nikapcbkoro Benuvka TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO0, Mo 200 C.NY. 3aco6y, NnepBuUHHE BpuTtaHis/ thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
mr; no 14 TabneTtok Ta BTOPUHHE ManbTa / y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
y 6nictepi; no 1 nakyBaHHs, ITanis (BBELEHHSA y3araslbHEHNX AaHUX MPO cucTemy
6nictepy B nauui KOHTPO/Ib SKOCTI thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
cepii: IHTAC BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
PAPMACBIOTIKA KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
NC NIMITEA, 3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
IHais; BiAMiHHA Bif YNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI
OinbHUUA 3 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTPOJTHO SKOCTI: KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MILLLEHHI MacTep-
ACTPOH thaiina cuctemu hapmakoHarssay). 3MiHa KOHTaKTHOT
PECbLOPY 0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
NIMITEL , Benvka YKpaiHi.
BpuTaHis; [itoua pepaxuis: LWnronesa MapiaHHa BikTopiBHa.
OinbHUUA 3 MponoHoBaHa pepakuia: LWynbl Onbra CepriiBHa.
KOHTPOJIO0 SKOCTI:
dapmagokc
Xenckea 1114,
ManbTa,
fopatkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHs:
AKKOP[,
XENICKEA
NIMITEL, Benvka
BpuTaHis;
fopatkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:

AKKOP-OKEW
NIMITEL, Benvka
BpuTaHis;
nofaTkosa
AiNbHUUA 3
BTOPWHHOIO
nakyBaHHA:
44N CANI YENH
(ITania) CMNA,
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
ITanis;
BignoBigasibHWi 3a
BMNYCK cepil:
AKKOP/,
XENCKEA
NIMITEL, Benvka
BpuTtaHis
43. | BISONTIK Kpani O4Hi, PO34uH, dapmaneBT Monbwa IDKALPAH XopBaris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 nionsizae UA/14935/01/01
0,5 Mr/mn1; o 5 MmNy | n4HWUiA 3aBOA, FTANEHCHBKI My - AOMIHICTPaTUBHI 3MiHWU. 3MiHa Ha3Bu peuyenma
nakoHi 3 “Monbthapm JNIABOPATOPII nikapcbKoro 3acoby - 3MiHa Ha3BM NiKapcbkoro
KpanesnbHULEeH i a’ C.A. n.4. 3acoby. 3aTBepaxeHo: BIBOMTWK 3anponoHoBaHo:
KPULLIKOKO 3 BISOMTIK BBeAeHHS 3MiH NPOTArom 6-Tu MicsuiB
rapaHTiiHum nicns 3aTBEPIXKEHHS.
KinbLem; no 2 3miHu | TUny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
dhnakoHu B hapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
KapTOHHI Kopoo6Li MapKyBaHHs NePBMHHOT Ta BTOPUHHOI YNakoBKY
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-Tu
MiCSILiB Nicns 3aTBEPAKEHHS.
44. | BI3ONTIK Kpanni ou4Hi, dapmaueBT MonbLa HKAOPAH Xopsartis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 nionsizae UA/14935/01/01
po34uH,0,5 mr/mn; WYHWIA 3aBOJ FTANEHCBKI TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpO6GHUYOT peyenma
no 5 mn y cpnakoHi 3 “Monbthapm JIAGOPATOPII OinbHULI (BKIKOYaoUM AinbHUL Ans AP, NpomibKHOro
KpanesnbHULEeH i a” C.A. o.o. npoaykTy abo roToBOro ikapcbKoro 3acoby, AinbHUL
KPYLLIKOIO 3 NS NpoBefieHHsA NakyBaHHA, BUPOOHYKa,

rapaHTiiHUm
KifbLem; no 2
dhnakoHu B
KapTOHHIA Kopoo6Li

BiANOBiA@bLHOIO 3a BUNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTayanbHyKa BUXIAHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY

(AKLLO 3a3HAYEHO Y [0CbE) BUTYYEHHSI BUPOOHNYOT
AinbHUUI Ans BMpo6HuuTBea 13 dapmavueBTUdHNniA
3aBog “MOJIbOAPMA» C.A., MonbLya, Wo Bignosigae
3a BUPOBGHMLTBO, NEPBUHHE | BTOPUHHE MakKyBaHHS,
KOHTPO/b cepii Ta BunycK cepii MN3.
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCYyBaHHSA NikapCcbKoro 3acoby y posainu
"Bupo6HMK", "MicLe3HaxomKeHHs BUPOGHVKa Ta
ajpeca MicLsa NpoBaXeHHs Moro AisnbHOCT" a came
BW/YYEHHSI BUPOOHMYOT AiNbHULL, SIK HACNIL0K

BU/TyYEHHS TEKCTY MapKyBaHHS yNaKkoBOK NiKapCbKoro
3aco6y. 3MiHu | TUny - 3MiHK 3 siKoCTi. [OTOBWMIA

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa y
NepBWHHIli yNakoBLji rOTOBOro /ikapcbkoro 3acoby (Tvn
KOHTelHepa abo foAaBaHHA HOBOTO KOHTeliHepa) -

BunyyeHHss NepB1HHOT yNakoBKK, LLO He NpU3BOAUTb

[0 NOBHOTO BU/TYYEHHS iKapCbKOro 3acoby 3 neBHoO0

cunoto aii abo y neBHili Nnikapcbkii OpMi - BUNYyYEHHS
NnepBUHHOI ynakosku: no 0,5 Ma1 y nnacTMkoBoMy

oNakoHi 04HOPAa30BOro BUKOPUCTaHHS; no 12
(h/1aKOHIB B KapTOHHIli KOPOO6L, L0 BUPO6sIoCA Ha
BMPOGHWUIl AiNbHULI PapMaueBTUYHWIA 3aBOA
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

«MOJIb®APMA» C.A., MonbLya, Lo 06r'pyHTOBYETLCA
BUAATEHHSIM BUPO6HUYOI AinbHUL ®apmaueBTUYHWiA
3aBog, «MNOJIb®APMA» C.A., MNonbLia 3MiHN BHECEHO
B IHCTPYKL,iO 418 MeANYHOro 3acTOCyBaHHs
nikapcbKkoro 3acoby y po3gin "Ynakoeka', a came
BUTYYEHHSA NEPBVHHOT YNakoBKM, K HAC/IA0K
BUTYYEHHS TEKCTY MapKyBaHHA NEPBUHHOI YNaKOBKY.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEEHHS
[04aTKOBOI fiTbHUL BUPOBHMLTBA A5 YacTUHN abo
BCbOr0 BMPOOHNYOrO NPOLECy roTOBOro NiKapCbKoro
3acoby (AinbHMULA, Ha Skl NPOBOAATLCA 6Y/Ab-SKi
BMPOBHUYI CTagji, 3a BUHATKOM BUNYCKY cepil,
KOHTPOJTI0 AIKOCTi Ta BTOPMHHOTO NMakyBaHHA A1
CTepPW/IbHUX NiKapCbKUX 3aco6iB (BKIOUYaUm
BMPOGEHi acenTUyHUM MEeTOA0M), KpiM NiKapCbKNX
3aco6iB 6i0N10ri4YHOro/iMyHO/TONYHOTO MOXOMKEHHS)
3aMiHy AinbHULi BUpo6HMUTBA AN M3 3
BapLuaBcbkuit thapmaueBTUyHUIA 3aBog Monbda AT,
Monbuwa Ha JPKALPAH FTANEHCBKI TABOPATOPIN
A0.4., XopearTisi. 3MiHu | Tuny - 3miHu 3 sAkocTi. FoToBWMIA
nikapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUA 4151 BTOPUHHOTO
nakyBaHHs) 3amiHa AifibHWLi BTOPUHHOTO NakyBaHHS
ansa M3 3 Bapwascbkuii hapmaleBTUYHWUIA 3aBOA,
Monbdha AT, Monblia Ha IXKALPAH FAIEHCHKI
JIABOPATOPIV g.4., XopBsarTist
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo BBEfEHHS
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOBHMYOro NpoLecy roToBOro Nikapcbkoro
3aco6y (AiNbHWUA 415 NePBUHHOTO NakyBaHHS)
3amiHa AiNbHULI NEePBMHHOIO NakyBaHHs ans 13 3
BapluaBchkuii hapmaueBTUYHWIA 3aBog, Monbda AT,
Monsiua Ha JKALPAH TAIEHCbHKI TABOPATOPII
A.4., XopeaTis. 3MiHu | Tuny - 3miHu 3 AkocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMUTBI. 3amiHa abo
BBE/lEHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (iHLi 3MiHW)
3amiHa AinbHUU Ana ctepunisauii nepBUHHOIO
nakyBaHHs, 3 Instytut Chemii i Techniki Jadrowej,
Poland Ha MediscanGmbH@Co KG, ABCTpist. 3miHu |

MRy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT

AinbHULI (BKAOYatoum AinbHuli ana A®l, npomikHoro
nNpoAayKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpoBefieHHs NaKyBaHHs, BUPOOHNKa,
BiJNOBIAA/ILHOIO 3a BUMYCK CepilA, MicLle NpoBeAEeHHS
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

KOHTPOIO cepii) abo noctayanbHVKa BUXIgHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBUHU
(AKLW0 3a3HAaYEHO Y A0CbE)

BUYYEHHS BUPOOHUYOI AinbHULi gns MN3 ana
cTepunizaulii NepBMHHOTO NakKyBaHHS, 3aTBEPAXKEHO:
Synergy Health Radeberg GmbH, Germany;
3anponoHoOBaHO: cTepuizaLis NepBUHHOIO NakyBaHHSA
MediscanGmbH@Co KG, AscTpisi. 3miHu | Tuny -
3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHK, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIH0 AKOCTi FOTOBOr0
nikapcbkoro 3acoby (3amiHa abo JoaaBaHHSA
BMPOGHMKa, Lo BiAMNOBIfAE 3a BBE3EHHS Ta/abo
BMMYCK cepii) - Bkntoyaouy KOHTPOb/BUNPOGYBaHHS
cepii - 3amiHa BMpobHuka M3, wo signosigae 3a
BWMYCK Cepii, BKNOUaUM KOHTPO/Ib cepii 3
BaplaBcbkuii dhapmaueBTUYHWiA 3aBog, Monbda AT,
Monbiua Ha JXKALPAH TAIEHCBKI TABOPATOPII
A.4., Xopsartis, CsinHo 20, Pigpxeka, 51000
3MiHN BHECEHO B IHCTPYKL,iIO 4151 MEANYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"BUpo6HMK", "MicLie3HaxomKeHHs BUPOGHVKa Ta
agpeca MicLs NpoBaKEHHS MOro AisfibHOCTI" 3
BiAMNOBIAHMMU 3MiHAMW B TEKCTi MapKyBaHHS YNakoBOK.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoveci BUPO6HULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby (iHLWi
3MiHM) 3MiHM y npoueci BUpobHuuTBa N3, BKIoyaum
NPOMDKHWIA MPOAYKT MOB'A3aHi 3 aganTauieto
3apeECcTPoBaHOro BUPOGHNYOTro NpoLEeCy Bif, AitoYoi
BMPOGHMYOI AiNbHMLi BapLluascbkuii hapmaLleBTUyHWiA
3aBog Monbdha AT, Monbwa A0 NPoNoHOBaHOI
BUPOGHMYOT ginbHuui IDKAOPAH TANNEHCHKI
JNIABOPATOPIV g.4., Xopsaris. AganTalis
TEXHO/IOrYHOro obagaHaHHsa 40 po3Mipy cepii, Wwo
3MiHMBCS, 3MiHM Ha eTani MpuroTyBaHHA NPOMIDXHOIoO
(bulk) po3unHy. 3miHu | TUNY - 3MiHK 3 IKOCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHN Y
npoLeci BUpOGHULITBA FOTOBOrO /1iKapCbKoro 3acoby,
BK/THOHAI0YN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHMLTBI FOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHM) 3MiHK Y npoueci Bupo6bHuLTBa /13, BKIYaoum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPO6HMLTBI /13. 3MiHM cTOCy0TbCS BBeAEHHSA Yacy
acenTUYHOro npoLiecy Ta 3arasbHOro Yacy npowecy
Bifl noyaTky npurotTysaHHs npomikHoro (bulk) posunHy
[0 3aBepLUEHHS HaNoOBHEHHS. 3MiHW Y BUPOGHUYOMY




42

Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

npoueci Noe'a3aHi 3 aganTaLielo 3apeecTpoBaHOro
BMPOGHWYOro MPOLECy Bif Aito4oi BUpOGHMYOT
AinbHUU BapluaBcbkuii hapmaleBTUYHNIA 3aBO,
Monbcha AT, MonbLia Ao NPONOHOBAHOI BUPOGHNYOT
AinbHUL IXKALPAH TANIEHCBKI TIABOPATOPIWA
4.4., Xopsaris.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHN BUNpobyBaHb abo
L0NyCTUMMX MeX, BCTAHOB/IEHUX Y creuudikaLisx, nig
Yyac BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(OofaBaHHA HOBOro MeToAy BUNPO6yBaHHA Ta
[OMYyCTUMMX MEX) AONOBHEHHA HOBOTO MeToAy Ta
[ONYCTUMMX MEX BCTaHOBMIEHUX y crieumdikayisx, nig
yac BupobHuuTBa /13, a came nokasHuka Yac
acenTuyHoro npouecy (124 rog) Ta 3arasibHuiA Yac
npoecy Bif, novaTky NpurotyBaHHa npomixHoro (bulk)
PO34MHY A0 3aBepLUEeHHA HanoBHeHHs (162 rog) Ha
eTani Yac BUTPUMKM Ta Yac 06pobku, Lo
06I'PYHTOBAHO MOCU/IEHHAM KOHTPOJIHO KPUTUYHNX
napameTpis BVUPOOGHNYOro NPoLEecy Ha HOBOMY
06naaHaHHI. 3MiHW | Tuny - 3MiHK 3 AKOCTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPoO6GHMLTBA rOTOBOro
nNiKapcbKoro 3acoby (BU/ly4eHHS1 HECYTTEBOrO
BMNPOGYBaHHSA B NPOLIECi BUPOOHULITBA) BUTYYEHHS
HecyTTeBOro BUNpobyBaHHsA B NpoLeci BUPOOHMLTBA Y
cneundikauisix, nig yac BupobHuyTea N3, a came
nokasHuka KoHTposib Yacy nepemillyBaHHs Ta
Temnepartypu nig vyac HarpiBaHHA Ha eTani
MpuroTyBaHHs PO3unHy, WO 06IPyHTOBAHO
afanTauieto BUpO6HNYOro nNpoLecy Ha HOBOMY
o6nafHaHHi.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHN BUNpobyBaHb abo
OONyCTUMMX MeX, BCTAHOBMIEHUX Y creuudikaLisx, nig
Yyac BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(BWTyYEHHSI HeCyTTEBOIO BUNPOOYyBaHHA B NpoLeci
BMPOGHWLTBA) BU/TyYEHHS HECYTTEBOrO BUNPOBYBaHHS
B NnpoLieci BUpo6HMLTBa Y crevudikalisx, nig yac
BMpOG6HMUTBA 13, a came noka3Hvka KoHTposb
Temnepartypw / nicnsa NpoLecy OXONOMKEHHS Ha eTani
MpuroTyBaHHs pO3unHy, WO 06IpPyHTOBAHO
ajanTauieto BUpO6HNYOro nNpoLecy Ha HOBOMY
06naaHaHHI. 3MiHW | Tuny - 3MiHK 3 AKOCTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI. 3MiHK
BUNPOOYBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPO6GHMLTBA rOTOBOro
niKapcbKoro 3acoby (BU/ly4eHHS1 HECYTTEBOrO
BMNPOGYBaHHS B NPOLECi BUPOOHMLTBA) BUTYYEHHSI
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

HecyTTeBOro BUNpobyBaHHS B NpoLeci BUPOGHULTBA Y
cneumdikauisix, nig yac BupobHunuTea N3, a came
nokasHvika BusHauyeHHs pH Ha eTani MpurotyBaHHs

PO34KHy, W0 06I'PYHTOBAHO afanTayield BUPpOBHNYOro

npowecy Ha HOBOMY 061agHaHHi. 3MiHu | Tuny - 3MiHK

3 aKoCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOBGHULITBA rOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPO6YBaHHSA B NPOLEC

BMPOOHWLTBA) BU/TyYEHHS HECYTTEBOIO BUNPOBYBaHHS

B NpoLieci BUpOGHMLITBA Y cnewudikalisx, nig yac
BMpo6HULTBa 13, a came nokasHuka KoHTposb
Temneparypu nicas NpoLecy OXONO0MKEHHSA Ha eTani
MpuroTyBaHHA PO34nHy, WO 06r'PYHTOBAHO
ajianTaduieto BUpO6HNYOro NpoLecy Ha HOBOMY
o6nagHaHHi. 3miHn | Trny - 3MiHK 3 AKoCTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOOGHULTBI. 3MiHN

BMNPOGYyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHNX Y

cneundikauisix, Mg yac BMpoOHMLTBA rOTOBOrO
niKapcbKoro 3acoby (BW/1y4EHHSI HECYTTEBOrO
BMNPOOGYBaHHA B NPOLIECI BUPOOHULITBA) BUNYYEHHS

HecyTTEBOro BUNpobyBaHHA B NpoLeci BUPOOHMLTBA Y
cneumaikauisx, nig yac BupobHuuTea N3, a came
nokasHuka LlinicHicTb dinbTpy Ha eTani dinbTpauis,

L0 O6r'PYHTOBAHO ajanTavielo BUpo6HMYOro npotecy

Ha HoBOMY 06n1agHaHHi. 3MiHW | TUMy - 3MiHW 3 SKOCTI.

[oTOBWIA NiKapCbkMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,

BCTaHOB/IEHUX Y cneuudikauisx, nig yac BMpobHULTBa

roTOBOrO JiKapCbKOro 3acoby (BU/TyYEHHs1 HECYTTEBOIO
BMNPOGYBaHHSA B NPOLIECi BUPOOHULITBA) BUTYYEHHS

HecyTTeBOro BUNpobyBaHHsA B NpoLeci BUPOOHMLTBA Y
cneumdikauisix, nig yac sBupobHuyTea N3, a came
nokasHuka Po3mip 4031 Ha eTani HanoBHEHHS, L0

06r'pyHTOBaHO aganTauieto BUPO6HUYOro npoLecy Ha
HOBOMY 06/1afjHaHHI. 3MiHN | TUNy - 3MiHW 3 SIKOCTI.

[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMUX MEX,

BCTAHOB/IEHVX Y cneundikauisx, nig vyac BMpo6bHULTBa

roTOBOrO NiKAPCbKOro 3acoby (BUIyYeHHS HECYTTEBOIO
BMNPO6YBaHHS B NPOLIECI BUPOOHULITBA) BUMYYEHHSI

HecyTTEBOro BUNpobyBaHHS B NPoLEeCi BUPOGHULTBA Y
cneumdikauisix, nig yac BupobHunuTea N3, a came

nokasHuka KoppekTHiCTb Ta SKiCTb ApyKy HOMepy cepil

Ta TePMiHy NPUAATHOCTI HA ETUKETLLi, KAPTOHHIi

KOpOoO6Li Ta oNToBIl kopobLi Ha eTani MakyBaHHS, LU0

06r'pyHTOBaHO aganTalieto BUPO6HUYOro npoLecy Ha
HOBOMY 06/1aZjHaHHi. 3MiHN | TUNYy - 3MiHW 3 SIKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

cKnagi (4OoNOMDKHUX peyoBMHaX) roTOBOrO JliKapCbKOro
3ac00y (iHWi 3MiHN) TEXHIYHA MOMMIIKA, OCKI/IbKM Npu
peecTpadii /13 6yn0o 3po6/1eHO HE KOPEKTHUIA
nepeknag 3 aHrniicbkoi MoBu, a came Water, highly
purified 6yno nepeknageHo, Sk BOAa AN iH'EKLIN.
3MiHV BHECEHO B IHCTPYKLiI0 AN MeAUYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y po3gin "Cknag"
(monomikHI pe4yoBuHW). BBEeAEHHS 3MiH NPOTArom 6-Tn
MicALiB nicnsa 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHMX PEYOBWH (iHLUi 3MiHW) 3MiHW KOHTPOSTO
[0MOMDKHOT peyoBUHU, L0 BXOANUTb Y cknag M3, a
came BOAM oumLeHoi Ao MoHorpadii Ph. Eur 0008.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWi
3aci6. Cuctema KoHTeliHep/3aKynoptoBasibHuiA 3aci6.
3MmiHa napameTpiB cneuudikauii Ta/abo fonycTUMUX
MeX NepBUHHOI YakoBKM rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) 3MiHKM NapameTpiB cneuudikauiii
Ta JONYyCTUMUX MEX NEPBUHHOI YNakoBKW rOTOBOTO
nikapcbKoro 3acoby (M'13), a came chnakoHy; 3MiHM
BM/IMHYNW Ha napameTpu: MaTepian (BUHECEHO i3
cneumdikauii Sk okpema yacTuHa posginy 3.2.P.7),
cKnag, matepiasy 3 SKOro BUpPo61si0TbCs (h1akoHN
3aMWAETbCA HE3MIHHUM. 3MiHW | TUnY - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(iHwWi 3miHW) 3MiHM NapameTpiB crneuudikayin Ta
[0NyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOrO
nikapcbkoro 3acoby ([13) — kpanenbHULI; 3MiHW
BM/IMHY/IM Ha MOKa3HWkn MaTepian (BUHeceHo i3
cneuuagikauii sk okpema YactuHa posginy 3.2.P.7.
Cknag, matepiasy 3 IKoro BUpo61st0TbCA KpanenbHUL
3a/MLWIAaeTbCA HE3MiHHMM. 3MiHu | TUny - 3MiHK 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3MiHK) 3MiHW NapameTpiB cneuudikayii Ta
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOIO
nikapcbKoro 3acoby (M13) — KpuLLKa; 3MiHW BNNHYN
Ha nokasHukn MaTepian (BUHeceHo i3 cneuudikawii K
oKpema yacTuHa po3giny 3.2.P.7). Cknag matepiany 3
AKOro BUPOBNSAIOTLCS KPULLKM 3a/ULLIAETLCSA
HE3MiHHUM. 3MiHu | TUnYy - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa chopmm
a60 po3Mmipy KOHTEelHepa UM 3aKynoptoBaslbHOIO

3aco6y (NepBMHHOI yNakoBKKW) (CTEPULHI NiKapCbki
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Ymosu

Peknam

Homep

n/n

JliKapcbKoe2

Ha3ssa

(nikapcbka ¢hopma,

Popma surnycky

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

BionycKy

yBaHHs

peecmpayitiHo2o
nocsio4yeHHs

0 3acoby

ynakosKa)

3aco6u) 3MiHM po3mipy h1akoHy rOTOBOTO JliKapCbKOro

3acoby (I'N13) y 3B'A3Ky i3 3MiHOI BMpOGHMKa 13,
Bi4NOBIAHO, afanTaLjielo NepBMHHOT YNakoBku nig,
BMPOGHUYI MOTY)XXHOCTI HOBOrO BUPOOHMKA; cKiag
mMarepiany 3 SKoro BUpo6ns0TbCs hakoHn
3aMWAETbCA HE3MIHHUM. 3MiHW | TUnY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWi 3aci6. 3MiHa chopmm
ab0 po3mipy KoHTeliHepa Yn 3aKynopBasIbHOro
3aco6y (NepBUHHOT yNakoBkK) (CTEPUBLHI NiKapCbKi
3ac06¥) 3MiHV PO3MipY KPULLIKM FOTOBOrO NiKapCbKoro
3aco6y (I'N13); y 3B'A3Ky 3i 3MiHOW BMPOGHMKa 13 i,
BIANOBIAHO, afanTalieo NePBUHHOT YNakoBKM Mif,
BMPOGHMWUYI MOTY)XXHOCTI HOBOTO BUPOGHUK; CKnag,
matepiany 3 SKOro BUPOBIAIOTLCA KPULLIKKN
3a/IMLLIAETLCA HE3MIHHUM. 3MiHu | TURY - 3MiHK 3
AkocTi. [o0ToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa chopmm
ab60 po3Mipy KOHTEelHepa UM 3aKynoptoBaslbHOTO
3aco6y (NepBUHHOT yNakoBKK) (CTEPUIIbHI NiKapChKi
3acobu) 3MiHM po3Mipy KpanenbHULi (nepBrHHA
ynakoBKa) roToBOro nikapcbkoro 3acoby (I'/13); 3miHn
noB’'si3aHi i3 3MiHOK BMPOGHWKa /13 i, BiAMOBIAHO,
ajanTauiero NepBUHHOT YNakoBKy Nif, BUPOOHUYI
NOTY)XHOCTI HOBOTO BUPOGHMKA;CKNag maTepiany 3
SIKOro BUPOG/IATLCA KpanebHULj 3a/IMIAETbCA
He3MiHHUM. 3MiHW | TUny - 3MiHK 3 AKOCTi. FoTOoBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO MikapCbKOro 3acoby (BUnyYeHHs
yMakoBKM NEBHOTO PO3Mipy) BuayyeHHs ynakoBku
Nel2
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"YnakoBka" (BWyYEHHS YMakoBKM MEBHOTO PO3MIpY).
3MmiHu Il TURYy - 3MiHK 3 SKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa po3mipy cepii
(BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (iHLi 3MiHW) 36iNbLIEHHS PO3Mipy
cepii (36inbLUEHHA nepeBuLLye 36inbLueHHs go 10
pasiB), 3atBepaxeHo: 200 | (201 kr) (40.000 bottles),
3anponoHoBaHo: 3 000 kr (597.00 bottles)

3a

UA/4020/01/01

45,

BIHOPE/Ib
BIH
"EBEBE"

KOHL,eHTpaT ans
pO34nHy AnA
iHcpysiia, 10 mr/mn,
no 1 mn (10 mr) abo
5wmn (50 mr) y
dhnakoHi; no 1
hnakoHy B

EBEBE
dapma
lec.m.6.X.
Hdor. KI

ABCTpis

NOBHUIA LKA
BMPOGHMLTBA:
®APEBA YHTepax
'M6X, ABCTpIs;
BWMYCK Cepii:
EBEBE ®dapma
lec.m.6.X. Hor.

AscTpis/
HimeyuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;

peyermom

KI, ABCTpis;

KOHTAKTHOI 0CO6M 3 dpapMakoHarnsay 3asBHuka ans

KapPTOHHI KOpoOL
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
TEeCTyBaHHs: 3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
Mhn BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Mikpobionoriwec 3a 3[jiicHeHHs1 hapMakoHarnaay (Bkiyarum
Mptochnabop KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
M6X, ABCTpIs; thaiina cuctemm chapmakoHarnsgy). 3miHa
TECTYyBaHHS: YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
Na6op NIC CE & hapmakoHarnag,.
Ko.KI", HimeuunHa [itoua pepakuis: dasig OxoH Nesic / David John
Lewis. MponoHoBaHa pepakuis: Juergen Maares /
KOpreH Maapec. 3MiHa KOHTaKTHUX AaHNX
YMOBHOB&XEHOT 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
thapmMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6U 3aAaBHMKA,
BiANOBIAaLHOI 3a hapmakoHarnag B YkpaiHi. fitoua
pepakuis: Opnos B'auecnas Biktopouy.
MponoHoBaHa pepfakuis: TaHacoBa 3opsiHa
MukonaisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6W 3asiBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi. 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iICHEHHS1 OCHOBHOI AiANIbHOCTi 3 hapMakoHarnsay.
46. | BIHOPE/b KOHUeHTpaT ans Akkopfg, Monbwa fofaTkose Benuvka BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/19768/01/01
BIH pO3uuHy Ans Xenckea BTOpPUHHE BpuTaHis/ TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
AKKOPZ, iHcpysii, 10 mr/mn no | Moncka Cn. nakyBaHHs: IHais/ CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa y
1 mn (10 mr), no 5 3.0.0. AkKoppg Xersickea YropwwmHa/ mMeToax BUNPO6YyBaHHSA NEPBUHHOT yNakoBKM FOTOBOTO
mn (50 mr) y Niviten, Benuka Monbwa nikapcbKoro 3acoby (iHWi 3MiHM y meToaax

dhnakoHi, no 1
hnakoHy y nauui

BpuTaHis;
BMPOGHMLTBO
nikapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
IHTac
dapmachbloTikanc
Nimites, IHaiA
KOHTPO/Ib SIKOCTI:
BeccniHr XaHrepi
KdT., YropwuHa;
KOHTPO/Ib SIKOCTI:
dapmasanig /174,
Mikpo6ionoriyHa
nab6opartopis,
YropuuHa;
BUNYyCK cepii
AkKoppg Xesickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLla

BMNPO6YBaHb (BK/OHAOUM 3aMiHy abo fofaBaHHS))
[lofaBaHHs 4OAATKOBOTO METOAY aHaui3y KOHTPO/IIO
(Inhouse) BMNpo6yBaHHA Ha MULL'AK 415 CKIISIHUX
(h1aKoHIB.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
47. | BICMYTY rpaHyun MAT Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu | - UA/6280/01/01
CYBUUTPA | (cybecTaHuis) y "®apmak” TUny - 3MiHK 3 aKkocTi. A®Il. CTabinbHICTb. 3MiHa
T naketax noAgiiHMX 3 nepiogy NoBTOPHWX BUNpo6yBaHb/nepioay 36epiraHHA
KOMOIAHW | nnisku a60 ymoB 36epiraHHs A®| (3a BigcyTHOCTi y
n nosieTuNeHoBoI Ans 3aTBEpP)KEHOMY [1OCbE cepTudikaTa BignoBigHOCTI
BMPOGHMLTBA €Bponelicbkii hapmakonei, Lo BKkIoyae nepiog,
HecTepuibHNX NMOBTOPHOro BUNpobyBaHHS) (Nepios NOBTOPHOIO
nikapcbknx hopm BMNpobyBaHHA/nepios 36epiraHHs) - SMEHLLEHHS
3MiHa TepMiHy npugartHocTi APl 3aTtBepaxeHo: 4
pOKMK. 3anponoHoBaHO: 3 Pokn. 3MiHu | TUNY - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BUNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa APl (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI EBpONENCHKii
chapmakonei, Lo BKIOYaE nepiog NoOBTOPHOrO
BMNPOOGYBaHHSA) (iHLWi 3MiHW) 3MiHa YMOB 36eperaHHs
ADI.
3aTBeEpOKEHO: 36epiraHHs B cyxoMmy, 3axuLLeHOMy Bif
cBiTna micui npu Temnepartypi Big 8° C go 15°C.
3anponoHoBaHo: 36epiraHHs
B opuriHanbHii ynakoBLi Npu Temneparypi He BuLle
25°C.
48. | BOKACENT | tabnetku; no 12 TOB «Awmina YkpaiHa Mpicaii3 IHAjsA BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3miHa 6e3 nionsizae UA/11466/01/01
Tabnetok y énictepi; Xenc Kea» Xewmichapma MB.T. 3asBHUKa /13 (MIBM) (BnacHWka peecTpaviiHoro peuyenma
no 1 6nictepy B nra. noceigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
KapTOHHI kopobuyj; 460): 3MiHV BHECEHO B iHCTPYKLi0 AN MEeANYHOro
no 4 tabnetkn y 3aCTOCYBaHHSA NiKapcbKoro 3acoby Ta TekcT
6nictepi; no 1 MapKyBaHHS yMakoBOK, a caMe: BUTy4eHO iHdhopmalLlito
6nictepy y LLIO0 Ha3BM Ta MIiCLE3HAXOMKEHHS 3asiBHMKA. TepMiH
KapTOHHOMY BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
KOHBEPTI 3aTBEPLKEHHS.
49. | TABAHA® Kancynu no 75 mr, NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14764/01/01
no 10 kancyny "Kuismeanp "KuiBmegnpenapa TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
6nicTepi; no 2 enapat” T cepTucpikaT BignoBigHOCTI EBponelichKii

6nictepy B navw,j

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEPXEHOro BUPOOHUKA - NOJaHHS HOBOTO
cepTudikaTa BignoBiAHOCTI EBpONEiChKil
thapmakonei Ne RO-CEP 2019-073 - Rev 01
(3aTBEepaxeHo: RO-CEP 2016-218 - Rev 01) gns Adl
nperabaniHy Bif 3aTBepAXEHOro BUpobHMKa Aurisco
Pharmaceutical Co., Ltd., Kutaii. 3mitu | Trny - 3miHun
3 skocTi. CepTudikar BignosigHocTi/l E-cepTudiikat
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

BiNOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.

MopaHHA HOoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZiNOBIAHOCTI E€Bponeichbkiin thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, LU0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - BunyyeHHs
cepTudikaTiB (3a HasABHOCTI MyNbTUMNETHOrO
ceptudpikaTa Ha maTepian) BUyYeHHs ceptudiikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei RO-CEP
2016-218 - Rev 01 gns A®| nperabaniHy BUPO6GHUKa
Aurisco Pharmaceutical Co., Ltd., Kutaii.

50.

FABAHA®

Kancynu no 150 mr;
no 10 kancyny
6nictepi; no 2
6nictepy B navy,

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"KuiBmegnpenapa
T

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
B)XE 3aTBEP)KEHOro BUPOGHHMKA - MOLAaHHA HOBOTO
cepTudpikaTa BignoBiAHOCTIi EBpONEiChKil
thapmakonei Ne RO-CEP 2019-073 - Rev 01
(3aTBepaxeHo: RO-CEP 2016-218 - Rev 01) gns Adl
nperabaniHy Bif 3aTBepAXeHOro BUpobHMKa Aurisco
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Trny - 3miHun
3 akocTi. CepTudikat BignosigHocTi/lE-cepTudiikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiAnoBigHOCTI EBponelickkin hapmakonei: ans Adl;
[ON5 BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI Ad;
ON151 AONOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - BunyyeHHs
cepTudikaTis (3a HasABHOCTI My/IbTUMNETHOTO
cepTuddikaTa Ha maTepian) BUNy4YeHHs ceptudiikata
BiANoOBIgHOCTI EBponeiickkili hapmakonei RO-CEP
2016-218 - Rev 01 gns A®| nperabasniHy BUPO6HUKaA
Aurisco Pharmaceutical Co., Ltd., Kutaii.

3a
peyenmom

UA/14764/01/02

51.

FTABAHA®

kancynu no 300 wmr;
no 10 kancyny
6nicTepi; no 2
6nictepu B nauLi

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"KuiBmegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BifnoBigHOCTi abo

3a
peyenmom

UA/14764/01/03
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEPA)KEHOro BUPOGHUKA - MOLAaHHA HOBOrO
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei Ne RO-CEP 2019-073 - Rev 01
(3aTBEpmKeHO: RO-CEP 2016-218 - Rev 01) g5t A®!
nperabaniHy Bif 3aTBEpAXEHOro BUpPOOHMKa Aurisco
Pharmaceutical Co., Ltd., Kutaii. 3miHu | Trny - 3miHn
3 aKkocTi. CepTudpikat BignosigHocTi/lE-cepTuddikat
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HOoBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYEHHS cepTudikara
BiANoBiAHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - BunyyeHHs
cepTudikaTis (3a HasABHOCTI My/IbTUMNETHOTO
cepTuddikaTa Ha maTepian) BUy4YeHHs ceptudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei RO-CEP
2016-218 - Rev 01 gna A®| nperabasiHy BUPO6HUKA
Aurisco Pharmaceutical Co., Ltd., Kutaii.

52.

FEMUUTAB
IH AKKOPA

KOHLeHTpaT Ans
pO3unHy Ans
iHcpysin, 100 mr/mn;
no 2 mn (200 wmr), 10
M (1000 mr), 15 mn
(1500 wmr), 20 mn
(2000 mr) y
dnakoHi; no 1

hnakoHy y
KapTOHHII nayui

Akkopf,
Xernckea
Moncka Cn.
3.0.0.

MonbLua

Brpo6Hu1UTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHE Ta
BTOPUHHE
naxkyBaHHs:
IHTac
dapmacbioTikanc
Niviten, IHaja

Brpo6HMUTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHE Ta
BTOPUHHE
naxkyBaHHs:
IHTac
dapmacbioTikanc
Nimitea, IHaia

BTopuHHe
naxkyBaHHs:
Akkopg Xenckea
NimiTen, Benvka
BpuTtaHis

IHais/
Benuvka
BpuTaHis/
Monba/
YropwwmHa/
ManbTa/
ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKn NikapcbKoro 3acoby,
a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) -
3MiHV BHECEHO [0 IHCTPYKUiT AN MegnyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii"
BignoBigHO A0 iHhopmaui 3 6e3neku Aitoyol
peyoBuHW. TepMiH BBEEHHS 3MiH - NPOTArOM 6
MiCALIB MIiCNA 3aTBEPIKEHHS.

3a
peyenmom

He
nionsieae

UA/17799/01/01
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n/n

Ha3ssa
JNliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocsioYeHHs1

BignosiganbHwii
3a BUNyCK cepii:
Akkopg Xenckea
NimiTen, Benvka
BpuTtaHis

BignosiganbHwii
3a BUNyCK cepii:
Akkopg Xenckea
Moncka Cn. 3 0.0.

Cknag ImnopTepa,

MonbLa

KoHTponb sikocTi
cepii:
€BpodiHc
AHaniTikan
Cepsices XaHrepi
KdpT., Yropuymta

KoHTposb sKoCTi
cepii:
Papmagokc
Xenckea 1114,
ManbTa

KoHTposb sKoCTi
cepii:
NABAHANIBIC
C.P.N, Itanis

KoHTponb sikocTi
cepii:
PAPMABANIL
nra.
Mikpob6ionoriuHa
nab6opartopis,
YropwmHa

53.

riAPOKOPT
N30H

Masb 04Ha, 5 mr/r no
3ry Ty6i; no 1 Ty6i
B KapTOHHI kopobLyi

TOB
«BAYLU
XEJIC»

Ykpaina

Papm3aBof,
Enbga A.T.

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
noctayasibHuKa nakyBasjibHUX maTtepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HA4YeHO B JOCbE) (3aMiHa
abo fofaBaHHA NocTadvasibHUKa) A0AaBaHHAM
anbTepHaTMBHOIO NocTayasibHYKa auTtoMiHIEBUX TY6
WITTE Y SOLA 3 meTolo onTumisalii BUpobHuLTBa
rorosoro J13.

3a
peyermom

UA/4619/01/01

54.

riaAPOKOPT

Ta61eTkn no 10 mr,

TOB «MIBE

Ykpaina

Mi6e MM6X

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

UA/18052/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
N30H 10 no 10 TabneTok y YKPAIHA» ApuHaimMiTTeNb Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom
MI" MIBE® 6nicTepi; no 6 abo cepTudikaT BignoBigHOCTI EBpONENCHKIi
no 18 6nictepis y hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
nauui OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
hapmakonei R1-CEP 2002-220-Rev 02 gns giroyoi
PEYOBMHM TiAPOKOPTU3O0H Bif BXE 3aTBEPAKEHOIO
BMpobHuka Pharmacia & Upjohn Company LLC, USA
B 3B’A3KY 3 NpMBEAEHHAM cneuudikaLii 4o BuMor
OHOBJ/IEHOT MoHorpadii Ha A®I Ta 3miHa Ha3BK
BnacHuka CEP, micue BUpO6HMLTBA HE 3MIHNIOCH
(3aTBepaxeHo: R1-CEP 2002-220-Rev 01 name of
Holder: Pharmacia & Upjohn Company;
3anponoHoBaHo: R1-CEP 2002-220-Rev 02 name of
Holder: Pharmacia & Upjohn Company LLC)

55. | MAPOKCH kancysnm no 500 mr; Mepak HimeuunH BMPOGHWK, LLIO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/6720/01/01
CEYOBUWHA | no 10 kancyny e3enbliad a Bignosigae 3a TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
MEOAK 6nictepi; no 10 T otop BTOPUHHE thapmakoHarnagy. BeegeHHs abo 3miHu go

6nicTepiB y kopobui K/iHiLe nakyBaHHs1, y3araslbHeHrX faHux Npo cucteMy dpapMakoHarisay
3 KapTOHY Lneujansnp MapKyBaHHS (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTEMY
enapare NepBUHHOI thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
M6X yMakoBKM, BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTPO/L/BUNPOBY KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
BaHHs cepii Ta 3a 3AiicCHEHHS (hapMakoHarnsay B YkpaiHi, SKLWO BOHA
BWMYCK Cepii: BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
Mepak 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
lesenbliadt chrop KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
KniHiwe thaiina cuctemu hapmakoHarssay). 3MiHa KOHTaKTHOT
Lneuianbnpenapa 0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
Te mM6X, YkpaiHi.
HimeuuunHa; [itoua pepakuis: bakyH AHHa OnekcaHgpiBHa.

BUPOBHUK, LLIO
Bignosigac 3a
BMPOGHMLTBO
nikapcbKkoro
3aco0y, nepBrHHeE,
BTOPVIHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTpPO/b/BUNPOBY
BaHHA cepii:
Xaynt ®apma
Amaper 'm6X,

MponoHoBaHa pepakuin: Aranos Bnagucnas
OneroBuy. 3MiHa KOHTAKTHUX AaHWNX KOHTaKTHOI 0CO6M
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
Himeuunna
56. | TPACTUM® | po34uH ANs iH'eEKLiA, [-p Pepgpj'c IHais [-p Peggi'c IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/11872/01/01
0,3 mr/mn; in bulk: Na6opatopi Nab6opaTopic /Tg, TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
no 1 mny donakoHi; ctg Bionoaxikc thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
no 1000 chnakoHis y y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KOpo6Li (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
hapmakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmakoHarnsg.
[itoua pepakuis: Dr. Nitu Sinha. MponoHoBaHa
pegakuis: Dr. Chetan Karoo. 3mMiHa KOHTaKTHUX JaHWX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgNoBigasIbHOI 3a
hapmakoHarnsg
57. | TPACTUM® | po34uH A5t iH'eKLiA, O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/0633/01/01
0,3mr/mn;nolmny | Jlabopatopi NabopaTtopic /Tg, TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
dhnakoHi; no 1 c ity Bionopgyxikc thapmakoHarnsgy. BeegeHHs abo 3miHv o
chN1akoHy B y3arasibHeHNX faHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI kopobLyj; (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMCTeMy
nolmny dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoT ocoou,
nonepegHL0 BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
HanoBHEHOMY KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
wnpuyi; no 1 3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLOo BoHa
LUNPULLY B KAPTOHHIl BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
Kopoo6Li 3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsag.
[Oitova pepgakuis: Dr. Nitu Sinha. MponoHoBaHa
pegakuisti: Dr. Chetan Karoo. 3miHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0C06Y 3a8BHWKA, BiANOBifabHOT 3a
chapmakoHarnag,
58. | AEKCAMET | kpansi ouHi 0,1%; no TOB "®3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/8384/01/01
A30H- 10 mny "BIO®PAPMA "BIO®APMA" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
BIO®PAPMA | nnactukoBoMy " CurcTeMa KOHTelHep/3akynoproBasibHUIA 3aci6. 3miHa y

dnakoHi; no 1
dhnakoHy B navuj 3
KapToHYy

MeToAax BUNPOGYyBaHHSA NEPBUHHOT YMakoBKM FOTOBOTO
nNikapcbKoro 3acoby (He3HauHi 3MiHM y 3aTBEpPKEHMX
MeToAax BUNpobyBaHb) - BHeceHHs 3MiH g0
cneumaikaLii BXigHOro KOHTPO/IH0 NEPBUHHOIO
nakysaHHs Cn. 5.14-01-316 «®1akoHW NNacTUKOBI
Tuny ®k2-10», a came aKkTyasi3oBaHO MeTOf,
KOHTpoN «CTepubHICTb» BignosigHo o AdY 2.6.1.
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

(36iNbLUEHO KiNbKICTb 3paskiB A1 NPOBEAEHHS AAHOro
BMNpo6yBaHHA 3 10 Ao 20). 3miHu | Tuny - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa y MeTogax
BMNPOOYBaHHS NEPBUHHOI YNakoBK/ rOTOBOrO
niKapcbKoro 3acoby (He3HauHi 3MiHW Y 3aTBepKEHNX
MeToAax BUNpobyBaHb) - BHeceHHs 3MiH g0
cneumdikauii BXigHOr0 KOHTPOJIO NEPBUHHOIO
nakyBaHHsa Cn. 5.14-01-317 «[po6ku-kpanensHuLi
nnacTukoBsi TMNy ®K2.2», a came akTyanizoBaHO MeTo[,
KOHTpO/0 «CTepubHICTb» BignoBsigHo go AdY 2.6.1.
(36iNbLLEHO KiNbKICTb 3paskiB A/151 NPOBEAEHHS AAHOT0
BMNpo6yBaHHA 3 10 Ao 20). 3miHu | Tuny - 3MiHK 3
AKocTi. [0ToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHui 3aci6. 3MiHa y MeToAax
BMNPOOYBaHHA NEPBMHHOI YNakoBKV rOTOBOrO
NiKapCbKoro 3acoby (He3HauHi 3MiHM y 3aTBEpKEHMX
MeToAax BUNpobyBaHb) - BHeceHHs 3MiH g0
cneumdikaLii BXigHOrO KOHTPOJO NEPBUHHOIO
nakyBaHHs Cn. 5.14-01-318 «KpuLLKM NNacTUKOBI 3
KOHTPONEM MEPLLOro BigKpUTTATUNY PK2», a came
aKTyas1i30BaHO MeTo/, KOHTPO/I0 «CTEePUSIbHICTb»
BiANoBIgHO Ao AdY 2.6.1. (36iNbLUEHO KiNbKICTb
3paskiB 415 NPOBEAEHHSA faHoro BunpobysaHHs 3 10
fo 20).

59.

INNPO®O
N® EATA

emynbcia gns
iHdpysii, 10 mr/m;
no 20 mn B amnyni;
no 5 amnyn y naui;
no 20 mMn y doNakoHi;
no 1 a6o 5, a6o no
10 dhnakoHiB y
nauui; no 50 mny
dnakoHi; no 1
dhnakoHy y nauui

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOrO Jlikapcbkoro 3acoby

(36iNbLUEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
NiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
(nigTBEPAXKYETLCA AaHMMK peasibHOro Yacy)
36iNbLUEHHSA TePMiHY NPUAATHOCTI Y 3B'A3KY i3

OTPYMaHHSIM MO3UTUBHUX AAHWX LLOAO AOCNIAKEHHS
CTabinbHOCTI y peanbHOMY Yaci. [itoua pegakuis:

TepMmiH NPUAATHOCTI. 2 POKK

MponoHoBaHa pegakuis: TepMiH NPMAATHOCTI. 3 POKM
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns

3aTBEPAKEHHS

3minu | Tvny - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui

NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT

ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo

OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX

BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)

(3MiHY y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM

opraHom)

3a
peyenmom

He
nionsiecae

UA/15942/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

3MiHW1 BHECEHO B iHCTPYKL,i 415 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogjit”, "Mo6iyHi peakuii" Ta "HecyMmicHicTb"
BiANOBIAHO [0 OHOBMEHOT iHhopMaLi Wwoao 6e3nekn
3acToCyBaHHSA Aito4oi pevyoBUHU. TepMiH BBeAeHHS
3MiH NpOTArom 6 MicsLiB NiCNsA 3aTBEPKEHHS

60.

INNPO®O
N® EATA

emynbcia gns
iHdpysiin, 20 mr/m;
no 20 mn B amnyni;
no 5 amnyn y naui;
no 20 mn y do1akoHi;
no 1 a6o 5, a6o no
10 dhnakoHiB y
nauui; no 50 mny
dnakoHi; no 1
dhnakoHy y nauuj

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi rOTOBOrO JlikapcbKoro 3acoby

(36iNbLLEHHA TEepMiHY NPUAATHOCTI TOTOBOrO
nNiKapcbKoro 3acoby) - [11s TOproeoi ynakoBKu
(nigTBEPAXKYETLCA AaHMMK peasibHOro Yacy)
36iNbLUEHHSA TepPMiHY NPUAATHOCTI Y 3B'A3KY i3

OTPYMaHHSIM MO3UTUBHUX AAHWX LLOAO AOCNIAKEHHS
CTabinbHOCTI y peanibHOMY Yaci. [itoua pegakuis:

TepMmiH NPUAATHOCTI. 2 POKK

MponoHoBaHa pegakuis: TepMiH NpMAATHOCTI. 3 POKK
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns

3aTBEPAKEHHS

3miHu | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta

thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui

NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT

ANA MeAnyYHOro 3aCTOCYyBaHHSA Ha MifgcTasi perynspHo

OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTy 3 AOC/IMKEHb, MPOBEAEHUX

BIAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)

(3MiHY y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHM BHECEHO B iIHCTPYKLi ANA Megu4Horo
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis

"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi

BMAM B3aemogiin”, "Mo6ivHi peakuii” Ta "HecymicHicTb"

BiAMNOBIAHO 40 OHOBEHOT iHChopMaLi LWoao 6e3nekn
3aCTOCyBaHHS Ajilo40i peqoBnHN. TepMiH BBEAEHHS

3MiH NPOTArom 6 MicALiB Nicns 3aTBepKEHHs

3a
peyenmom

He
nionsiecae

UA/15942/01/02

61.

AIADOPMI
H®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO10, No 850
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepiB y nayui 3
KapTOHYy

AT
"®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npomMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI

3a
peyerimom

UA/15141/01/02
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)Xe 3aTBepMKEHOro BUpo6Huka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3atBepmxeHo: R1-CEP 2000-059 - Rev 11) ans
gitoyoi pevouHy Metformin Hydrochloride Big Bxe
3aTBepaxeHoro BupobHnka HARMAN FINOCHEM
LIMITED

62.

AIADOPMI
H®

TabneTkn, BKpUTI
NNiBKOBOO
060/10HKOH, MO
1000 wmr, no 10
Tabnetok y énicrepi;
no 3 abo 6 6nictepis
y nauui 3 KapToHY

AT
"®apmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif} y)Xe 3aTBepMKeHOro BUpobHuka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3atBepmxeHo: R1-CEP 2000-059 - Rev 11) ans
aitoyoi pevosuHy Metformin Hydrochloride Big Bxe
3aTBepaxeHoro BupobHnka HARMAN FINOCHEM
LIMITED

3a
peyenmom

UA/15141/01/03

63.

AIADOPMI
H®

TabneTkun, BKpUTI
NNiBKOBOKO
060/10HKot0, Mo 500
mr, no 10 TabneTok
y 6nictepi; no 3 abo
6 6nicTepiB y navyj 3
KapToHYy

AT
"Papmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiliHix maTepianis: 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEeHWIA cepTudikat
Bif} y)Xe 3aTBEPMKEHOro BUPo6HMKa. MogaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €Bponeichkili
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3aTBepmxeHo: R1-CEP 2000-059 - Rev 11) ans
aitoyoi pevouHy Metformin Hydrochloride Big Bxe
3aTBepaxeHoro Bupo6Hnka HARMAN FINOCHEM
LIMITED

3a
peyenmom

UA/15141/01/01

64.

AIADOPMI
H®

Tabnetkn no 500 mr
no 10 TabneTok y
6nicTepi; no 3 abo 6
6nicTepis y naui

AT
"Papmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/E-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTMdlikaTa BignoBigHOCTI ab6o

3a
peyenmom

UA/2508/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepKeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3aTBepmxeHo: R1-CEP 2000-059 - Rev 11) gns
aitoyoi pevoBuHn Metformin Hydrochloride Big Bxe
3aTBepmxeHoro Bupo6Hnka HARMAN FINOCHEM
LIMITED

65.

AIADOPMI
H®

Tabnetku no 850 mr
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y naui

AT
"®apmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif y)Ke 3aTBEepKEHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3aTBepmxeHo: R1-CEP 2000-059 - Rev 11) gns
aitoyoi pevoBuHn Metformin Hydrochloride Big Bxe
3aTBepxeHoro Bupo6Hka HARMAN FINOCHEM
LIMITED

3a
peyenmom

UA/2508/01/02

66.

AIADOPMI
H® SR

TabneTkn
NPOSIOHrOBaHoI Aii
no 500 wmr; no 10
TabneTok y 6nictepi,
no 3 abo 6 6nictepis
y nayui 3 KapTOHY

AT
"®apmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBponelichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
BiJ y)e 3aTBep)KeHOro BUpobHyvka. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3aTBepmkeHo: R1-CEP 2000-059 - Rev 11) gns
gitoyoi pevoBuHY Metformin Hydrochloride Big Bxe
3aTBepxeHoro Bupo6Hrka HARMAN FINOCHEM
LIMITED

3a
peyenmom

UA/18679/01/02
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
67. | OIA®OPMI TabneTku AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [JO peecTpaviliHix maTepianis: 3MiHu | 3a UA/18679/01/03
H® SR NPOJIOHrOBaHOI fji "®apmak” Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
no 750 mr; no 10 cepTudikaT BignoBigHOCTI EBponeiickkiii
TabneTtok y énictepi, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
no 3 abo 6 6nictepis OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
y naui 3 KapToHy BWUTyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MoaaHHA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeiichbkil
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3aTBepmxeHo: R1-CEP 2000-059 - Rev 11) ans
Aitoyoi pevosnHn Metformin Hydrochloride Big Bxe
3arBepmxeHoro BupobHnka HARMAN FINOCHEM
LIMITED
68. | OIA®OPMI TabneTkun AT Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a UA/18679/01/01
H® SR NPOJIOHrOBaHOI Aji "®apmak” Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
no 1000 mr no 10 cepTudikaT BignoBigHOCTI EBponeiickkiii
Tabnetok y énictepi, papmakonei/moHorpadii. NMogaHHs HoBoro abo
no 3 abo 6 6nictepis OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
y nauyLi 3 KapToHy BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif} y)Xe 3aTBEPMAXEHOr0 BUPOGHMKA. MoaaHHsA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €EBponenchkili
thapmakonei Ne R1-CEP 2000-059 - Rev 12
(3aTBepmxeHo: R1-CEP 2000-059 - Rev 11) ans
aitoyoi pevosnHn Metformin Hydrochloride Big Bxe
3arBepmxeHoro BupobHnka HARMAN FINOCHEM
LIMITED
69. | AOHA® NMOPOLLOK A/1A MEJOA HimeuunH PotTadapm N14. Ipnangis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a UA/0878/01/01
OpPa/IbHOIO PO3UNHY; $apma a TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
no 20 a6o 30 caue 3 'M6X eHp KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
NOpPOLLKOM B Ko. KT, napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
KapTOHHI Kopoo6Li HimeuunHa rOTOBOrO JliKapcbKoro 3acoby (BHECEHHS 3MiH y OCbE

0151 NpUBELIeHHSA Y BiANOBIAHICTbL 0 3arasibHOI CTaTTi
2.9.40 «OpHOpIAHICTb A030BAHNX OAVNHULb>»
[dY/EBponelicbkoi hapmakonel 3amicTb
3aTBEPMXEHNX 3arasibHKX cTaTteli 2.9.5 «OaHOopIgHICTb
mMacu» Ta/abo 2.9.6 «OfHOPIAHICTb J031»).
MprBeaeHHA MaTepianiB peecTpauiliHoro focbe y
BiANOBIAHICTb A0 3aranbHoi cTaTTi 2.9.40
«OAHOPIAHICTb 1030BaHWX OfMHULb» EP 3amicTb
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
3aTBepKEHOI 3arasibHOI cTaTTi 2.9.5 «OAHOPIAHICTD
mMacu». 3MiHu | Tuny - 3miHu 3 AKocTi. [oToBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3aco6y (iHLwWi 3miHn). OHoBNeHHA MKA ana
nikapcbKoro 3acoby, a came - BUK/IafeHHSA TEKCTY
[epXXaBHOK MOBOIO, 3ifHO Cy4aCHMX BUMOT.
70. | AOLIETAKC | KoHUeHTpaT ans EBEBE ABCTpIf NOBHUIA LKA ABcTpis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/11091/01/01
ENn pO34unHy Ans dapma BMPOGHMLTBA: TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
"EBEBE" iHdpysii, 10 mr/m; lec.m.6.X. PAPEBA YHTepax thapmakoHarnagy. BeegeHHs abo 3miHu fo
no 2 mn (20 mr) abo Hdpr. KI 'M6X , ABCTpIS; y3araJibHeHUX AaHuX Npo cuctemy dhapmakoHarnsgy
8 mn (80 wmr), abo 16 BWMYCK Cepii: (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
M (160 mr) y EBEBE ®apma thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
dhnakoHi; no 1 lec.m.6.X. Hor. BiANOBIAabHOI 3a 34iliCHEHHA thapmakoHarnagy;
hn1akoHy B KOpo6Lyi KI, ABcTpis KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3a8BHWKA, BiANOBifa/IbHOT 3a
hapmakoHarnag,.
[litova pepakuisn: Oasig xoH flesic / David John
Lewis. MponoHoBaHa pepakuis: Juergen Maares /
HOpreH Maapec. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0cobum 3asBHMKa,
BiANoBiAabHOI 3a hapmakoHarnsg B YkpaiHi. Jditova
pegakuisi: Opnos B'auecnas BiktopoBuy.
MponoHoBaHa pegakuis: TaHacoBa 3opsiHa
MwukonaiBHa.
3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiANOBIAaNbHOI 3a hapmakoHarnsg B YkpaiHi. 3MiHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemm
hapMakoHarnsgy Ta noro Homepa. 3mMiHa micus
3[iiCHEHHS1 OCHOBHOI AisifIbHOCTi 3 hapmakoHarnsay.
71. | OOKCET Kancynu HOBEN TypeuunH NOBHUIA LKA TypeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/15671/01/01
KMLUKOBOPO3YMHHI MO INAY a BMPOGHULTBA, TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
30 wmr, no 14 kancyn MA3APJIAM BignoBiganbHWi 3a thapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nicTepi; no 2 A BE CAHAI BMNYCK cepil: y3arasibHeHUX faHux Npo cuctemy chapmakoHarnsgy
6nictepu B nTAa. HOBEJ1 INAY (BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy
KapTOHHI ynakoBLi LWIPKETI CAHAI BE thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
TIOXKAPET A.LL., BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
TypeuuunHa,; KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
BUPOGHMLITBO 3AiiCHeHHA hapMakoHarnsgy B YKpaiHi, SKLL0 BoHa
NPOMIXXHOTo BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
NPOAYKTY: nenet 3a 3fjiicHeHHs hapmakoHarnagy (Bkiyatoun
LYNOKCeTUHY: KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-

Ynkap Kimis CaHal
Be TigpkapeT AL,

thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, BifgnoBigasbHOI 3a
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
TypeyunHa hapmakoHarnag,.
[itoua pepakuis: R. Ayse Cetin. MponoHoBaHa
pepakuis: Kevser Cure. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0CO6MU, BiANOBIifaILHOI 3a
thapmakoHarnsg,. 3miHa micus 34iCHEHHS] OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
dhapmakoHarnsgy.
72. | OOKCET Kancynm HOBEN TypeuunH NOBHUIA LWKN TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/15671/01/02
KMLUKOBOPO3YMHHI MO INAY a BMPOGHULTBA, TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
60 mr; no 14 kancyn MA3APJIAM BignoBigasnbHWi 3a thapmakoHarnsgy. BeegeHHs abo 3miHv o
y 6nicTepi; no 2 A BE CAHAI BMNYCK cepil: y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
6nictepu B nTAa. HOBEJ1 INNAY (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
KapTOHHI ynakoBL,i LUIPKETI CAHAI BE thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
TIOKAPET A.LL., BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
TypeuunHa, KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
BMPOGHMLTBO 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BoHa
NPOMDXHOro BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
NPOAYKTY: nenet 3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
OYNOKCETUHY: KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
Ynkap Kimis CaHal thaiina cuctemm chapmakoHarnsgy). 3miHa
Be TigpxapeT A.LL., YNOBHOB&XEHOT 0CO6YM 3asBHWKa, BiANOBifa/IbHOT 3a
TypeuunHa thapmakoHarnsag,.
[itova pepakuis: R. Ayse Cetin. lNMponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOBaXeHOT 0cobw, BignoBigansHoOI 3a
hapmakoHarnsg. 3miHa micus 3[iiCHEHHS] OCHOBHOT
OifnbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLe3HaxX0PKEHHS MacTep-chaiina cuctemm
dhapmakoHarnsgy.
73. | EBKABAN® | kpanni, 0,5 mr/m; Ecnapma HimeuunH Papma HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 6e3 UA/13241/01/02
KPANMI no 10 mn y donakoHi; v6X a BepHirepoge TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenma
ONA JITEN | no 1 hnakoHy B m6X Ne 460). BunpaBneHo TeXHi4YHY NOMU/IKY B N.6.
KapTOHHI ynakosLi "OCOB/INBI BACTEPEXXEHHA WOAO0 3BEPIFAHHA
JNNIKAPCBKOIO 3ACOBY Y HEAOCTYMNHOMY ANA
JOITEN MICLLI" TeKcTy MapKyBaHHs! BTOPUHHOI
yNaKoBKM NiKapCbKOoro 3acoby: 3aTBepaKeHo:
36epirati npu Temnepatypi He Bule 25 °Cy
HefoCTyNHOMY ANst AiTelt Micui. 3anponoHoBaHo:
36epirati npu TemnepaTtypi He BuLle 25 °C B
HeAoCTYNHOMY A4S AiTeld micui. 3a3HayeHe
BUMNpaB/IEHHS BigNOBifae MaTepiasiam peecTpaviiiHoro
[0CbE.
74. | ENENICO NOPOLLOK Mdpaiizep CLA BMPOGHMLTBO CuA/ BHECEHHS 3MiH [10 peecTpauiitHux maTepianis: 3miHu || 3a He UA/14379/01/01
niodpinizoBannii Ans Eiiu.Ci.Mi. (dbopmyna, IpnaHgis/ MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peyenmom | nidasi2ae
PO34MHYy ANns Kopnopeiiw acenTuyHe I3painb hapmMakoHarnsgy. 3miHu y KOpoTKiil XapaKTepucTuLi
iHcpysiin no 200 Of; H HanoBHEHHS, nNikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
1 donakoH 3 niogpinizavis), ANA MeNYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
NMOPOLLKOM Y NnepBrHHE Ta LAHVUMU 3 SKOCTI, AOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
KapTOHHI Kopoo6Lli BTOPUHHE OaHumn 3 hapmakoHarnsagy - 3MiHu BHECEHO B
nakyBaHHS, IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
MapKyBaHHs, 3acoby [0 po3ainis "®apmakooriyHi BNacTueocTi”,
BMNYCK cepil: "Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
dapmavis i Ta gosun”, "Oitn" (yTouHeHHs iHcpopmawii), "Mo6GiyHi
AnmpkoH KomnaHi peaxuii”. BBeeHHS 3MiH NpOTAroMm 9-Tu MicALiB nicns
NNC, CWA; 3aTBEpPKEHHS.
KOHTPO/Ib AKOCTI
npv BUMYyCKy Ta
[OCNifKEHHA
cTabiNbHOCTI:
Mdpaiizep IpnaHais
dapmacbloTiKauc,
Ipnangjs;
KOHTPO/b AKOCTI
npu BUNYCKY Ta
OOCNiMKEHHs
cTabinbHOCTI:
MpoTanike NT4.,
I13painb
75. | EMNOAVH Tabnetkn no 5 mr no 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/6382/01/02
® 10 TabneTtoKy PapmanesT dapmaLleBTUYHNI TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT peyenmom
6nictepi; no 3 NYHWIA 3aBOA 3aBopg ElIC AiNbHULI (BKOYatoum AinbHuGi ana A®l, npomikHoro
6nictepn y ErC NpoAyKTY abo roTOBOro NiKapcbKoro 3acoby, AiNbHULL
KapTOHHI Kopoo6Li AN NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,
BiANOBIAA/IbLHOIO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo nocTadasibHMKa BUXIAHOIO
marepiany, peareHTy abo AONOMDKHOI PeYOBUNHM
(KLLL0 3a3HaYeHO Y AOCbE). BunyyeHHs BUpo6HMKa
A®l amnoauniny 6ecunarta-Hetero Drugs Limited,
India. 3anvwaeTbcs 3aTBEpAKEHN BUPOGHUK Ad|
amnogunivy 6ecnnara-3AT dapmaleBTUYHWIA 3aBOS,
ETIC, YropuwuHa.
76. | EMNOAVH Tabnetkn no 10 mr 3AT YropumHa 3AT YropuwHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/6382/01/03
® no 10 TabneTok y dapmanesT dapmaLleBTUYHNIA TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMYOT peyenmom
6nictepi; no 3 WYHWIA 3aBOf, 3aBop ElIC OinbHULI (BKIOYaOUM AinbHUL Ans AP, NpoMibKHOTro
6nictepu y EFIC npoaykTy abo roToBOro nikapCcbKoro 3acoby, AinbHUL
KapTOHHiiA Kopo6Lli NS NpoBefieHHs NakyBaHHA, BUPOOHYKa,
BiANOBiA@bLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTayanbHyKa BUXIAHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(IKLLO 3a3HaYEHO Y A0CbE). BunyyeHHs1 BUpo6HMKa
A®| amnoguniny 6ecunata-Hetero Drugs Limited,
India. 3anvwaeTbcs 3aTBEPAKEHN BUPOGHUK ADI
amnogunivy 6ecunara-3AT dapmaLeBTUYHWI 3aBO,
ErIC, YropwmHa.
77. | EMNOAVH Tabnetku no 2,5 wr; 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/6382/01/01
® no 10 TabneTok y PapmaLesT dapmMaveBTUYHUIA MRy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT peyenmom
6nictepi, no 3 NYHWIA 3aBOS 3aBog ElIC OinbHULI (BKIKOYauM AinbHUL 18 ADI, NpomidKHOTO
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
6nictepu y EFIC npoaykTy abo roToBOro nikapcbkoro 3acoby, AiNbHUL
KapTOHHI KOpooLi [N NpoBeAeHHS NakyBaHHS, BUPOOHUKa,
BiANOBiAaA/IbLHOIO 3a BMNYCK Cepiii, MicLie NpOBEAEHHS
KOHTPOIO cepii) abo noctayanbHyKa BUXIAHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBUHN
(AKLLO 3a3HAaYEHO Y A0CbE). BunyyeHHs1 BUpOGHMKa
A®| amnoguniny 6ecunata-Hetero Drugs Limited,
India. 3anvwaeTbcs 3aTBEpAKEHN BUPOGHKK Ad|
amnogunivy 6ecunara-3AT dapmaleBTUYHWI 3aBOS,
ErIC, YropwmHa.
78. | EMOKCWUNMI | po3uuH ANs iH ekuiii TOB YkpaiHa MpAT “lekxim — YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15047/01/01
H® 1% no1lmns "30PABO" Xapkis” TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
amnyni; no 10 thapmakoHarnsgy. BeegeHHs abo 3miHv o
amnyn y nayui 3 y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KapToHy; Mo 1 mn B (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
amnyni; no 5 amnyn thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
B 6nicTepi; no 2 BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
6nictepun y nauui 3 KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
KapTOHy; no 1 mn B 3Ai/icCHEHHS (hapMakoHarnsay B YkpaiHi, SKLWO BOHA
amnyni; no 100 BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
amnyn y naduyi 3 3a 3AjiicHeHHs1 hapMakoHariaay (Bkiyarum
KapToHYy KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BinoBigabHOI 3a
hapmakoHarnag,.
[itoua pepakuis: Malictep MapuHa
eHHagiiBHa.lMponoHoBaHa pefakuin: daminsapcobka
AHHa JleoHigiBHa. 3MiHa KOHTAKTHUX AaHWX
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOT 3a
hapmakoHarnsg. 3miHa micus 3[iCHEHHS] OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
dhapmakoHarnsgy.
79. | EHTEPON MOPOLLIOK ANs BIOKOJIEKC ®paHuina BIOKOZIEKC ®paHuisa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 6e3 nionsi2ae UA/6295/01/01
250 OpaJsIbHOIo TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma

3acToCyBaHHS No
250 wmr; 10 nakeTukiB
Y KapTOHHiIli KopobLi

thapmakoHarnagy (iHwi 3miHu).
3MiHM BHECEHO [0 TEKCTY MapKyBaHHS BTOPUHHOT
yNakoBKM NikapcbKoro 3acoby ao posginis 1, 3, 4, 8,
11,15 Ta 3MiHM 4,0 TEKCTY MapKyBaHHS NEPBUHHOI
yNaKkoBKM NiKapcbKoro 3acoby Ao po3sginis 1, 2, 3, 4;
BUJTyYEHHS TEKCTY POCIliCbKOK MOBOI. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCAILIB Micns 3aTBepAKEHHS. 3MiHK |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3aco6y B nicnspeecTpauiiiHvii nepiod, abo 5K
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n/n

Hassa
JliKapcbKoe2

Popma surnycky
(nikapcbka ¢hopma,

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

0 3acoby

ynakosKa)

pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHNX
BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom). 3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ginis "Ocob6nuBi 3axoau 6e3nekn”, "Mo6iYHI
peakuii" BiANoBigHO A0 OHOBMEHOI iHhopMaL,i LWoA0
6e3nekn 3acToCyBaHHA [il040T peyoBuHY. BeeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3minu | Trny - 3MiHK Wwogo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeANYHOro 3aCTOCyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepios, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY y3rof)XeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom). 3MiHM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3sginis "lMpoTunokasaHHa", "OcobuBi 3axoan
6e3nekun”, "Cnocib 3actocyBaHHs Ta go3n", "TMobiuHi
peaxuii” BignoBigHO 40 OHOBEHOT iHhopmaL,i Wwoao
6e3nekn 3acTocyBaHHs Ajlo40i pe4yoBuHU. BBegeHH:
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHN BHECEHO [0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ainis "Cknag" (YTouHeHHs iHdopmavii
LLIOAO0 3a3HaYeHUX JOMNOMDKHUX pEeYOBUH 6e3
hakTyHOI 3MiHM cknagy), "OcobnuBi 3axoau 3
6e3nekn”, "MicLe3HaxoMKeHHs1 BUPOOHUKa Ta agpeca
MiCList NPOBaKEHHSN 10r0 AisiNbHOCTI" (BUNYYEHHS
IOpUAMYHOIT agpecn 6e3 hakTUYHOT 3MiHW agpecun
BMpoOHULUTBA). 3MiHa Y po3aini "Cknag" MKA N3, a
came gofaHo iHghopMaLiio npo Te, Lo cMakoBa
pob6aska "TyTTi pyTTi" MiCTUTL copbiTon. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB Nic/1A 3aTBEPAXEHHS.

6e3

Pexknav Homep
yBaHHs1 | peecmpayiliHo2o
nocsio4yeHHs
nionsizae UA/3820/01/01

80.

EHYPAH

rpaHynu; no 10 r
rpaHysn y neHani
nonimepHomy, no 1
neHany B nauui 3
KapToHy; abono 5
rpaHyn y KoHTeliHepi
3 103yBaHHAM, Mo 2
KOHTeliHepy B navui
3 KapTOHY

3assBHUK Kpaina
3asiBHUKa
MpAT Ykpaina
"HaujioHanb
Ha
FomeonaTtuny
Ha Cninka"

MpAT
«HaujioHanbHa
[omeonaTuyHa

Cninka»

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
NepBVHHIl yNakoBLji rOTOBOro NiKapcbkoro 3acoby (Tvn
KOHTeliHepa abo fofaBaHHA HOBOTO KOHTelHepa) -
TBepai, MK Ta HecTepusbHi piaki nikapcbki hopmu.
CynyTHSA 3MiHa- 3MiHM 3 AKOCTI. [O0TOBUIA NikapCbKWit
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCbKOro 3acoby (4ONOBHEHHS

cneumdikauii HOBUM NOKA3HMKOM 3 BifgNoOBigHNM

peyernma
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

MeToA0M BUMNPOOYBaHHS). BBeAeHHA f0AaTKOBOI
yMNaKkoBKK, a came KOHTeliHep 3 f03yBaHHAM Mo 5, 3
BHECEHHSM BifNOBIAHNX 3MiH [0 p. «YNakoBka» Ta
[onoBHeHHA cneyudikauii M3 n. «Maca BmicTy
YyNaKoBKN: KOHTENHEPW 3 f03yBaHHAM MO 5 r» 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA. 3MiHVU BHECEHO
B IHCTPYKL,O 418 MeANYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby Ao po3ainy "YnakoBka" y 3B'A3Ky 3
BBe/leHHAM [04AaTKOBOI NEPBUHHOI YNaKoBKU
(KOHTeHep 3 f03yBaHHAM NO 5 T. ) Ta siK HAC/ifOK -
BiANOBIAHI 3MiHW BHECeHO Ao po3giny "Cnocio
3acToCcyBaHHA Ta 031" (of4aBaHHS anropuTMy
3aCTOCyBaHHs) 3rifHO 3 MaTepiasiamy peecTpauiiiHoro
[ocbe. BBeEHO TEKCT MapKyBaHHSA [151 BigMNoOBiAHOIO
[03yBaHHA Ha 5 1 (NepByHHA Ta BTOPMHHA YNaKoBKK
nikapcbKoro 3acoby). 3MiHun | Tuny - 3MiHKU 3 AKOCTI.
loToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBasibHWii 3aci6. 3MiHa po3mipy
yNakKoBKM rOTOBOrO NikapCbKoro 3acoby (3MiHa
KiNIbKOCTi oAvHMLb (Hanpukias TabneTok, aMmnyn
TOLLO) B ynakosLi:) - 3MiHa no3a fianazoHoM
3aTBEPKEHUX PO3MIPIB YNaKoBKW. Y 3B’A3KY 3
BBE/leHHAM [0AaTKOBOI NEPBUHHOI YNaKoBKU
(KoHTelHep 3 f03yBaHHAM, No 5 r), 3MiHIOETLCSA
KiNbKICTb OAUHMLG Yy BTOPWHHINA ynakoBL,i. Y nauui 3
KapTOHy 6yfie N0 2 KOHTeWHepw 3 A03yBaHHAM.
3arasibHa KifbKiCTb NiKapCbKoro 3aco6y y BTOPUHHIi
ynakosLi (10 r) — He 3MiHIETbCSA. 3MiHN BHECEHI B
IHCTPYKLiO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby [0 po3giny "YnakoBka'y 3B'A3Ky 3
[ofaBaHHsAM HOBOI yNakoBKM - KOHTeliHepa (3miHa
KiNIbKOCTi OAVHMLb BTOPUHHOT yNakoBku). BignosigHi
3MiHW BHECEHO B TEKCT MapKyBaHHS YNakoBKy
NikapcbKoro 3acoby.

81.

EPTOTUHI
B-BICTA

TabneTkun, BKPUTI
nNiBKOBOK
060/10HKO0, M0 25
mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu B
KapTOHHIA KopooLi

Mictpan
Kenitan
MeHemxmeH
T NimiTen,

AHrnis

Pewmegika /Ta,.

Kinp

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo 3miHa(n) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro

nocBigYeHHs, BKoYaoun MnaH ynpaeniHHA pu3nkamm

(3acTocyBaHHSA TEKCTY, SKWIA NOTOKEHNT 3
KOMNETeHTHUM opraHom) 3asBHUKOM HafaHo
OHOB/IEHUIA MNaH ynpasniHHA pu3nkamu Bepcisa 1.0.
3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHchopmavis»,
IIl «MnaH 3 hapmakoHarnsgy», V «3axoam 3
MiHiMi3aLii pu3ukiB», VI «Pe3toMme nnaHy ynpasniHHA
pusnkamm», VII «loaatku» y 38’a3Ky 3 A04aBaHHAM
iHchbopMmawii LoA0 ouiHKM eddeKTUBHOCTI AOAATKOBMX
3ax04iB 3 MiHiMi3aLii pu3nKiB 4Ns pU3UKY
"IHTepcTuLiasibHe 3aXBOPIOBAHHSA lereHb"

3a
peyenmom

UA/18959/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
82. | EP/IOTUHI TabneTkun, BKPUTI Mictpan AHrnis Pemegika N14. Kinp BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | 3a UA/18959/01/03
B-BICTA NAiBKOBOO Kenitan TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKOt0, Mo 100 MeHemkmeH thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
mr, no 10 TabneTok T NimiTeq, 3060B'A3aHb Ta YMOB Bugadi peecTpauiliHoro
y 6nictepi, mo 3 nocBiAgYeHHs, BKIoYaouy MaaH ynpasniHHSA pyu3nkamm
6nictepy B (3acToCcyBaHHA TEKCTY, KNI NOrOMKEHNI 3
KapTOHHiiA Kopo6Lli KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOBJ/IEHUIA NN1aH ynpasiHHA pu3ukamu Bepcia 1.0.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHdhopMauis»,
IIl «MnaH 3 hapmakoHarnagy», V «3axoam 3
MiHimi3auii pusmkiB», VI «Pe3lome nnaHy ynpas/iHHA
pusnkammn», VIl «logatku» y 38’a3Ky 3 OAaBaHHAM
iHchopmauii LoA0 OUiHKM eddeKTUBHOCTI AOAATKOBUX
3ax04iB 3 MiHiMi3auil pu3ukiB AN pusnky
"IHTepcTULiaNbHe 3aXBOPIOBAHHS SiereHb"
83. | EPNIOTUHI TabneTkun, BKPUTI Mictpan AHrnis Pemegika N14. Kinp BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu | 3a UA/18959/01/04
B-BICTA NAiBKOBOO Kenitan TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, M0 150 MeHepKmeH thapmakoHarnagy. BHeceHHst abo 3miHa(1) Lo
mr, no 10 TabneTok T NimiTeq, 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
y 6nictepi, mo 3 nocBiAgYeHHs, BkItoYaouy MaaH ynpasniHHSA py3nkamm
6nictepy B (3acToCcyBaHHA TEKCTY, KNI NOrOMKEHNI 3
KapTOHHI KOopoo6Li KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOBJ/IEHUIA NN1aH ynpasniHHA pu3ukamu Bepcis 1.0.
3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHhopMawis»,
IIl «MnaH 3 hapmakoHarnagy», V «3axoam 3
MiHimi3aLii pusmkiB», VI «Pe3lome nnaHy ynpas/iHHA
pusmkammn», VIl «lopatku» y 38’A3Ky 3 OAaBaHHAM
iHchopmauii LWoa0 ouiHKM eddeKTUBHOCTI AOAATKOBMX
3ax04iB 3 MiHiMi3auil pu3ukiB AN pusnky
"IHTepcTUUiaNibHe 3aXBOPIOBAHHS SlereHb"
84. | ECMEPOH po3uunH ans iH'ekuii, | Mepk LWapni | Lseiiuapi Brpo6HMLUTBO in Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/7719/01/01
® 10 mr/mn; no 5 mn Ooym IAEA A bulk, CnosayynHa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | riosisieae
(50 mr) y dpnakoHi; X nepBuMHHE/BTOPUH / 3MiHM Yy BUPO6HMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
no 10 chnakoHiB y He nakyBaHHs, Higepnangn CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/IH0 AKOCTI

KapTOHHIA Kopoo6Li

KOHTPO/Ib AKOCTI
Ta BUNycK cepi:
H.B. OpraHoH,
HigepnaHau
Brvpo6HMUTBO in
bulk, nepsunHHe
nakyBaHHs Ta
KOHTPONb AKOCTI:
Circhpig, XamensH
M6X, HimeuunHa

AnbTepHaTUBHUIA
KOHTPO/1b AKOCTI:
XamernbH pac
c.p.o.,

roToBOro nikapcbkoro 3acoby (3amiHa abo JofaBaHHSA
BMPOGHMKA, LLLO BiANOBIAAE 3a BBE3EHHA Ta/abo
BMMYCK cepii) - He Bktovatroun
KOHTPO/b/BUNPOBYBaHHSA cepii - AoAaBaHHSA
BUpo6HMKa Mepk LWapn i Joym B.B., Baapaepser
39,2031 BH Xaapnewm, Higepnangu/Merck Sharp &
Dohme B.V., Waarderweg 39, 2031 BN Haarlem, the
Netherlands B siKoCTi 404aTKOBOro BUPOGHMKA, L0
BiANoBiAae 3a BMMNycK cepii.
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
«Brpo6HMK» Ta «MicLe3HaxoKeHHs BUPOOHUKa Ta
afipeca Micus NPOBaKeHHS 1oro AissibHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu
NiKapCcbKoro 3acoby (fogaBaHHsA BUPOOHKKA).
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
CnosayunHa BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS
[o3Bin Ha BMNycK
cepii:
Mepk Wapn i
Joym B.B.,
Higepnangm
85. | ECMEPOKT | nopowlok Ta A/T Hoso [JaHis BignoBigabHUiA 3a JIECTEY BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/20398/01/01
PO3UMHHWK A5 Hopgick BWMNYCK cepil HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
PO3YUHY ANS iH'EKLLA roTOBOrO thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
no 500 MO; 1 nikapcbkoro noJaHHA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
hNakoH 3 MOPOLLKOM 3acoby: NiKapcbKnx 3ac06iB - 3MiHW y YacTOTi Ta gaTtax
Y KOMMNJIEKTi 3 A/T Hoso Hopagick, noAaHHs perysisipHO OHOBJIIOBAHOTO 3BITy 3 6e3neku.
po3urHHKKOM (0,9% [JaHis [Oitova pepakuin: MNMogaHHA perysisipHO OHOBJ/IOBAHOToO

PO34nH HaTpito
xnopugy) no 4 mny
nonepeaHLo
HanoBHEHOMY
winpuui Ne 1,
nepexigHvkom ans
hnakoHa Ta LUTOKOM
MOPLUHS B KAPTOHHIi
Kopoobui

[0AaBaHHA LWKan
[0 wnpuua ans
BBE/EHHS,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopagick,
[JaHis

NPUroTyBaHHs,
po3nuB y
nepBuHHE

nakyBaHHS,
niocpiniszauia Ta
nepesipka
roToBOro
nikapcbkoro
3acoby:
A/T Hoso Hopagick,
[JaHis

BMPOGHMLTBO
PO3YMHHYIKA:
BMPOGHMLTBO
(MpuroTyBaHHs,
po3nuB.,
nepesipka,
KOMMNeKTauis,
MapKyBaHHs Ta

3BITYy 3 6e3neku 3 NepiogMyHICTIO BigNOBIAHO 40
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpyaHsa 2006 poky Ne 898 (y
pepakuii Hakady MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne 996).
MponoHoBaHa pegakuis: YacToTa NnogaHHA perynspHo
OHOB/IIOBaHOrO 3BiTYy 3 6e3neku 1 pik. KiHueBa gata
ONA BKNHOYeHHA aaHnx o PO3b - 19.06.2024 p. fata
nogaHHs - 28.08.2024 p. PekomeHgoBaHO A0
3aTBEPAKEHHS BiANOBIAHO A0 NEpPiOANYHOCTI NOJaHHS
perynsipHoO OHOB/IOBAHWX 3BITiB 3 6e3neKkn NikapCbknx
3aco6is y €C.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
nakyBaHHs
Hepo3dacosaHoro
NPOAYKTY):
BeTTep ®apma-
®epTiryHr Frm6X
yHpA Ko. KT,
Himeuunna
86. | ECMEPOKT | nopowlok Ta A/T Hoso [JaHis BignoBigabHUiA 3a JIECTEY BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/20398/01/02
PO3UMHHWK A5 Hopgick BWMNYCK cepil HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
PO3YUHY ANS iH'EKLLA roTOBOrO thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
no 1000 MO; 1 nikapcbkoro noJaHHA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
hNakoH 3 MOPOLLKOM 3acoby: NiKapcbKnx 3ac06iB - 3MiHW y YacTOTi Ta gaTtax

Y KOMMNJIEKTi 3
po3urHHKKOM (0,9%
PO34nH HaTpito
xnopugy) no 4 mny
nonepeaHLo
HanoBHEHOMY
winpuui Ne 1,
nepexigHvkom ans
hnakoHa Ta LUTOKOM
MOPLUHS B KAPTOHHIi
Kopoobui

A/T Hoso Hopagick,

[JaHis

AoAaBaHHA WKan

[0 wnpuua ans
BBEJEHHS,
MapKyBaHHS Ta
BTOPVHHE
nakyBaHHs
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopagick,

[JaHis

NPUroTyBaHHs,
po3nuB y
nepBuHHE

nakyBaHHS,
niocpiniszauia Ta
nepesipka
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopagick,

[JaHis

BMPOGHMLTBO
PO3YMHHYIKA:
BMPOGHMLTBO
(MpuroTyBaHHs,
po3nuB.,
nepesipka,
KOMMNeKTauis,
MapKyBaHHs Ta
nakyBaHHs

Hepo3dracoBaHoOro

nofaHHsA perynspHoO OHOB/IOBAHOTO 3BIiTY 3 6e3neku.
[itova pepakuis: NMogaHHSA perynsipHo OHOB/IHOBAHOTO
3BITYy 3 6e3neku 3 NepiogMyHICTIO BigNOBIAHO 40
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpyaHsa 2006 poky Ne 898 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne 996).
MponoHoBaHa pegakuis: YacToTa NnogaHHA perynspHo
OHOB/IIOBaHOrO 3BiTYy 3 6e3neku 1 pik. KiHueBa gata
ONA BKNHOYeHHA aaHnx o PO3b - 19.06.2024 p. fata
nogaHHs - 28.08.2024 p. PekomeHgoBaHO A0
3aTBEPAKEHHS BiANOBIAHO A0 NEpPiOANYHOCTI NOJaHHS
perynsipHoO OHOB/IOBAHWX 3BITiB 3 6e3neKkn NikapCbknx
3aco6is y €C.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

NPOAYKTY):
Bettep ®apma-
PepTiryHr FTM6X

yHA Ko. KT,

HimevunHa

87. | ECNEPOKT | nopoLuok Ta A/T HoBso [JaHis BiANoBigaIbHNI 3a Nanis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/20398/01/03
PO3YUHHWIK ANS Hopgick BUMYCK cepil HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
PO3YUHY AN151 iH'EKLLIA roToBOro thapmakoHarnsgy. 3miHa 4yactoT Ta/abo TepMmiHiB
no 1500 MO; 1 nikapcbKoro NOAAHHSA PerynsipHo OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
h1aKoH 3 MOPOLLUKOM 3acoby: niKapcbkux 3aco6iB - 3MiHNM Y YacToTi Ta gaTax
Yy KOMNAEKTi 3 A/T Hoso Hopgick, nofaHHs perynsipHo OHOBJIIOBAHOIO 3BIiTY 3 6e3neKu.
po3unHHKKoM (0,9% [Janis [itoya pepakuis: MNogaHHS perynspHO OHOB/IHOBAHOMO
PO34uH HaTpilo 3BiTYy 3 6e3nekn 3 NepiogMYHICTIO BigNOBIAHO A0
xnopuay) no 4 mny [0AaBaHHSA LWKanm Mopsiaky 34ificHeHHs hapmakoHarnagy,
nonepegHL0 [0 wnpuua ans 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
HanoBHEHOMY BBe[EHHS, 3[,0p0B’A YkpaiHu Bif 27 rpyaHa 2006 poky Ne 898 (y
wnpuui Ne 1, MapKyBaHHSA Ta pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
nepexigHnkom ans BTOPUHHE YkpaiHu Big 26 BepecHsi 2016 poky Ne 996).
ch/lakoHa Ta LUITOKOM nakyBaHHs MponoHoBaHa pegakuis: Yactota nogaHHS perynsipHo
NOPLUHSA B KAPTOHHIi roToBOro OHOB/IOBAHOIO 3BIiTYy 3 6e3neku 1 pik. KiHueBa aara
Kopobui nikapcbKkoro 0151 BKNOYEHHA gaHnx o PO3B - 19.06.2024 p. JaTa
3acoby: nogaHHs - 28.08.2024 p. PekomeHAo0BaHO A0
A/T Hoso Hopgick, 3aTBEPKEHHA BIAMNOBIAHO A0 NEPIOAUYHOCTI NOAAHHS
[Oanis perynsipHoO OHOB/IOBAHMX 3BITiB 3 6e3neKn NikapCbkmx
3aco6iB y €EC.
NpUroTyBaHHs,
po3nuey
nepBuHHe
nakyBaHHs1,
nioginisauis Ta
nepesipka
roToBOro
nikapcbKkoro
3acoby:
A/T Hoso Hopgick,
[Janis

BUPOBHULTBO
PO3YMHHKIKA:
BMPOGHMLTBO
(NpuroTyBaHHs,
po3nus,
nepesipka,
KoMnaekTawis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3dhacoBaHoro
NPOAYKTY):
Bettep ®apma-
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

®epTiryHr Fm6X
yHA Ko. KT,
Himeuunna

88. | ECMEPOKT | nopoLiok Ta A/T HoBo [OaHis BignoBiganbHWi1 3a [aHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/20398/01/04
PO3UYMHHWK ANs Hopgaick BUNYyCK cepii HimeyunHa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
PO3UUNHY A5 iH'EKLA roToBOro hapmakoHarnagy. 3MiHa yactotn Ta/abo TepMmiHiB
no 2000 MO; 1 nikapcbKoro NoJaHHSA perynsipHo OHOBJ/THOBAHUX 3BITIB 3 6e3nekn
hNakoH 3 NOPOLLKOM 3acoby: NiKapcbknx 3aco6iB - 3MiHWM y YacTOTi Ta gaTax
Yy KOMNJIEKTi 3 A/T Hoso Hopaick, NoAaHHA PeryssipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku.
po3unHHKKOoM (0,9% [Janis [itova pepakuisi: NMogaHHSA perynsipHo OHOB/TIOBAHOTO
PO34MH HaTpiIto 3BiTy 3 6€3nekun 3 NepioAMYHICTIO BiANOBIAHO A0
xnopugy) no 4 mny [0faBaHHA LUKaun Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
nonepeaHL0 [0 wnpuua ans 3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
HanoBHeHOMY BBE/lEHHSA, 3[10poB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne 898 (y
wnpuui Ne 1, MapKyBaHHA Ta pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
nepexigHnKoM ans BTOPWUHHE Ykpainu Big 26 BepecHs 2016 poky Ne 996).
chnakoHa Ta LUTOKOM nakyBaHHs MponoHoBaHa peaakuin: Yactota NofgaHHs perynsipHo
NMOPLUHS B KAPTOHHIl roToBOro OHOB/IOBAHOrO 3BiTY 3 6e3nekn 1 pik. KiHueBa gara
Kopoo6Li nikapcbKoro [ONA BKNOYEHHA gaHux go PO36 - 19.06.2024 p. fata
3acoby: nofaHHs - 28.08.2024 p. PekomeHa0BaHo [0
A/T Hoso Hopaick, 3aTBEPLKEHHS BiNOBIAHO 40 NEPIOANYHOCTI NOAAHHS
[JaHis perynsipHoO OHOB/THOBaHUX 3BITiB 3 6e3MeKun MikapCbkmx
3acobiB y €C.

NPUroTyBaHHs,
po3nnB y
nepBuHHE

nakyBaHHs,
niodgpinizauis Ta
nepesipka
roToBOroO
nikapcbKoro
3acoby:
A/T Hoso Hopgick,
[OaHis

BMPOGHMLTBO
PO3YMHHYIKA:
BUPOBHULTBO
(npuroTyBaHHs,
po3nuB.,
nepesipka,
KoMmMekTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3cacosaHoro
NpoaykKTy):
BeTTep ®apma-
®eptiryHr FrméX
yHA Ko. KT,
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
Himeuunna
89. | ECMEPOKT | nopowlok Ta A/T Hoso [JaHis BiAnNoBigabHUIA 3a JIECTEN BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/20398/01/05
PO3UMHHWK AN Hopgick BWMYCK cepil HimeuunHa TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
po3unHy aNns iH'ekuin | Hoso Anne roTOBOrO thapmakoHarnagy. 3MiHa 4acToTn Ta/abo TepMmiHiB
no 3000 MO; 1 nikapcbkoro noJaHHA perysisipHo OHOBJIIOBaHNX 3BITIB 3 6e3neku
hNakoH 3 MOPOLLKOM 3acoby: NiKapcbKnx 3ac06iB - 3MiHN y YaCcTOTi Ta gaTax
Y KOMMNJIEKTi 3 A/T Hoso Hopagick, NnoAaHHs PerysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3neku.
po3urHHKKOM (0,9% [JaHis [Oitoua pepakuin: MNMogaHHA peryssipHO OHOBJ/IOBAHOToO

PO34nH HaTpito
xnopugy) no 4 mny
nonepeaHLo
HanoBHEHOMY
winpuui Ne 1,
nepexigHnKom ans
hnakoHa Ta LUTOKOM
MOPLUHS B KAPTOHHIi
Kopoobui

[0AaBaHHA LWKan
[0 wnpuua ans
BBE/EHHS,
MapKyBaHHs Ta
BTOPVHHE
nakyBaHHs
roToBOro
nikapcbkoro
3acoby:

A/T Hoso Hopagick,
[JaHis

NpUroTyBaHHs,
po3nuB y
nepBuHHE

nakyBaHHS,
niocpiniszauia Ta
nepesipka
roToBOro
nikapcbKkoro
3acoby:
A/T Hoso Hopagick,
[JaHis

BMPOGHMLTBO
PO3YMHHYIKA:
BMPOGHMLTBO
(MpuroTyBaHHs,
po3nuB.,
nepesipka,
KOMMNeKTauis,
MapKyBaHHs Ta
nakyBaHHs
Hepo3dhacoBaHoro
NPOAYKTY):
BeTTep ®apma-
®epTiryHr Frm6X
yHpA Ko. KT,
Himeuunna

3BITY 3 6e3nekn 3 NepiogMyHICTIO BigNOBIAHO 40
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpyaHa 2006 poky Ne 898 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996).
MponoHoBaHa pegakuis: YacToTa NogaHHA perynspHo
OHOB/IIOBaHOrO 3BIiTYy 3 6e3neku 1 pik. KiHueBa gata
ONA BKNHOYeHHA aaHnx o PO3bB - 19.06.2024 p. fata
nogaHHs - 28.08.2024 p. PekomeHgoBaHo A0
3aTBEPAKEHHS BiANOBIAHO A0 NEepPiOANYHOCTI NoJaHHS
perynspHo OHOB/IOBAHWX 3BITiB 3 6e3neKkn NikapCbknx
3acobis y €C.
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

90.

3ABEJIOC®

niogpinizat gns
pO3uUnHy Ans
iHcpysii no 5 mr; 1
hNakoH 3
niodgpinizatom B
KapTOHHIA Kopoo6Li

Mdpaiizep
IHK.

CUWA

KopgeH ®apma
NartiHa C.n.A.

ITanisa

BHECEHHS 3MiH [0 peeCTpaLiiiHnx maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemMy
hapmMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiJNOBIAANbHOI 3a 3AjiCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 thapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLWo BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaragy (Bkiyatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu cpapmakoHarnsigy). 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBiAa/IbHOI 3a
3[jiCHEHHS1 hapMakoHarsay B YKpaiHi.

3a
peyerimom

UA/9322/01/01

91.

3EHO

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOt0, Nno 90
mr, no 10 TabneTok
y 6nictepi, mo 3
6nictepu B
KapTOHHI ynakosLii

HOBEN
ITAY CAHAT
BE
TIOXAPET
AL

TypeyuunH
a

Hob6en Inau Canali
Be TigxapeT A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 (hapMakoHarnfgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuisn: Dr. Rasit Sidan. MponoHoBaHa
pepakuisi: Kevser Cure. 3MiHa KOHTaKTHWUX JaHUX
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
hapMakoHarnag. 3miHa KOHTaKTHOT 0CO6M 3asBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHarisg B YkpaiHi. [itoua
pegakuisi: Mykolenko Olexandr Pavlovich.
MponoHoBaHa pepakuin: Stefanska Olga Valeriivna.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asiBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsaz B YkpaiHi. 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
[iSNbHOCTI 3 thapmakoHaraagy.

3a
peyernmom

UA/18417/01/01

92.

3EHO

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOt0, No 180
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI ynakosLii

HOBEN
ITAY CAHAT
BE
TIOXAPET
AL

TypeyuunH
a

Hob6en Inau Canali
Be Timkapet A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiNOBIAA/IbHOI 32 34iNCHEHHSA hapMakoHarnsay;

3a
peyerimom

UA/18417/01/02
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BoHA
BiMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemum chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKaA, BifgNoBigasibHOI 3a
hapmakoHarnsg,.

[itoywa pegakuis: Dr. Rasit Sidan. MNMponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
thapmMakoHarnag. 3mMiHa KOHTaKTHOT 0CO6U 3aAaBHMKA,
BiANOBIAaLHOI 3a hapmakoHarnag B YkpaiHi. fitoua
pepakuisi: Mykolenko Olexandr Pavlovich.
MponoHoBaHa pepakuin: Stefanska Olga Valeriivna.
3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0CO6U 3asBHYKA,
BiANOBIAabHOI 3a thapmakoHarnsg B YkpaiHi. 3MiHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHS] OCHOBHOT
AisbHOCTI 3 chapmakoHariagy.

93.

3EHO

TabneTkn, BKpUTI
NNiBKOBOKO
o060s10HKot0, Mo 360
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI ynakoBLi

HOBEN
ITAY CAHAT
BE
TIOXAPET
A.LL.

TypeyunH
a

Ho6en Inay Canai
Be TigpxapeT A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbHOI 3a 3ilicCHEHHS thapMmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3pificHeHHs hapMakoHarnisay B YkpaiHi, AKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg,.

[itoyva pegakuis: Dr. Rasit Sidan. MNMponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOT 3a
hapmakoHarnag. 3miHa KOHTaKTHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi. fitoua
pepakuisi: Mykolenko Olexandr Pavlovich.
MponoHoBaHa pepakuin: Stefanska Olga Valeriivna.
3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiANOBIAaNbHOI 3a hapmakoHarnsg B YkpaiHi. 3MiHa
MicLie3Haxo4KeHHs MacTep-chaiina cuctemm
hapMakoHarnsgy. 3miHa Micusi 34ilCHEHHS1 OCHOBHOT
AisNbHOCTI 3 chapmakoHariagy.

3a
peyenmom

UA/18417/01/03

94.

3EPOAON

TabneTkn, BKpUTI
NaiBKOBOO

Inka
JlabopaTtopi3

IHais

Inka Nabopatopi3
Nimiten

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta

3a
peyenmom

UA/10618/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
o060710HKot0, No 100 Nimiten thapmakoHarnsgy. BeegeHHa abo 3miHv Ao
MF; y3arasibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
no 10 TabneTok y (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
6nicTepi; no 1 abo thapmakoHarnagy, 3miHa ynosHOBaXeHoi ocobwu,
no 3 6nictepn y BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KapTOHHII navui KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHuKa A1s
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SiKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarssay). 3MiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.
[itoua pepakuis: TxagaHi JaHiens. MponoHoBaHa
pepakuis: CapaniHa Onbra IBaHiBHa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.
95. | 30HIK Kancynu Teepgi no TOB Ykpaina KYCYM IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16350/01/02
75 wr; no 14 kancyn "TNEQPAP XEJTXKEP MNBT UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6. peyenmom
y 6nictepi; no 1 abo M naTa" nTa 3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil

no 2, aéo no 4, abo
no 6 6nictepis y
KapTOHHI ynakoBL,i

(BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
niKapcbKoro 3acoby (36isbieHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MipOM) BBEAEHHS
nofaTkoBoro posmipy cepii 13 — 1 000 000 kancysn.
3aTBepakeHo:

Po3wmip cepii — 200 000 kancyn
no 14 kancyn y 6nictepi; no 1 6nictepy — 14285
yNakoBOK
no 14 kancyn y 6nictepi; no 2 6nictepn — 7142
ynakoBOK
no 14 kancyn y 6nictepi; no 4 6nictepn — 3571
yNakoBOK
no 14 kancyn y 6nictepi; no 6 6nictepis — 2380
yMakoBOK
Po3wmip cepii — 500 000 kancyn
no 14 xancyn y 6nictepi; no 1 6nictepy — 35714
yNakoBOK
no 14 kancyn y 6nictepi; no 2 6nictepn — 17857
ynakoBOK
no 14 kancyn y 6nictepi; no 4 6nictepn — 8928
yNakoBOK
no 14 kancyn y 6nictepi; no 6 6nictepis — 5952
yMakoBOK
3anponoHoBaHo:

Po3wmip cepii — 200 000 kancyn
no 14 kancyn y 6nictepi; no 1 6nictepy — 14285
ynakoBOK
no 14 kancyn y 6nictepi; no 2 6nictepu — 7142
yMakoBOK
no 14 kancyn y 6nictepi; no 4 6nictepu — 3571
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
ynakoBoOK
no 14 kancyn y 6nictepi; no 6 6nictepis — 2380
ynakoBOK
Po3wmip cepii — 500 000 kancyn
no 14 kancyn y 6nictepi; no 1 6nictepy — 35714
ynakoBOK
no 14 kancyny énictepi; no 2 énictepu — 17857
yNaKoBOK
no 14 kancyn y 6nictepi; no 4 6nictepn — 8928
ynakoBoOK
no 14 kancyn y 6nictepi; no 6 6nictepis — 5952
ynakoBOK
Po3wmip cepii — 1 000 000 kancyn
no 14 kancyn y 6nictepi; no 1 6nictepy — 71428
ynakoBOK
no 14 kancyn y 6nictepi; no 2 6nictepn — 35714
yNaKoBOK
no 14 kancyn 'y énictepi; no 4 énictepu — 17857
ynakoBoOK
no 14 kancyn y 6nictepi; no 6 6nictepis — 11904
yNakoBOK
96. | IHCY®POP TabneTkun, BKPUTI TOB Ykpaina YOPNA TypeuunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3miHa 3a He UA/14631/01/03
NAiBKOBOO «YOPN[, MEANLWH INAY 3asBHuKa /13 (MIBIM) (BnacHWka peecTpaviiiHoro peyenmom | nidnszae
060/10HKO10, M0 500 MEAMLH» CAH. BE TIOX. nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
mr, no 15 TabneTok A.LL. 460). 3miHa 3as1BHMKa/BNacHMKa peecTpaLiinHoro

y 6nictepi; no 2, 4
abo 6 6nicTepiB y
KapTOHHI Kopoo6Li

nocsigyeHHs. 3MiHN BHECEHO B IHCTPYKL,il0 AN1A
MeAMYHOro 3acTOCYBaHHSA MikapCcbKoro 3acoby y
po3ain "3anBHuK" 3 BiAMNOBIAHMMW 3MiHAMY B TEKCTI
MapKyBaHHS YNakoBOK.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS 3MiHM | TUNy - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX AaHuX Npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0co6U
3a8BHVKa, BigNOBiAaNbHOI 3a hapmakoHarnsag,. ditova
pepakuisi: Mescim Inbkbaxap AiHyens / Mrs. Mevsim
llkbahar Dincel. NponoHoBaHa pegakuis: Myano MaHHa
CraHicnagiBHa. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BignoBigabHOI 3a
hapmMakoHarniag. 3miHa Micus 34iCHEHHS OCHOBHOI
LisNIbHOCTI 3 hapmakoHarnsgy. 3MiHa
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnagy. 3minu | Tuny - 3MiHu Woao
6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) 3MiHa TeKCTY MapkyBaHHA B MKHA nikapcbkoro
3acoby. [litoua pegakuyis: TeKCT MapkrpoBKM
NepBUYHOI YNakoBKW. TeKCT MapK1npoBK/ BTOPUYHOIA
ynakoBsku. MNponoHoBaHa pefakuis: CornacHo
YTBEPXAEHHOMY TEKCTY MapKMPOBKW. 3MiHN BHECEHO B
TEKCT MapKyBaHHSA Ha NEepPBWHHIA Ta BTOPUHHIl
ynakoBLi, a came: BHeCeHHs iHchopmalii Lwoao
3a3HayYeHHs OAVHMLB BUMIPIOBaHHA Y cucTemi Si,
YTOUYHEHHA BUKNaAeHHs iHhopMalii Wwoao Aatu
BMPOGHWLTBA, AaTV TEPMiIHY NPpUAATHOCTI, HOMepy
cepii Ta Homepy P, HaHeCeHHS 1oroTMNy BUPOGHKKA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHSA

97.

IHCY®OP

TabneTkun, BKPUTI
nNiBKOBOK
060/10HKO0, 1Mo 850
mr, no 15 TabneTok
y 6nicTepi; no 2, 4
abo 6 6nicTepis y
KapTOHHIA KopooLi

TOB
«YOPA[],
MEAVILIVIH»

YKpaiHa

YOPN[,

MEOVLVH INAY

CAH. BE TIZX.
ALLL

TypeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHa
3asBHUKa /13 (MIBIM) (BnacHWka peecTpaviiHoro
noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). 3MiHa 3asBHVKa/BIaCHUKa peecTpaviiiHoro
NoCBiAYEHHS. 3MiHW BHECEHO B iHCTPYKLitO AN1s
MEeAMYHOro 3acTOCyBaHHSA NiKapCcbKoro 3acoby y
po3ain "3asBHYK" 3 BiAMOBIAHMMW 3MiHAMYW B TEKCTI
MapKyBaHHS yNakoBOK.

BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3arBep/mKeHHs 3MiHun | Tuny - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
BeefeHHs ab0 3MiHM [0 y3arasibHeHVX AaHuX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHUx
[JaHux nNpo cuctemy dhapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
hapMakoHarnsaay (Bkoyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BigNoBigabHOI 3a hapmakoHarnsag. Jivoya
pegakuisi: MeBcim Inbkbaxap LiHyens / Mrs. Mevsim
llkbahar Dincel. NponoHoBaHa pegakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
hapmakoHarnsg,. 3miHa micus 34iCHEHHS] OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoKeHHS MacTep-aina cuctemm
thapmakoHarnagy. 3miiu | Tuny - 3MiHu Woao
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHM) 3MiHa TEKCTY MapkyBaHHA B MKHA nikapcbkoro
3aco6y. [litoya peaakuisi: TekCT MapKMpoBKM

3a
peyenmom

He
nionsiecae

UA/14631/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
NepBUYHOI YNakoBKW. TEKCT MapK1MpOBK/ BTOPUYHO
ynakosku. [ponoHoBaHa pegakuis: CornacHo
YTBEPXAEHHOMY TEKCTY MapKUPOBKW. 3MiHN BHECEHO B
TEKCT MapKyBaHHS Ha NEPBWHHII Ta BTOPUHHIl
ynakoBLi, a caMe: BHECEHHS iHdhopmMaLii woao
3a3HayeHHs OAVHMLB BUMIPIOBaHHA Y cucTemi Sl,
YTOUHEHHS BUKNaAEeHHN iHchopmMadii Wwoao aatm
BVMPOGHMLTBA, AaTV TEPMiIHY NPpUAATHOCTI, HOMEpY
cepii Ta Homepy P, HaHECEHHS NTOroTUNY BUPOGHKKA.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHSA
98. | IHCY®OP TabneTkn, BKpUTI TOB Ykpaina yopna TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa 3a He UA/14631/01/02
nNiBKOBOKO «YOPN[, MEOVUMH 1NAY 3asBHuKa /13 (MIBIM) (BnacHuka peecTpauiintHoro peyenmom | nidssieae
060/10HKO No 1000 | MEANLINH» CAH. BE TIOX. noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
mr; no 10 TabneTok A.LLL.

y 6nicTepi; no 3, 6
abo 9 6nicTepiB y
KapTOHHIA Kopoo6Li

460). 3MiHa 3asBHVKa/B/IaCHUKa peecTpaLiiiHoro
nocsigyeHHs. 3MiHN BHECEHO B IHCTPYKL,ilO AN15
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3ain "3asBHuK" 3 BiANOBIAHUMY 3MiHAMUW B TEKCTI
MapKyBaHHS1 yNakoBOK.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEpKEHHA 3MiHN | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHuX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHuxX
AaHux npo cuctemy thapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAAILHOI 32 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnsay (Bkroyakoum KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MiLLeHHI MacTep-chaiina cuctemun
hapmakoHarnsgy) 3MiHa yrnoBHOBaXXeHOT 0cobu
3asBHVKa, BigNoBiAa/IbHOI 3a dhapmakoHarnsag. Jivoua
pepakuisi: MeBciMm Inbk6axap [iHuens / Mrs. Mevsim
llkbahar Dincel. MNponoHoBaHa pefakuis: Myano MaHHa
CraHicnasiBHa. 3MiHa KOHTAKTHUX JaHWX
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnsg. 3miHa micus 3[iCHEHHS] OCHOBHOT
OifnbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnagy. 3miHu | Tmny - 3MiHu Woao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLi
3MiHM) 3MiHa TEKCTY MapKyBaHHsA B MKS nikapcbkoro
3acoby. [itoya pefakuis: TekCcT MapKMpoBKu
NepBUYHON YNakoBKW. TEKCT MapKMPOBKN BTOPUYHON
ynakoBsku. MponoHoBaHa pegakuis: CornacHo
yTBEPXAEHHOMY TEKCTY MapKUPOBKW. 3MiHN BHECEHO B
TEKCT MapKyBaHHA Ha NEPBUHHIN Ta BTOPUHHIl

yNakoBLi, a came: BHeCeHHs iHchopmal,ii Lwoao
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
3a3HayeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi S,
YTOUHEHHS BUKIaAEeHHS iHhopMaLii Wwoao aatm
BMPOOHWLTBA, AATV TEPMiHY NPUAATHOCTI, HOMEpY
cepii Ta Homepy PI1, HaHECEHHSA NOroTUNy BUPOGHMKA.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
99. | KANIETPA® | po3uuH gns E66BI Lseiuapi Bupo6HuK CLUA/ BHECEHHS 3MiH 40 peecTpalinHux maTepiasis: 3 MiHu | 3a He UA/6998/02/01
nepopasibHOro Biodhapmach A BignoBigasbHuii 3a | HimeuyunHa TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa Ha3BuK peyenmom | nidnszae
3aCTOCYyBaHHS; No oTiKa3 BUPOBHULTBO nikapcbKoro 3acoby. 3miHa Ha3BW NikapcbKoro 3acoby:
60 mn 'y chnakoHi; no 6X nikapcbKoro 3arBepxeHo: Kanetpa. 3anponoHoBaHo: KaneTtpa®.
5 chnakoHiB y 3acoby, NepBUHHE BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
KapTOHHIA Kopoo6Li Ta BTOPUHHE 3aTBEPKEHHS.
nakyBaHHs: 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
E668I IHk., CLUA thapmakoHarnagy (iHwi 3MiHKn). 3MiHU BHECEHO [0
Bupo6HMK IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHS JiKapCbKoro
BiANoOBigaIbHNI 3a 3acoby Ao po3giny "B3aemogis 3 iHWMMK flikapCbKumm
TeCTyBaHHS: 3aco6amMu Ta iHLWi BUAM B3aEMOAiii" BignoBigHoO A0
E66BI IHK., CLLUA Marepianis peecTpaLiiiHoro AOCbE, a TAKOX B pO3Aini
Bupo6HMK "Oco6/1MBOCTi 3aCTOCYBaHHA" IHCTPYKL,i BUNpaBieHa
BignoBiganbHWi1 3a 3aTBepXeHa HEeBIAMOBIAHICTb iHdOpMaLii Wwoao
TEeCTyBaHHSA Ta BMICTYy HaTpIito B NikapCbKoMy 3ac06i. Takox B NyHKTI
BMNYCK cepil: 17 TeKCTy BTOPMHHOT YNakoBKM NiKapCbKoro 3acoby Ta
E668i [oiiuneHs, NYHKTI 5 TEKCTY NepBUHHOT YNaKoBKMN MiKapCbKoro
vm6X i Ko. K, 3acoby BHeceHa Ha3Ba komnaHii (AbbVie) norotun
HimeuunHa SIKOI ByA,e HaHEeCEeHO Ha YNaKOBKY JliKapCbKOro 3acooy.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
100. | KAMETOH aepo3onbno 30ry TOB Ykpaina TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/0939/01/01
6asoHi "Mikpochapm YTOUHEHHS1 peecTpauiiiHol npoueaypy B HaKasi peyenma

aepo30/1bHOMY; o 1
6as10Hy B nauu,j 3
KapTOHY

MO3 YkpaiHu Ne 1191 Big 09.07.2024 - 3MiHu | TUny -
3MmiHn 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii dY abo Esponelicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapmakonei fAepxasu €C (3MiHa
y cneyndikauisix, noB's3aHa 3i 3aMiHO BUMOT
MoHorpadii dY abo iHLWOoT HalioHanbHOT hapmakonei
nepxasun €C Ha BUMOry MoHorpadii €sponeiicbkoi
hapmakonei) 3amiHa BUMOr crieumdikavii Ta MeTogis
KOHTPO/It0 siKoCTi A®l MeHToN 3 MoHorpadii 4®Y Ha
BMMOTU YAHHOI MOHOrpadii €Bponeincbkoi
thapmakonei «Levomenthol». 3miHu | Tvny - 3miHn 3
AKocTi. CepTudikar BignosigHocTi/lE-cepTudiikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii AdY abo €Bponeiicbkol
thapmakonei, abo iHLWOT HauioHanbHOT hapmakonel
gepxasu €C (3miHa y cneumdikadisx, nos'sasaHa 3i
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

3amiHOt0 BUMOr MoHorpadii IdY a6o iHwoi
HaujioHanbHOT hapmakonei gepxasu €C Ha BUMOTY
MoHorpadii €Bponeiicbkoi thapmakonei). CynyTHs
3MiHa- 3MiHn 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BVKOPWCTOBYETLCA Y NpoLieci BUPO6HMLTBA AP (iHLUI
3MiHM Y MeTofax BUNPo6yBaHHS (BK/OYaOUM 3aMiHy
a60 fonoBHeHHs)) A®I abo BUXIAHOrO/MPOMIXHOro
NpoAyKTy) 3amiHa BUMOT cneuudikauii Ta MeToz4iB
KOHTpOst0 skocTi A®I XnopbyTtaHony remirigpar 3
MoHorpadii AdPY Ha BUMOTM YAHHOT MOHOrpadii
€sponelicbkoi dhapmakonei «Chlorobutanol
hemihydrate». 3miHn | Tuny - 3MiHn 3 akocTi. AdI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii
Ta/abo [onyCTUMMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BMXigHWI/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHULITBA AP (3BY)XKEHHS JOMYCTUMUX MEX,
BM3HauYeHux y cneundikauii) CynyTHsa 3MiHa- 3MiHU 3
AKOCTi. A®I. KoHTposnb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa AD|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNpPo6YyBaHHSA) 3MiHN y cneuudikauii Ta meTogax
BXiIHOro KOHTposo AdD| Xnop6yTaHony remirigpat 3a
nokasH1kom «Mikpo6ionoriyHa YncToTa», a came:
3BY)XXEHHSA1 KpUTEPiiB NPUIAHATHOCTI NOKa3HUKa -
TAMC: 10% KYOIr, TYMC: 10* KYOIr Ta gogatkose
KOHTpoNtoBaHHA Staphylococcus aureus Ta
Pseudomonas aeroginosa B 1 r; HE3HaYHi 3MiHN Y
MeToAuLi BUNPO6YBaHHS.

101.

KAHTAB
nnoc

Tabnetku, 16
mr/12,5 wr; no 14
Tabnetok y énictepi;
no 2 abo 6 6nictepis
Y KapPTOHHiIl
ynakoBLi

HOBEN
ITAY CAHAT
BE
TIOXAPET
AL

TypeyuunH
a

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif} y)Xe 3aTBEPMAXEHOr0 BUPOGHMKA. MoaaHHsA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
thapmakonei Ne R1-CEP 2011-309 - Rev 04
(3aTBEpXeHO: R1-CEP 2011-309 - Rev 03) ans Adl
KaHAecapTaHy LUMNeKCeTUny Bif BXe 3aTBEPIKEHOr0
BMpo6HUKa Zhejiang Huahai Pharmaceutical Co., Ltd.,

3a
peyermom

UA/14433/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocsioYeHHs1

KnTaii.
3miHu | TMRY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BUXigHOro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKa. MoaaHHA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBponeiichbkil
thapmakonei Ne R1-CEP 2008-021 - Rev 05
(3aTBEepmxeHo: R1-CEP 2008-021 - Rev 04) ons A®|
rigpoxnopoTia3uay Bif BXe 3aTBEPLKEHOTO
BMpo6Huka CTX Life Sciences Pvt. Limited, IHgis.
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)e 3aTBepKeHOro BUpobHyvKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkil
hapmakonei Ne CEP 2000-091 - Rev 06
(3atBepmxeHo: R1-CEP 2000-091 - Rev 05) ana A®l
rigpoxnopoTiasnay Bif, BXe 3aTBEpAKEHOro
BMpo6HMKa Unichem Laboratories Limited, IHAis.

102.

KAHTAB
nnoc

Tabnetku, 32
mr/12,5 wr; no 14
Tabnetok y énictepi;
no 2 abo 6 6nictepis
Y KapPTOHHiIl
ynakoBLi

HOBEN
ITAY CAHAT
BE
TIOXAPET
AL

TypeyuunH
a

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
Bif} y)Xe 3aTBEPMAXEHOr0 BUPOGHMKA. MoaaHHsA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
thapmakonei Ne R1-CEP 2011-309 - Rev 04
(3aTBEpXeHO: R1-CEP 2011-309 - Rev 03) ans Adl
KaHAecapTaHy LUMNeKCeTUny Bif BXe 3aTBEPIKEHOr0

BMpo6HUKa Zhejiang Huahai Pharmaceutical Co., Ltd.,

3a
peyermom

UA/14434/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

Kutali. 3miHm | Tuny - 3miHn 3 sikocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHSA
HOBOro abo OHOB/EHOTO cepTudlikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)Xe 3aTBepAKeHOro BUpobHuka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponechkili
thapmakonei Ne R1-CEP 2008-021 - Rev 05
(3atBepaxeHo: R1-CEP 2008-021 - Rev 04) ana A®|
rigpoxnopoTiasuay Bif BXe 3aTBEpP)KEHOr0
Bnpo6Huka CTX Life Sciences Pvt. Limited, IHgis.
3miHu | TMRYy - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bif] y)Xe 3aTBepXEHOro BUpobHUKa NoAaHHA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
thapmakonei Ne CEP 2000-091 - Rev 06
(3aTBEepmxeHo: R1-CEP 2000-091 - Rev 05) ans Adl
rigpoxnopoTiasuay Bif BXe 3aTBEPLKEHOT0
BMpo6HMKa Unichem Laboratories Limited, IHAis1.

103.

KAPAYKTA
n

TabneTkn, BKpUTI
060/10HKO0, M0 20
Mr;

no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y nauuj 3
KapToHYy

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill xapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
[ONs MeANYHOro 3acToCcyBaHHS
reHepnyYHUX/ribpuaHNx/6ionodibHNX NikapcbKmMx
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedepeHTHWI Npenapar (3mMiHa He NoTpebye HaJaHHA
XOLHWX HOBMX A0AATKOBUX AaHKX). SMiHK BHECEHO A0
IHCTpPYKLUIiT 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby A0 po3gini "d®apmakosoriyHi BNacTuBoCTi”,
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi
BMAM B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaao”, "Oitn" Ta "Mob6ivHi peakwyii” BignoBigHoO Ao
OHOB/EHOI iHhopMaLii ped)epeHTHOro NiKapcbkoro
3acoby MNpeayktan MR, TabneTku, BKPUTI NNIBKOBOKO
0060/10HKOK. BBEAEHHS 3MiH NPOTAroM 6-Tu MicsiLiB

3a
peyenmom

He
nionsieae

UA/4030/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
nicns 3aTBepipkeHHs
104. | KNAPUTPO | TabneTku, BKpUTI AHaHTa Benuka ApTypa IHAjsA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/12435/01/01
MIUVH nNiBKOBOK Megikeap BpuTaHis dapmacbioTikans TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | niosasieae
AHAHTA 060/10HKOH0, Mo 250 nra. MeT. N114. hapmakoHarnsay. 3miHa y KopoTkiil XxapakTepucTuLi
Mr no 10 TabneTtok y NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepi, no 1 0151 MeAMYHOro 3acToCyBaHHA Ha nigcTasi perynsipHo
6nictepy B OHOB/OBAHOrO 3BiTY 3 6e3NeKn Nikapcbkoro 3acooby,
KapTOHHIA KopooLi abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
opraHom)
3MiHN BHECEHO [0 IHCTPYKLi 415 MegUyYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainum:
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK flikapCbKUMu
3acob6amu Ta iHWi B1uAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA" Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3
6e3nekun fjloyoi pevyoBnHU. BBEAEHHS 3MiH NPOTArOM
3-x MicsiLiB nicnsl 3aTBEPKEHHS
105. | KNNAPUATPO | Tabnetku, BKPUTI AHaHTa Benvka Aptypa IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/12435/01/02
MIUVH NNiBKOBOKO Megikeap BpuTaHis dapmacbioTikan3 TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
AHAHTA 060s10HKo0, Mo 500 nra. Met. N14. thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
Mr no 10 TabneTok y nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
6nictepi, no 1 ANs MeAnYHOro 3aCTOCyBaHHSA Ha MifgcTasi perynsipHo
6nictepy B OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
KapTOHHIA Kopoo6Li ab60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3aco6y B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTar OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)keHO 3 KOMNETEHTHMM YNOBHOBAXKEHNM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHSA NikapCbKoro 3acoby y po3ainu:
"MpoTunokasaHHsA", "B3aemogia 3 iHWMMKN NiKapCbKNMu
3aco6amu Ta iHLWi BUAK B3aemogiit”, "OcobnmsocTi
3acTocyBaHHSA" BifMoBigHO A0 OHOBMEHOI iHChopMmaLii 3
6e3neku gjtoyoi pevyoBUHU. BBeAEHHS 3MiH NPOTAroM
3-x micsILiB nicns 3aTBEPKEHHS
106. | KNATIHON TabneTkn, BKpUTI OPTAHOCU OAE EBepTogxeH IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/5974/01/01
® 060/10HKot0, No 500 H Naiicp CaeHcns TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
Mr + TabneTku, NIAN®CAEH Nimiten KOHTpO/1b roToBOro MikapcbKoro 3acoby. 3mMiHa y
BKPUTiI 060/I0HKOHO, CnN3 (E® MeTohax BMNPOOYyBaHHsi FOTOBOTO J1iKapCbKOro 3acoby
no 250 mr + kancynm 3ETI) (He3HayHa 3MiHa y 3aTBEepMKEHNX MeToAax

no 30 wmr;
KOMGiIHOBaHWIi Habip
AN nepopasibHoro
3acTocyBaHHs No42:
2 TabneTkn XXOBTOr0

BMNPOOYBaHHSA) HE3HaYHI 3MiHW y MeToAax
BUMPOOYBaHHA 3a NokasHWKOM «KinbKicHe BU3HAYeHHS
mMeTunnapabeHy Ta nponinnapabeHy» Ans TUHIgasony

[ONA YOOCKOHA/IEHHS 3aTBEPKEHOT aHaNi TUYHOI
MeToamnkn. KpuTepii NpUIAHSATHOCTI 4719 NOKa3HMKa
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

KONbOPY Kpyrnoi
dopmu (TuHIgasony)
+ 2 Tabnetkun
XOBTOrO KOJIbOpPY
posracTtoi chopmm
(knapuTpoMiUmMHY) +
2 kancynu
(naHconpasony) y
cTpuni, No 7 cTpunis
Y KapTOHHii nayuy;
KOMGIHOBaHMiA Habip
AN NepopasibHOro
3acTocyBaHHs No42:
2 TabneTkn XoBTOro
KONbOPY Kpyrnoi
dopmu (TuHigasony)
+ 2 Tabnetkun
)KOBTOrO KONbOPY
posractoi chopmun
(knapuTpomiuuHy) +
2 kancynm
(naHconpasony) —y
6nictepi, no 7
6nictepiB y
KapTOHHI nauuj

«KinbkicHe BU3Ha4YeHHA MeTunnapabeHy Ta
nponinnapa6eHy» AN TVHIAA30/1Y 3a/ULLAITLCA
He3MiHHUMK. 3MiHK | TUNY - 3MiHK 3 SKoCTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHNX
MeTofAax BUNpPo6yBaHHS)

He3HauHi 3MiHM Y MeTogax BUNpobyBaHHs 3a
NOKa3HUKOM «PO34YMHEHHA AN TUHIgasony» Ans
YOOCKOHaUIEHHS 3aTBEPAXKEHOI aHaNITUYHOI METOAMKN.
KpwuTepii npuitHATHOCTI 419 NokasHuKa «PO34YMHEHHS
ONS TUHIZA30/1y» 3aMLLAKTLCA HE3MIHHUMMU.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOrO NikapCbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCcbKoro
3acoby (He3HauyHa 3MiHa y 3aTBEPKEHNX METOAAX
BMMNPOGYBaHHSA) HE3HAYHI 3MiHW y MeToaax
BUMNPOOYBaHHA 3a NMOKa3HMKOM «PO34YMHEHHS ANA
KNapuUTPOMILMHY» AN YAOCKOHANIEHHSA 3aTBEPAXKEHOT
aHaniTM4Hoi meToankn. Kputepii npuiAHATHOCTI Ans
nokasHuka «PO34UMHEHHS 419 KNapUTPOMILMHY»
3a/MLWATLCA HE3MIHHUMU. 3MiHK | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax
BMNpOoGYBaHb (BK/HOYa4M 3amiHy abo [OMNOBHEHHS))
He3HauHi 3MiHM Yy MeTofax BUNpPoObyBaHHA 3a
nokasHukoMm «KinbkicHe BU3HaYEHHS» A1A
KNapuTPOMILMHY N5 YAOCKOHAIEHHS 3aTBepKEHOT
aHaniTM4HOI MeToankn. Kputepii npuiAHATHOCTI Ans
nokasHuka «KinbkicHe BU3Ha4YeHHs» Ans
KTapUTPOMILMHY 3a/TMLLAKTLCSA HE3MIHHUMU. 3MiHN |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO J1iKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOOYBaHHA) HE3HAYHI 3MiHW y MeToAax
BMNPOBYBaHHSA 3a NoKa3HUKOM «KinbkicHe
BU3HAYEHHSA» 4719 NaHCconpasosy ANs yA0CKOHaIeHHS
3aTBEPMKEHOT aHaNiTUYHOI MeToaukn. Kputepii
NPWAHATHOCTI A719 NOKa3HuKa «KinbKiCHe BU3HAYEHHS»
AN NaHconpasosy 3aMLarTbCa HE3MIHHUMU. 3MiHK
| TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTposib roToBOro fikapcbkoro 3acoby. 3mMiHa y
MeToAax BUNPobyBaHHA rOTOBOTO /liKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOGYBaHHS)

He3HauHi 3MiHM Y MeTofax BUNpPoObyBaHHA 3a
NoKa3HMKOM «OAHOPIAHICTb [030BAHNX OAMHULL» A/1S
naHconpasony A8 YAOCKOHA/IEHHS 3aTBEPMKEHOT
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

aHaniTM4yHoT MeToauku. Kputepii npuiAHATHOCTI ANns
nokasHuka «OAHOPIAHICTb [030BaHNX OAVNHULL» ANS
NaHconpasony 3a/MwaloTbCs He3MIHHUMU. 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBWUIA Nnikapcbkuii 3aci6.
KOHTposib roToBOro fikapcbKoro 3acoby. 3mMiHa y
MeToAax BUNPobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(iHwWi 3miHM y meToAax BunNpobyBaHb (BKIOYaoun
3aMiHy abo AONOBHEHHS))

He3HauHi 3MiHM Yy MeTofax BUNpPobyBaHHA 3a
nokasH1koM «CynpoBigHi JOMILLKW» ANs
naHconpasony A/19 YAOCKOHa/IEHHS 3aTBEPMKEHOT
aHaniTM4HOI MeToankn. Kputepii npuiAHATHOCTI Ans
nokasHuka «CynposigHi JOMILLKM» AN naHconpasony
3/IMLATECA HE3MIHHUMU.

107.

KOPJIICA®

MOPOLLOK AN1A
pO34nHy Ans
iHcpys3iii no 60 wmr;
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

O-p Peapi'c
Na6opatopi
citg

IHais

[-p Peapi'c
Na6opaTopic /T4
(BupobHuuunii
Big4in - 7)

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
NpoOBeLEHHS KOHTPO/IIO SIKOCTI), ab0 BlacHuka macTep-
thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BignoBiaHOCTI EBpONeiiChkili
thapmakonei y 3aTBepKeHOMY [0CkbE, ab60 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLO 3a3HaYEHO Y
[ocbe) 3MiHa 3aaB/1eHa y 3B'3Ky 3i 3MiHO agpecu
BMPO6HUMKa AdI.

3a
peyenmom

UA/20232/01/01

108.

KO®EKC™

cupon no 60 mny
donakoHi 3 MipHUM
KOBMa4ykom; rno 1
dhnakoHy B
KapTOHHIA Kopoo6Li

TOB
"BAHOM-
DAPM"

YKpaiHa

[xeHom BioTek
MeT. N11A4.

IHAjia

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHa
3asBHUKa /13 (MIBIM) (BnacHWka peecTpauiiHoro
noceigueHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). 3MiHu | TMny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
BBefeHHs ab0o 3MiHn [0 y3arasibHeHVX AaHuX npo
cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHux
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa AN 34iCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0C06W, BiANOBIAALHOI 3a 34iiCHEHHS
hapMakoHarnsay (Bkioyatoum KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa ynoBHOBaXeH0i 0cobu
3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy: Aitoya pegakuist: Mr. Saraswathi
Venkateshwara Vithiavathi. MponoHoBaHa pegakuis:
IBaHUUbLKUIA AHAPIV BacunboBuy. 3MiHa KOHTAKTHUX
[aHNX YNOBHOBAXEHOT 0CO6M 3asBHUKA,

3a
peyenmom

UA/0711/02/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BiZJNOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnagy.
3amiHa micue3HaxoKeHHs MmacTep-chaiina cuctemm
hapmakoHarnsgy. 3amiHa Micus 34iliCHEHHS OCHOBHOI
AisnbHOCTI 3 dhapmakoHarnagy - 3minu | Tuny - 3miHum 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby (iHLi 3MiHK) - OHOB/IEHHSA BXe
3aTBEPKEHUX METOAIB KOHTPOIHO AKOCTI MIKAPCbKOro
3aco0y, a came: BUKIa[eHHsA TEKCTY [epXKaBHOoI0
MOBOHO 3TiJHO Cy4acH/X BUMOT.
109. | KCENbAH3 | tabnetku, BKPUTI Mdpainzep CLWA BMPOGHMLITBO 3a HimeuunHa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu |l 3a He UA/14485/01/01
NNiBKOBOKO Eny.Ci.Mi. NOBHVM LMK/TOM: TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnsizae
o060n0HKoto, Mo 5 mr; | Kopnopeiiw Mdpaiizep dhapmakoHarnsgy. 3MiHM y TepaneBTUYHUX
no 14 tTabneTok y H MeHtohekuypuHr nokasaHHsX (4o4aBaHHA HOBOro TepaneBTUYHOro

6nictepi; no 1 a6o 4
6nictepn y
KapTOHHIM nayui

[Loiuneng Mm6X

nokasaHHs abo 3MiHa y 3aTBEep)KEHOMY NOKa3aHHi)
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"lMoka3aHHA" Ta [0 KOPOTKOI XapakTepucTUKN
nikapcbkoro 3acoby Ao po3giny "4. KniHiyHa
iHchopmavis. 4.1. TepaneBTWUYHI NOKasaHHs.", a came
3MiHW Y 3aTBEepKEHOMY MoKasaHHi LWo0
3acTocyBaHHSA NikapcbKoro 3acoby A1 NikyBaHHS
peBMaToigHOro apTpuTy. BignoBigHi 3MiHM BHECEHO A0
po3gainis "B3aemMogis 3 iHLIMMK NikapcbknMun 3acobamu
Ta iHWi BUAY B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mo6iuHi peakuyji" Ta "4.2. o3m Ta cnoci6
3acTocyBaHHs.", "4.5. OcobmBi 3acTepeXeHHs Ta
3anobixHi 3axoau npu 3acTocysaHHi.", "4.6. B3aemogis
3 iHWKMK NikapcbKMMK 3acobamu Ta iHLWi BUau
B3aemogiii.", "4.9. MobiyHi peakuii.". BBeeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/sA 3aTBEPAKEHHS. 3MiHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX
nokasaHHsX (4o4aBaHHA HOBOro TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBepXeHOMY MoKa3aHHi)
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"lMoka3aHHA" Ta [0 KOPOTKOI XapakTepucTUKN
nikapcbkoro 3acoby Ao po3giny "4. KniHiyHa
iHtbopmavis. 4.1. TepaneBTWUYHI MOKa3aHHS.", a came
3MiHW Y 3aTBepKEHOMY MoKasaHHi o0
3acTocyBaHHSA NikapcbKoro 3acoby A5 NikyBaHHSA
aKTVBHOrO MOMIapPTUKY/IAPHOrO FOBEHINIBHOIO
ifionatuyHoro apTpuTy. BignoBigHi 3mMiHM BHeceHo o
po3zinis "®apmakosoriyHi BactmeocTi”, "Oco6/MBOCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"[itn", "Mo6iuHi peakyii” Ta "4.2. o3m Ta cnoci6
3acTtocyBaHHA.", "4.3. [itn.", "4.5. Ocobnusi
3acTepexeHHs Ta 3anobixHi 3axoau npu
3acTocyBaHHi.", "4.9. MNo6iyHi peakwii.", "5.1.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

dapmakoguHamivHi BnactueocTi.”, "5.2.
dapmakoKiHeTUYHI BNlacTUBOCTI.". BBeAEHHS 3MiH
NPOTArom 6-Tu MiCALiB Micna 3aTBepakKeHHs. 3MiHu |l
MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta
dhapmakoHarnsgy. 3MiHN y TepaneBTUHHUX
nokasaHHsIX (fofaBaHHs HOBOTO TepaneBTUYHOIo
nokasaHHs abo 3miHa y 3aTBep)KEHOMY NoKa3aHHI)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"lMoka3aHHA" Ta [0 KOPOTKOT XapaKTepucTukm
nikapcbkoro 3aco6y Ao po3giny "4. KniHiuHa
iHhopmauis. 4.1. TepaneBTUYHI NOKa3aHHA.", a came
[0faBaHHA HOBOro TepaneBTUYHOro NokasaHHs
"AHKIN03yo0umnii cnoHawWIT TodaunTuHI6 NokasaHuii
0N NiKyBaHHA A0POC/INX NauiEHTIB i3 aKTUBHUM
aHKino3yunum cnoHaunitom (AC), y siknx He byna
[OCATHyTa HauleXHa BifnoBifb Ha CTaHAapTHY
Tepanito.". BignosigHi 3MiH/ BHECEHO A0 po34inis
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6iyHi peakyii” Ta
"4.2. fo3m Ta cnoci6 3acTocyBaHHsA.", "4.9. MNob6iyHi
peaxuii.", "5.1. ®apmakoAnHaMmi4Hi BNacTMBOCTI.".
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHSA. 3MiHu |l Tuny - 3MiHK WoAo
6e3nekn/edheKTMBHOCTI Ta thapmakoHariagy. 3MiHn y
KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnyHOro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBMMMW A@HUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHuMu 3
thapmakoHarnsgy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BNacTMBOCTI" Nigpo3ain
"®apmakognHamika" Ta nigpo3gin "®apmakokiHeTmka",
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKnMu
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHsA y Nepios BariTHOCTI
abo rofyBaHHSA rpyaar”, "34aTHIiCTb BNMBATY Ha
LUBMAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKU MexaHiamamn”, "Cnocib 3acTocyBaHHs Ta
nosun”, "MepepnosysaHHaA", "Mo6ivHI peakuii” Ta o
KOPOTKOI XapakTepuUCTuKK NikapCbKoro 3acoby Ao
po3gainis "4.2. lo3n Ta cnoci6 3actocyBaHHs.", "4.4.
MpoTunokasaHHA.", "4.5. Ocob1Bi 3aCTepexeHHs Ta
3anobixHi 3axoau npu 3acTocyBaHHi.", "4.6. B3aemogis
3 iHWKMK NikapcbKMK 3aco6amMu Ta iHLWi BUau
B3aeMOgIi.", "4.7. 3acTocyBaHHs nig, yac BariTHOCTi Ta
roflyBaHHs rpyagto.”, "4.8. Bnave Ha 3g4aTHIiCTb
KepyBaTu TPaHCMOPTHUMK 3acobamu abo npautosaTy 3
HLLMMYK aBTOMATU30BaHUMK cucTemMamu.”, "4.9.
Mo6iuHi peakuii.”, "4.10. Mepepo3ysaHHA.", "5.1.
dapmakogmHamiyHi BractueocTi.”, "5.2.
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dapmakokiHeTUyHi BnactusocTi.", "5.3. JoKNiHIYHI AaHi
3 6e3nekn.". BBeAeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepiXeHHs. 3miHu |l Tuny - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro noceigYeHHs, BKIOYaum
MnaH ynpasniHHA pu3vkamu (iHLWi 3MiHW) 3assBHUKOM
HaflaHO OHOBJIeHWIA MnaH ynpasniHHA pu3nkamu
Bepcia 30.2. 3MiHV BHeCeHi A0 yCixX YacTuH MNnaHy
ynpasniHHA pu3nkamu Ta go fogaTtkis fo MnaHy
ynpaB/iHHA pu3nkamu 2, 6, 8 y 3B’3Ky 3 JONOBHEHHSAM
HOBUX MOKa3aHb [0 3aCTOCYyBaHHSA NiKapCbKoro
3aco6y. 3minu Il Tuny - 3miHn Wwoao
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
TepaneBTUYHMX NoKas3aHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOro NokasaHHs abo 3MiHa y
3aTBEPKEHOMY NOKa3aHHi) 3MiHW BHECEHO A0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3acoby Ao po3giny "MokasaHHA" Ta 4O KOPOTKOT
XapaKTepUCTMKM NikapcbKoro 3acoby Ao posginy "4.
KniHiyHa iHchopmauis. 4.1. TepaneBTUYHI NoKasaHHS.",
a came fofiaBaHHsA HOBOrO TepaneBTUYHOro
nokasaHHs "lMNcopiaTnyHnii apTput TohaunTuHIO y
KoMGiHauii 3 MTX nokasaHuii Ans nikyBaHHs
aKTMBHOrO ncopiatnyHoro aptpuTty (McA) y gopocnmnx
nauieHTiB, siki Ma/IM He4OCTaTHIO BiAgMnoBiab Ha
nonepeaHto Tepanito NPOTMPEBMAaTUHHUMM
npenaparamu, Lo MoandikyloTe nepeoir
3axBoptoBaHHs (DMARD), abo HenepeHoCUMICTb.".
BignosigHi 3mMiHM BHeceHo A0 po3gainis "Cnocié
3acTocyBaHHsA Ta fo3un", "MobiuHi peakyii” Ta "4.2.
[o3su Ta cnoci6 3actocyBaHHs.", "4.9. M06iuHi
peaxuii.", "5.1. ®apmakoAvHaMmi4Hi BNacTMBOCTI.".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHSA. 3MiHK Il Tuny - 3MiHW WoAo
6e3nekn/edheKTMBHOCTI Ta thapmakoHariagy. 3MiHn y
TepaneBTUYHUX NOKa3aHHAX (fofaBaHHA HOBOrO
TepaneBTUYHOTO MoKa3aHHs abo 3MiHa y
3aTBEepKEHOMY MokasaHHi) 3MiHW BHECEHO [0
IHCTPYKLUIT 415 MEAMYHOr0 3aCTOCYBaHHS /iKapCbKoro
3acoby Ao po3giny "lMNokasaHHA" Ta [0 KOPOTKOT
XapakTepuUcTuKK NikapcbKoro 3acoby Ao po3sginy "4.
KniHiuHa iHdhopmauis. 4.1. TepaneBTUYHI NoKasaHHs.",
a came fjofjaBaHHs HOBOrO TepaneBTUYHOro
nokasaHHs "BrpaskoBuii KoniT TodaunTuHio
nokasaHuii Ans NikyBaHHSA [OPOCAMX NALEHTIB 3
aKTUBHUM BMUpaskoBuM koniTom (BK) nomipHoro a6o
TSDKKOTO CTYMNeHs, Y SKUX cnocrepiranacsa HefocTaTHaA
BiAANOBIAb Ha CTaHAAPTHY Tepanito Yn Tepanito
6ionoriyHMMK Npenaparamu, BTpaTa Bignosigi Ha
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

NiKyBaHHS LMK npenapaTtammn abo ix
HernepeHocuMIcTb.". BignoBigHi 3MiHM BHeceHo 10
po3gainis "Cnocib 3acTtocyBaHHs Ta go3un",
"Oco6nmBocCTi 3acTocyBaHHA", "M06iIuHI peakuii" Ta
"4.2. lo3n Ta cnoci6 3actocyBaHHs.", "4.5. OcobnuBi
3acTepexeHHs Ta 3anobixHi 3axoau npu
3actocyBaHHi.", "4.9. MNo6iyHi peakuii.", "5.1.
dapmakognHamiyHi BNacTnBOCTI.". BBeieHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAXEHHA. 3MiHN I
MRy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnagy. IHwi 3MiHW, SKi He BBIALLAN Y e
po3ain, Ak BK/IYaoTb NOAAHHA pesybTaTiB
[OCNiKeHb A0 KOMMETEHTHOIO OpraHy - 3miHn
BHECEHO A0 iHCTPYKLiT 415 MeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3zinis "OcobmBocTi
3acTocyBaHHs", "Mob6iuHI peakuii” Ta A0 KOPOTKOI
XapaKTepucTUKM NikapcbKoro 3acoby Ao po3gainis "4.5.
Oco6nuBi 3acTepexeHHs Ta 3anobikHi 3axoau npu
3actocysaHHi.", "4.9. MNob6iyHi peakuii.". BBefeHHs 3MiH
NpOTSArom 6-Tv MicsILiB Nic/s 3aTBepAKEHHS!

110.

NAHIFEC

PO34YUH OpasIbHUIA,
50 mr/mn no 60 mn B
KOHTeliHepi; no 1
KOHTeliHepy 3
[03YH0UMM LINPULLOM
y naulj 3 KapToHY;
no 200 mn B
KOHTeliHepi; no 1
KOHTeliHepy 3
MipHUM
CTakaH4YMKOM y
nauuj 3 KapToHy

CninbHe
YKparHCbKO-
icnaHcbke
nignpuemMcTs
0 "Cnepko
YkpaiHa"

YKpaiHa

CninbHe
YKparHCbKO-
icnaHcbke
nigNpPUEMCTBO

"Cnepko YkpaiHa"

(NoBHWMIA LMKN

BMPOOHULTBA,

BUMYCK Cepii;
KOHTPO/Ib SKOCTI)

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMEHWIA cepTudikat
Bif} y)Xe 3aTBepAKeHOro BUpo6Huka. MNMogaHHsA
OHOBJIEHOrO cepTudikaTy BigNoBiAHOCTI EBpoONENiChKIi
apmakonei R1-CEP 1997-022-Rev 07Big
3aTBepMAxeHoro BupobHuka Bretagne Chimie Fine
(BCF), France pgjto4oi pe4yoBrHU kapbounctei
(3atBepmxeHo: R1-CEP 1997-022-Rev 06;
3anponoHoBaHo: R1-CEP 1997-022-Rev 07)

6e3
peuyenma

UA/11561/01/01

111.

NEBOMILUE
TUH

Kpanni ouHi 0,25 %,
no 10 mn y dpnakoHi
nnacTukosomy; no 1
donakoHy y naui 3
KapToHYy

TOB "®3
"BIO®PAPMA

YKpaiHa

TOB "®3"
BIO®APMA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: MiHu |
UMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
MeToAax BUNPo6YyBaHHA NEPBUHHOI yNakoBKW rOTOBOrO
NikapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEpPKEHNX
mMeToAax BUNpobyBaHb) - BHeceHHs 3miH fo
cneumaikaLii BXigHOro KOHTPO/IKO NEPBUHHOIO
nakysaHHs Cn. 5.14-01-316 «®1akoHM N1aCTUKOBI
Tmny ®k2-10», a caMe aKTyasli3oBaHO MeTof,
KOHTPO/ «CTepubHICTb» BignosigHo go AdY 2.6.1.
(36iNbLUEHO KiNbKICTb 3pa3skiB 415 NPOBEAEHHS AAHOro

3a
peyenmom

UA/5515/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BMNpo6yBaHHA 3 10 Ao 20). 3miHu | Tuny - 3MiHK 3
AkocTi. [o0ToBWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHui 3aci6. 3MiHa y MeToaax
BMNPOOYBaHHA NEPBMHHOI YNakoBKV rOTOBOrO
NiKapCbKOro 3acoby (He3HauHi 3MiHM y 3aTBEpKEHMX
MeToAax BUNpobyBaHb) - BHeceHHs 3MiH g0
cneumdikaLii BXigHOrO KOHTPOJO NEPBUHHOIO
nakyBaHHs Cn. 5.14-01-317 «[Mpo6kun-kpanenbHuLi
NNacTuKoBi TUMY ®K2.2», a came akTyani3oBaHO MeToj,
KOHTpONt «CTepuabHICTb» BignosigHo o AdY 2.6.1.
(36iNbLLUEHO KiNbKICTb 3paskiB A1 NPOBEAEHHS AAHOT0
BMNPO6YBaHHs 3 10 g0 20). 3MiHK | TUny - 3MiHN 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWi 3aci6. 3miHa y MeToAax
BMNPOBYBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
NikapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEpPKEHNX
mMeToJax BUNPo6yBaHb) - BHeceHHs 3MiH fo
cneumaikaLii BXiAHOro KOHTPO/IK0 NEPBUHHOIO
nakyBaHHsa Cn. 5.14-01-318 «KpuLukn NNacTUKOBI 3
KOHTPO/IEM MEPLUOTO BigKpUTTATUNY PK2», a came
akTyasnizoBaHO MeTof KOHTPO/0 «CTepUbHICTb»
BiANoBIAHO Ao AdY 2.6.1. (36iNbLUEHO KiNbKICTb
3paskis 4151 NPOBELEHHSA faHoro BunpobysaHHs 3 10
0o 20).
112. | NEBO®OJI | po3yvH Ans iH eKuiit Mepgak HimeuunH BTOPWHHE HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepiasis: 3MiHu | 3a UA/16366/01/01
K abo iHdysiid, 50 lesenbwad a nakyBaHHs1, TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
mr/mn; no 1 mn, 4 T dotop MapKyBaHHS, thapmakoHarnagy. BeegeHHs abo 3miHu [0
M, 9 MA'Y hakoHi; K/iHiLe KOHTPO/b Ta y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
no 1 a6o 5 dhnakoHis | LUneuiansnp BUWMYCK Cepiii: (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
3 PO3YMHOM Y enapare Megpak dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
KapTOHHI ynakosLi M6X lesenbliadt chrop BiANOBIAabHOI 3a 34iliCHEHHA thapmakoHarnagy;
KniHiwe KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
Lneuiansnpenapa 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
Te mM6X, BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
HimeuumnHa; 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
BUPOBHULTBO KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
roToBOro thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHOT
nikapcbKoro 0cobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
3acoby, nepBnHHe YKpaiHi.
nakyBaHHs, [itoya pepakuis: bakyH AHHa OnekcaHgpiBHa.
MapKyBaHHs Ta MponoHoBaHa pegakuis: Aranos Bnagvcnas
BTOPUHHE Onerosny. 3mMiHa KOHTaKTHUX JaHWX KOHTaKTHOT 0Co6u
nakyBaHHs, 3asBHKKa, BiANOBIAabHOI 3a thapmakoHarnsag s
KOHTPO/b YkpaiHi.
BUNPOBYBaHHSA
cepii:
3irdopig MamensH
vM6X, HimeuynHa
113. | NIHBAI Kancysu Teepgi, no TOB Ykpaina BMPO6HMLITBO 3a Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/15586/01/02
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
50 wmr; no 10 kancyn "CaHpo3 NOBHUM LMK/IOM: CnoseHis/ TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
y 6nictepi, mo 3 YkpaiHa" Cantotac apma PymyHis/ thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
6nicTepn B KOPOOLi vM6X, HimeuunHa; TypeyunHa nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
nepBuHHa Ta ANA MeYHOro 3aCTOCyBaHHSA Ha MifcTasi perynspHo
BTOPUHHA OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
yrnakoBka, [03Bin a60o pocnigxeHb 3 6e3nekn 3aCTOCYBaHHS NiKapCbKoro
Ha BUMYCK cepii: 3acoby B nicnapeecTpauiliHnii nepioa, abo sk
Nex pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
dapmaLeBTUYHa BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
KomnaHia g.4., (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
CnoBeHis; opraHom)
nepBuHHa Ta 3MiHN BHECEHO B IHCTPYKLi0 AN MeANYHOro
BTOPVHHA 3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
ynakoBka: Jlek "Oco6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
dapmaLeBTUYHa OHOB/EHOI iHGhopMaLii LWoao 6e3nekn 3acToCyBaHHS
KomnaHia g.4., [ito40i peyvoBrHY 3rifgHO 3 pekomeHgauieo PRAC.
CnoBeHis; TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
KOHTPO/b cepii: 3aTBepPAXEHHSA
C.K. CaHpo3
C.P.J1., PymyHis;
BUPOBHULTBO
Hepo3dgracoBaHol
NPOAYKUIi:
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyumHa
114. | NIHBAT Kancynu Teepai, no TOB Ykpaina BMPOBHULTBO 3a HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/15586/01/03
75 wmr; no 10 kancyn "CaHpo3 NOBHUM LMK/IOM: CnoseHis/ TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
y 6nictepi, mo 3 YkpaiHa" Cantotac ®apma PymyHis/ thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
6nictepu B KOPOOLL 'M6X, HimeuyunHa,; TypeyunHa NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

nepBuHHA Ta
BTOPUHHA
ynakoBka, [103Bif
Ha BUMYCK Cepii:
Nex
dapmMaueBTUyHa
KomnaHia g.4.,
CnoseHis;
nepBuHHa Ta
BTOPUHHA
ynakoska: Jlek
dapmMaueBTUyHa
KomnaHia g.4.,
CnoseHis
KOHTPO/b cepii:
C.K. CaHpo3
C.P.J1., PymyHis;
BUPOBHULTBO
Hepo3dghacoBaHol
npoayKuii:

ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKn NikapcbKoro 3acoby,
a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B nicnapeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OUiHKV 3BiTY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rofeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3acTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
OHOB/1EHOI iHGhopMaLii LLoao 6e3nekn 3acToCyBaHHSA
[it040i peyoBrHY 3rigHO 3 pekomeHgauieo PRAC.
TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPAKEHHS
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyynHa
115. | NIHBAT Kancysnm Teepgi, no TOB Ykpaina BMPOGHMLITBO 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a He UA/15586/01/05
150 wmr; no 10 "CaHpgos NOBHVM LMK/TOM: CnoseHis/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidnszae
Kancyny énictepi, YkpaiHa" Cantotac ®apma PymyHis/ thapmakoHarnsgy. 3MiHa y KOPOTKill XxapakTepucTuLi
no 3 6nictepu B M6X, HimeyunHa; TypeyunHa NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
Kopoo6Li nepBuHHA Ta AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
BTOPVHHA OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ynakoBKa, [03Bin ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
Ha BUMYCK cepii: 3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
Nek pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
PapmaLeBTUyHa BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
KomnaHia A4.4., (3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
CnoseHis; opraHom)
nepBuHHa Ta 3MiHN BHECEHO B IHCTPYKL,iHO 415 MeANYHOro
BTOPVHHA 3acToCyBaHHSA Nikapcbkoro 3acoby A0 po3giny
ynakoBka: Jlek "Oco61BOCTI 3acTOCyBaHHA" BIANOBIAHO A0
dapmaueBTUYHA OHOB/IEHOI iHGhopMaLii LWOAO 6e3nekn 3acTocyBaHHS
KoMnaHis g.4., [ilo40i peyoBVHYM 3rigHO 3 pekomeHgauieo PRAC.
CnoseHis; TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicALiB nicns
KOHTpONb cepii: 3aTBEPA)KEHHA
C.K. CaHpo3
C.P.J1., PymyHis;
BMPOGHMLTBO
Hepo3dacoBaHoi
npoayKuii:
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyynHa
116. | NIHBAT Kancynu Teepgi, no TOB Ykpaina BMPOGHMLITBO 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/15586/01/08
300 mr; no 7 kancyn "CaHfo3 NOBHUM LMK/IOM: CnoseHis/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom nionsieae
y 6nicTepi, no 2 YkpaiHa" Cantotac ®apma PymyHis/ thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
6nictepu B KOpOO6L M6X, HimeyunHa; TypeyunHa nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT

nepBuHHa Ta
BTOPUHHA
ynakoBka, [,03BiN
Ha BUMYCK cepii:
Nek
PapmaLeBTUYHa
KomnaHis a.4.,
CnoseHis;
nepBuHHA Ta
BTOPUHHA
ynakoska: Jlek
PapmaLeBTUYHa
KomnaHis a.4.,
CnoseHis;
KOHTpPOb cepii:

AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acooby,
ab0 JocnigxeHb 3 6e3Mekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHnii nepioa, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Oco611BOCTi 3acTOCyBaHHA" BIiANOBIAHO A0
OHOB/EHOT iHGhopMaLii LLoA0 6e3nekn 3acTOCyBaHHS
Liro40i pevoBUHY 3rigHO 3 pekomeHgauieto PRAC.
TepMiH BBEAEHHS 3MiH - TPOTAroM 6 MicALiB nicas
3aTBEPKEHHS
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
C.K. CaHpo3
C.P.J1., PymyHis;
BUPOBHULTBO
Hepo3dgracoBaHol
NPOAYKUIi:
'eHBeoH lnak
CaHaii Be TikapeT
A.C., TypeyumHa
117. | NIHBAT Kancynu Teepai, no TOB Ykpaina BMPOBHULTBO 3a HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/15586/01/01
25 wmr; no 10 kancyn "CaHpo3 NOBHUM LMK/IOM: CnoseHis/ TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
y 6nictepi, mo 3 YkpaiHa" Cantotac ®apma PymyHis/ thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
6nictepu B KOPOOLL M6X, HimeuyunHa,; TypeyunHa NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
nepBuHHA Ta ONs MeAnYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
BTOPUHHA OHOB/IHOBAHOrO 3BITY 3 6e3neku NikapcbKoro 3acoby,
yrnakoBka, [03Bin ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
Ha BUMYCK cepil: 3acoby B nicnsipeecTpawiiiHnii nepiog, abo sk
Nex pe3ynbTaT OLiHKK 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
dapmaLeBTUYHA BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
KomnaHia g.4., (3MiHY Y3rofpkeHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
CnoBeHis; opraHom)
nepBuHHA Ta 3MiHN BHECEHO B IHCTPYKLi0 AN MeANYHOro
BTOPVHHA 3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
ynakoBka: Jlek "Oco6nMBOCTI 3aCTOCyBaHHS" BigNoBiAHO 40
dapmaLeBTUYHA OHOBJEHOI iHGhopMaLii LWoao 6e3nekn 3acToCyBaHHSA
KomnaHia g.4., [it040i peyoBrHY 3rigHO 3 pekomeHgauieo PRAC.
CnoBeHis; TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
KOHTPO/b cepii: 3aTBepAXeHHSA
C.K. CaHpo3
C.P.J1., PymyHis;
BUPOBHULTBO
Hepo3dghacoBaHol
NPOAYKUIi:
'eHBeoH lnak
CaHali Be TikapeT
A.C., TypeyumHa
118. | NIOTOH® renb, 1000 MO/r no A.MeHapiHi ITania A.MeHapiHi ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 nionsieae UA/10905/01/01
1000 rENb 30r,50ra6o 100 r IHgycTpie MaHyhakTypiHr Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenma
y Ty6i; no 1 Ty6i B dapmaueyT J1oricTiKC eHp, cepTudikaT BignoBigHOCTI EBponeiichKiii
KapTOHHIA Kopoo6Li nue PiyHiTe Cepsicec C.p.J1. hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
C.p.n. OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0

BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEeHWIA cepTudikat
Bifj y)ke 3aTBEpPAXEHOro BUpo6HMKa - MogaHHA
OHOBNEHOrO cepTudikaTy BignosigHocTi EP R1-CEP
2006-059-Rev 14 (nonepeaHs Bepcis R1-CEP 2006-
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

059-Rev 13) Bif BXe 3aTBEPAKEHOIO BUPOOHMKA
Aitoyoi peyoBuHM - Shenzhen Hepalink Pharmaceutical
Group Co., Ltd. 3miHu | TNy - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiAnoBigHOCTI EBponelicbkinn hapmakonei: ans Adl;
[ONs BUXIQHOTO MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoByHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
OHOBJ/IEHOTO cepTudikaTy BignosigHocTi EP R1-CEP
2005-070-Rev 06 (nonepeaHs Bepcia R1-CEP 2005-
070-Rev 05) Bif BXe 3aTBEPIKEHOIO BUPOOHMKA
aitoyoi pevoBuHM - Nanjing King-Friend Biochemical
Pharmaceutical Co. Ltd. 3miuu | Tuny -
ALMiHICTpaTMBHI 3MiHN. Buy4YeHHs BUPOGHWYOT
AinbHULUI (BKAOYatoum AinbHuUi ana A®l, npomikHoro
nNpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULL
NSl NpoBefieHHs NakKyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/H0 cepii) abo nocTavanbHrKa BUXIigHOTO
martepiany, peareHTy abo AONOMDKHOT peYOBUHU
(AKLWO 3a3HAYeHO Y A0CbE) - BUMTYYEHHS
3aTBEPAKEHOr0 BUPOGHUKA fjit040T peyoBUHN
renapuHy HaTpito - Yantai Dongcheng Biochemical
Co., Ltd.. BUpo6HUK, WO 3aUIMLLNBCS, BUKOHYE Ti X
cami (PyHKLUiT Lo i BUayYeHnid. 3miHu | Tuny - 3MiHun 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. (iHLWi 3MiHW) -
BMMpaB/ieHHs TnorpadpivyHoi NOMUIKN B Ha3BI
[LOMOMDKHOT peYOBMHK: BYN10 «0nNist HeponieBa», CTano
«HeponieBnin apomaTnsaTop» Ta NocuiaHHi Ha
BHYTPILLHIO MOHOrpadito Ha HeponieEBWiA
apomatusartop. TakoX, BHECEHHS peaakLiiHUX 3MiH
no p.3.2.P.1, 3.2.P.3.2, 3.2.P.3.3, a came: -3MiHI0E
Ha3BU JOMOMDKHUX peyoBuH: 3 «Ethanol» Ha «Ethanol
96%» Ta 3 «Carbomer 940» Ha «Carbomer» -y po3gini
3.2.P.1 3MiHIO€ Ha3BYy Ta BHOCWUTb NPaBkuK A0
othopmneHHs Tabnuui 3 «Tablel —Heparin gel
composition» Ha «Table P.1-1 Composition»; -3miHt0€
Ha3BY iHrpigieHTy «JlaBaHaoBa onisi» (Lavender oil) Ha
«JlaBaHauHoBa onis» (Lavandin oil), ockinbku came
NaBaHAMHOBA O1is BXOAUTb A0 CKNagy reso -KopekTye
NOKa3HWK Ki/IbKOCTi 415 BOAW OYMLLIEHOT 3 «(.S. tO
100.00 g» Ha «Up to 100.00». 3MiHN BHECEHO B
IHCTPYKUilO AN MeANYHOro 3acTOCYBaHHA NMikapCbKoro
3acoby fo po3giny "Cknag" Woao yToYHEeHHs
[0MOMIDKHMX PEYOBMH Ta SIK HACNiAOK - BigNOBIgHi
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

3MiHM y TEKCTi MapyBaHHS yNakoBKMW NikapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tv micsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUMy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
po3mipy cepii (BkoUarouy gianasoH po3mipy cepii)
roToBOro NikapcbKoro 3acoby (iHLWi 3MiHW) - BUAaIEHHSA
po3mipy napTtii 1000 Kr Ta OHOB/IEHHSA PO34iny
3.2.P.3.2 Mogyns 3. 3aaBHWK 3a3Havae, wo 2000 kr
Hepo3(hacoBaHOrO reso € eAVHUM PO3MiIPOM NapTil,
LLIO BUTOTOBISIETLCA HA BUPOGHWYIN AinbHUL A.
Menarini Manufacturing Logistics and Services S.r.l.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHV Y BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0YN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3miHa y NpoLeci BUpOGHMLTBA) - HE3HAYHA
3MiHa y npoLieci BUPOGHMLITBA, @ cCaMe - BHECEHHS
iHchopMmawii Lwoao yacy Ta WBNAKOCTI 3MiLLyBaHHSA
iHrpeaieHTiB y npoLeci BUpObHULITBA FOTOBOTO
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
[oTOBWIA NiKapCbKMii 3aci6. 3MiHU Y BUPOGHULITBI.
3MiHu BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikauisx, nig yac BMpobHULTBa
rOTOBOrO NiKapCbKOro 3acoby (BU/TyYEHHs1 HECYTTEBOIO
BMNPOGYBaHHS B NPOLIECi BUPOOHULITBA) - BUSTYYEHHS
TecTy pH y npoueci Bupo6HuuTBa. KinbkKictb
TpreTaHonamiHy 6yna Bu3HayeHa Ta 6inblue He
KOPUIyeTbCS, OCKiIbkU BUPOGHWUYIl npouec 6yB
cTaHfapTn3oBaHuii. Konv npogykT 6yB po3pobneHuii
(noHag, 40 pokiB TOMy), BUMiptoBasibHe 061aHaHHSA
6y/10 MEHLU TOYHWM, | TOMY TECT NPOCTO Ta LBMAKO
3a6e3nevyBaB nepesipKy KiNIbKOCTI PigKoi A0MNOMIDKHOI
peyoBUHM, [OAAHOT Mif Yac BUPOOHULTBA KOXHOT
cepii. B gaHwii 4yac BumiptoBanibHe 061aHaHHS €
HabaraTo TOYHILLUMM, a MPOLEC HANNEXHUM YNHOM
BaslifoBaHWA. 3MiHM | TUNY - 3MiHW 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
3MiHa napameTpiB cneuudikauii Ta/abo AonycTUMmX
MeX 4151 AONOMDKHOT peqoBUHM (iHLLI 3MiHW) -
BUMPaB/IEHHS APYKAPCbKOi NOMUIIKV B NapameTpi
cneumaikauii «PO34MHHICTb», a came: 3i «3MilLyETbCs
3 4 06’emamMu 4% cnvpTy» Ha «3MillyeTbes 3 4
o6’emamun 70% cnupTy», 4715 AONOMDKHOT peY0BUHM
nasaHAMHOBOI oNii. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA Nnikapcbkuii 3aci6. KOHTPOb AONOMIKHUX
peyoBuH. 3MiHa y MeTofax BUNPOOYBaHHS AONOMIKHOT
PeYOoBMHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHb) - HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToJax BUNpobyBaHb, a came - 3MiHa y MeTogi
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
rasoBoi xpomaTtorpadii, L0 BUKOPUCTOBYETbLCS AN
iaeHTndikauii LOMOMKHOI peYOBUHM — NTlaBaHANHOBOI

onii. 3MiHn | TUNy - 3MiHK 3 siKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOb AONOMiIXKHMX PEYOBUH.
3MiHa y MeToAax BUNPOGYBaHHS AOMOMiXHOT
PeyoBMHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHb) - HE3HAUHI 3MiHW Y 3aTBEPMAKEHNX
MeToAax BMNpobyBaHb, a caMe - 3MiHa y MeTofi
rasoBol xpomMartorpaqii, L0 BUKOPUCTOBYETLCA AN
ineHTudhikauil 4ONOMIXHOI Pe4OBUHN —HEPONIEBOIO
apomatmsaropa. 3miHu | Trny - 3MiHM 3 AKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. KOHTPOIb AOMOMIDKHUX
peyoBWH. 3MiHa NapameTpiB cneuudikaiin Ta/abo
[0NyCTUMUX MEX AN AONOMDKHOT peyoBUHM
(BUNyyeHHs 3i cneumqikaLii He3HaYHOro NokasHukKa
(Hanpuknag, 3acTapifioro NoKasHMkKa)) - BUNyYEHHS
HEe3HaYHOro nokasHuka «PO34YMHHICTb Y CMPTi» 3i
cneumaikaLii 4OMOMIXHOI pe4OBUHM HEPONIEBOrO
apomMaru3aropy, OCKi/IbKU Lie CTasia XxapakTepucTtuka
apomaTunsartopy i Leli MoKkasHVK He NoTpPibHO
nepeBipATN 415 KOXHOI napTii. 3MiHK | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AonNycTUMUX MeX AN1s
[OMOMDKHOT peYOBUHYM (BUTYYEHHS 3i crnieumdikavii
He3HaYyHOro NokasHuka (Hanpvkiag 3acrapisnoro
MOKa3HMKa)) - BUTyHYEHHS HE3HAYHOTO MoKa3HMKa
ineHTudikauii 3i cneymdikalii 4ONOMDKHOT peYOBUHN —
HeposlieBOro apomarnsaropy, a came:
KONTIOPUMETPUYHOT peakuii. 3MiHu | Tuny - 3miHu 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHMX PEeYOBMH. 3MiHa NapameTpis
cneuudikayii Ta/abo AonNycTUMUX MeX AN1s
[OMOMDKHOT peYOBUHY (BUTYYEHHS 3i cneumdikavii
HEe3HaYyHOro NokasHuka (Hanpvkiag 3actapisnoro
MOKa3HMKa)) - BUTyHYEHHS HE3HAYHOTO MOKa3HMKa
«MUTOME ONTUYHE 06epTaHHs» 3i cneuudikauii
[OMOMDKHOI PeYOBMHN — HEPO/IEBOrO apoMaTun3arTopy.
PeuyoBMHM NPMPOLHOro MOXOMKEHHS AyXe YacTo €
XipaslbHUMW peyoBMHaMM, TOMY, TECT Ha ONTUYHE
ob6epTaHHs € WBWAKMM Ta NPOCTM METOAOM, LL06
BiApi3HUTW HaTypanbHy edipHy onito Big, it
CMHTETUYHOrO (260 HaniBCMHTETUYHOTO)
apomarusartopy. [1pn BUroTOB/IEHHI CUHTETUYHUX
apomMaTtu13aTopiB, MOXHa BUKOPUCTOBYBATH K
Xipa/IbHIPEYOBVHM, TaK | paueMiuHy CyMiLll, OCKiNbKM
OCTaTOYHWI OPraHONEenTUYHWUI CMaK OAHaKoBUIA. Tomy
TeCT Ha oNTUYHe 0b6epTaHHA He € NapaMeTPOM AKOCTI

HeponieBOro apomaTusatopy Ta M.6. BUAAIEHUIA.
TakoX, BHECEHHS pefakuiiiHOi 3MiHM 10 MeToay
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
OLiHKM NapameTpy «30BHILLHIl BUrISa» 3
«Bi3yasIbHOTO OFNSAY» Ha «OPraHoNenTUYHNI». 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbknii 3aci6.
KOHTpO/1b AONOMDKHUX pEYOBUH. 3MiHa napaMeTpis
cneuudikauin Ta/abo AoNycTUMUX MeX 415

[O0NOMDKHOT PeYOBMHU (BUTYYEHHS 3i cneuundikauii
He3Ha4YyHOro NokasHvka (Hanpuknag, 3actapinoro
MOKa3HMKa)) - BUTyYEHHS HE3HAYHOTO MOKa3HMKa
«Baxki MeTasin» 3i cneumadikaLii 4ONOMKHOT
pPevYoBUHN — HEPOJTIEBOTO apomaTtunsatopy. 3miHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPONb AONOMKHMX peqoBuH. 3MiHa y MeTofax
BMUNPOBYBaHHA [OMOMDKHOI PeYOBUHM (iHLLI 3MiHW) -
3MiHa NOCWNAHHA Ha MeTOoJ BU3HAYEHHS BiJHOCHOI
ryCTUHW HeponieBoro apomarusatopy 3 USP Ha EP.
3asABHUK 3a3Havae, Lo TeCT Ha BIAHOCHY ryCTUHY
3aBXau NpoBoAMBCS BiANOBIAHO A0 EP. 3miu | Tvny -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposib
roTOBOrO /liKapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3aco6y (3BYXXEHHS fOMYCTUMUX MEX) -
3BY)XEHHSA AOMNYCTUMUX MEX A8 napameTpy
«OAHOpIgHICTb MacK» y crneumdikaii Ha BUMycK Ta
TepMmiH npugaTtHocTi [N13. 3MiHu | TUny - 3MiHKn 3

AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) - OHOBNEHHA cneuudpikadii, Wwoao
KOHCepBaHTIB Y FOTOBOMY MPOAYKTI, OCKINIbK1 B
NoTOYHOMY 3aTBepxeHoMy Mogayni 3 (po3gin
3.2.P.5.1) € noMnnkn. BHOCUTLCS YTOUHEHHS 4,0
cneumdikauii, Ha skoMy eTarni BiAbyBaETbCA
npoBefieHHs ifeHTudikauil 3ara/ibHUX KOHCEepPBaHTIB, a
KO/IN- OKPEMOTO KOHCEPBAHTY. BBeAEHHS 3MiH
NpoTArom 6-Tu MicALIB NiCAs 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO JTiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAAX
BUNPOBYBaHHSA) - HE3HAYHI 3MiHV B MeTOJi
BMNPOOYBaHHA — ynbTpadioneTosili
cneKkTpochoTOMETPIl, L0 BUKOPUCTOBYETHLCSA AN1A
iAeHTMdiKaLi Ta KiNbKiCHOro BU3HAYEHHS 3arasibHUX
KOHCepBaHTIB. 3MiHuW | Tuny - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3miHa y MeTogax BUNpobyBaHHS rOTOBOr0O
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeToAax BUNpPoOyBaHHS) - He3HaYHi 3MiHV B MeTOoZj

BUNpobyBaHHA — BEPX, L0 BUKOPUCTOBYETLCA A5

iAeHTMdiKaLi Ta KiNIbKiCHOro BU3HAYeHHs 3arasibHuX
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
KOHCEpBaHTIB. 3MiHW | TUNY - 3MiHK 3 AKOCTi. FoTOBWIA

nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MmeTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepaKeHnX
MeToAax BUMPOOYBaHHS) - HE3HaYHa 3MiHa B
3aTBEPMKEHOMY MeToZAi BUNpobyBaHHS Ans
npoBeAeHHS ineHTUdiKaLil Ta KiIbKiCHOrO BU3HAYEHHS
[il040T PEYOBVHY — renapuHy HaTpito. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTposib roToBOro fikapcbkoro 3acoby. 3miHa y
MeToAax BUNPobyBaHHA rOTOBOTO /liKapCbKoro 3acoby
(iHwWi 3miHM y MeToAax BunNpobyBaHb (BKIOYaoum
3aMiHy abo JOMOBHEHHS)) - 3aMiHa MeToAy
BUNPOOYBaHHA AN BU3HAYEHHS cepeaHbOol Macu Ta
O/ HOPIAHOCTI Macu roToBOro SikapCbKoro 3acoby.
[itounin meTop BU3HAUYEHHS cepeHboi Macu Ta
O HOPOAHOCTI Macu B ToBUKax 3 renem nepefbavae
NOBHE BUAASIEHHS BMICTY KOHTeiHepa Ta OTpyMaHHs
pe3ynbTarTiB, BigHIMaloun Bif KOXHOI Macu 6pyTTo
BifJHOCHY Macy NOPOXHbOrO KOHTelHepa. Y Toli Yac Ak
3anpornoHoBaHuii MeTof, nepeadayae BU3HAYEHHS
cepefHbOi Macu NOPOXHIX KOHTEMHepIB Ta BigHIMaHHS
OTPVMMaHOr0 3HaYEeHHS Bif, Macu 3anoBHEHOT Ty6u.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO /iKapCbKOro 3acoby
(BUAYYEHHSA HE3HAYHOrO NOoKa3HVKa (Hanpuknag,
3aCcTapifioro NokasHvka)) - BUIyYeHHS He3HaYHOro
nokasHuka «BifgnoBigHICTb ApPYKOBAHOrO TEKCTY» 3i
cneumdpikauii nepBuHHOT ynakoBku MN3. JaHnil TecT
6yae 06’egHaHO 3 TECTOM «30BHILLHIl BUTIAL»,
OCKiNbKW, NO cyTi 06uaBa TecTu € ifEHTUYHUMM.
TakoX, BHECEHHS pefakuiiHux 3miH o p.3.2.P.7, a
came: -OHOBJ/IEHO cneuudikaliio AN napameTpy
«30BHILLHI BUrNsAA» -3MiHIOE HAa3BY NapamMeTpy 3
«Pierceability of the membrane» Ha «Perforability of
the membrane», cneundikauito A15 BULLE3A3HAYEHOTO
napameTpy OHOB/IEHO BifNoBigHO. 3MiHu | TUny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(BMNlyYEHHS HE3HAYHOrO NokasHWka (Hanpuknag
3acTapifioro NokasHuka)) - BHeCEeHHA A0 cneumdikauii
NepBUHHOT YNakoBKW OKpeMUX NapameTpiB Ans

KOHTPO/IH0 PO3MipiB NEPBMHHOT YNaKOBKY, a came:




96
Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
«BucoTta Ty6u (kopnyca)», «[iameTp (30BHILLHIN)»,
«ToBLLMHa». BUpo6GHVK roTOBOI NPOAYKLIiT 3aBXan

NpPOBOAMB Lii BUNPOBYBaHHS, ane B 3aTBEPAKEHOMY
p.3.2.P.7 BuLe3a3HayYeHi napameTpu nepesipsamncs
nig yac npoBefeHHs TecTy «KOHTPOsIb po3mipiB».
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUiA 3acib.
3MiHa napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX NepBMHHOI YNakoBKW rOTOBOrO NiKapCbKOro
3aco6y (AONOBHEHHS cneuyvdikalii HOBUM MOKa3HUKOM
3 BiANOBIAHMM MEeTOA0M BUNPOOYBaHHS) - AOAaBaHHS

NOKa3HWK € O4HUM 3 HalBaXX/IUBILLINX napameTpiB ana

marepiany, 418 acyBaibHOT MaLLMHW. 3MiHN | TUny -

HOBOrO nokasHuka «Bucota Ty6u (kopnyca)» Ao
cneumdikaii NepBUHHOI YNakoBKW, OCKIIbKW AaHuii

nepeBipkv NpUAATHOCTI TyOu, AK NakyBaslbHOro

3MiHu 3 sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuugikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO /1iKapCbKOro 3acoby
(oonoBHeHHs cneumdikaLii HOBYM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS) - AOAABaHHSA
HOBOTO MokasHuka «[liameTp (30BHiLLHI)» A0
cneumdikaLii NeEpBMHHOT YNaKoBKM, OCKINIbKN AaHWi
NOKa3HUK € OAHMM 3 HaViBaXKIMBILLMX NapameTpiB Ans
nepeBsipkM NpUAAaTHOCTI Tybu, SK NaKyBa/lbHOro
MaTepiany, ons acysasibHOI MalnHA. 3MiHu | Tuny -
3MiHK 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NMepPBUHHOT YNakoBKN rOTOBOrO NiKapCbKOro 3acoby
(momnoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM METOAOM BUNPOOYBaHHS) - AOAaBaHHSA
HOBOTO NOKa3HMKa «TOBLLMHA», OCKINIbKU AaHWi
MOKa3HUK € OAHVM 3 HaViBaXK/IMBILLMX NapameTpis Ans
nepeBipkv NpUAATHOCTI TyOu, K NakyBaslbHOro
marepiany, 418 acysaibHOT MalLMHW. 3MiHN | TUny -
3MiHu 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs rotToBoro Nikapcbkoro 3acoby
(3miHa y 3aTBEpMAKEHOMY MPOTOKO/I CTabiNIbHOCTI) -
OHOBJIEHHA 3aTBEPAPKEHOrO NPOTOKO/Y CTabibHOCTI
N3, ockinbky Aitounii 3aTBEPAKEHNI PO3AiN MICTUTb
iHchopMmaLito Mpo AOCHiMKEHHA CTabiNbHOCTI Cepiid, Lo
6ynun BUroTOB/EHI LWe Ha novaTky 2000 poky. 3MiHu |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX

rOTOBOrO J1iKapCbKOro 3acoby (BHECEHHS 3MiH [0
[0CbE NiC/1S OHOBJ/IEHHS 3araslbHOI CTaTTi HA rOTOBY
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

nikapcbky dhopmy y AdY/EBponelickkili hapmakonei) -
OHOBJIEHHSA 3araslbHOT CTaTTi Ha rOTOBY NiKAPCbKY
hopmy B EBponeiickkili hapmakonei ansi nokasHuka
«Mikpob6ionoriyHa ynctota». 3MiHu | Tuny - 3MiHn
Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy
(iHWi 3MiHM) - 3MiHK BHECEHO B IHCTpyKLi0 Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3giny "Oco6nBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
marepianiB peecTpauiiHoro L0oCkbe (LOMNOBHEHO
iHbopMmawieto Wwoa0 6e3nekn 3acTocyBaHHs
[OOMNOMDKHMX PEYOBUH) Ta BHECEHO HE3HAYHI
pefakLiiiHi NpaBku y TEKCTi MapKyBaHHA NepBUHHOT Ta
BTOPWMHHOI YNakoBKM NikapCbKoro 3acoby. BeeaeHHs
3MiH NPOTSArom 6-Tu MiCALIB NiC/1s 3aTBEPAKEHHS.

119.

NOPUHAEH
®A

Masb o 15 r B Ty6i;
no 1 Ty6i B kopo6ui

TOB
«BAYLU
XENC»

YKpaiHa

dapm3asof
€nbtha A.T.

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK Y NpoLieci BUPo6HMLTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHNLTBI
rOTOBOrO JlikapCbkoro 3acoby (iHLi 3MiHW) - BHECEHHS
3MiH B n.3.2.P.3.0n1c BUpo6HMYOro npouecy Ta
KOHTPO/I0 MpoLecy, a came pefakLiiHi 3MiH1 B onuci
cTafii KOHTPO/IO Ta CXeMV BUPOBHLUTBA,
BMAANATLCA BNACHi Ha3BW Npunagis, onuc
KOMePpLiiHOI Tapy Ta iHLWIi peAakuiviHi 3MiHW. 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHN BUNpobyBaHb abo
[OMNyCTUMUX MEX, BCTaHOBNEHMX y cneuudikalisx, nig
Yyac BMPO6HULITBA FOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHK) - BHECEHHS 3MiHM [0 n.3.2.P.3.4.KoHTponb
KPUTUYHKX CTagiil i NpOMKHOI npoAykuii, a came
po34in AONOBHEHO AOMYCTUMUM BiAXWUIEHHAM Yacy
3MillyBaHHA Ta roMoreHisadii (2 xB) nicns BBeAEHHSA
hiymeTasoHy nisanaty Ta KMcnoTu casniuusiosoi.
[lonoBHeHO AjanasoHu WBUAKOCTEN 3MillyBaya Ta
roMOreHi3oTopa 3 ypaxyBaHHsIM BigxvuneHb anapary.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. 3MiHN y BUpO6HMLTBI. 3MiHN B1NpobyBaHb abo
L0NyCTUMMX MeX, BCTAHOBEHUX Y creuudikaLisx, nig
Yyac BMpPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby
(BWTyYEHHSI HeCYTTEBOIO BUNpPOOyBaHHA B NpoLeci
BMPOBHWLTBA) - BUYYEHHS HECYTTEBOrO MOKa3HMKa B
npoteci BupobHuuTea «LlinicHicTb dinbTpa». M3 €
HecTepuIbHUM NPOAYKTOM A8 MICLLeBOro
3aCTOCYBaHHS, BiNOBIAHO A0 BUMOT HaNIeXHOT
BVMPOGHNYOI NPaKTVKN HEMAa€E HEOBXiAHOCTI MPOBOANTM
nepeBipKy Li/lICHOCTI ¢pinbTpa, OCKiNIbKM BOHU He
BUKOPVCTOBYIOTbCS A1 CTepuisaii npoaykTy

3a
peyenmom

UA/1717/01/01

120.

NOPWHAEH

Masb no 15 r B Ty6i;

TOB

Ykpaina

Papm3aso

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepiasis: 3MiHu |

3a

UA/1717/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
®A no 1 Ty6i B KOpobL,i «BAYLU Enbtha A.T. TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
XENC» cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEPL)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOrO cepTudikaTy BignoBigHOCTI EBponeiickkiii
hapmakonei R2-CEP 1993-008-Rev 06 gjtouoi
PeyoBMHM K1CNOTa CaniuunoBa Bif BXe
3aTBepmxeHoro BupobHuka Novacyl (3aTBepgxeHo:
R2-CEP 1993-008-Rev 05; 3anponoHoBaHo: R2-CEP
1993-008-Rev 06)
121. | MATHIKO PO3YUH ANst iH'EKLIN, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/6095/01/02
CYNb®AT - | 250 mr/mn "®apmauesT "®GapmaLeBTnyHa TUny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y peyenmom
AAPHNUA no 5 mn B amnyni; n4yHa chipma thipma "AapHuusa” MeToAax BunpobyBaHHs A®Il abo BUXigHOro
no 5 amvnyny "OapHnus" mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
KOHTYPHIl BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTea Ad|
YapyHKOBIli (He3HauHi 3MiHM y 3aTBEpPKEHUX MeToAax
ynakoBLi; no 2 BUNPOGYBaHHS)
KOHTYPHIi YapyHKOBI BHECEHHS 3MiHN A0 METOAMKM KOHTPOSO SIKOCTI
yMakoBKM B naulj; no BXiZJHOr0 KOHTPOJII0 Ha Aitoyy peyoBMHy MarHito
10 mn B amnyni; no cynbar rentarigpar 3a nokasHMKOM «AHOMasbHa
5 amnyn y KOHTYpHii TOKCUYHICTb», @& CaMe BHOCUTbLCS KOPUTryBaHHS, Y
YapyHKOBIi 3B’A3KY 3 [JONYLLEHOI0 TEXHIYHOK MOMUJIKOIO B
ynakoBLi; no 2 HanncaHHi OAVHULL BUMIPIOBaHHSA 06’€MY PO3YMHHUKA,
KOHTYPHIi YapyHKOBI B SIKOMY PO34MHSAOTb AOCNIMKYBaHy cybcTaHL;jo, a
ynakoBku1 B nauLli came «Mr» BUMPaB/IEHO Ha «MJ/1», OCKISIbKM AaHuii
PO34YMHHUK, B 5Kili po34MHsIOTL ADI, € piAnHOLO.
122. | MET®OPMI | TabneTku, BKpUTI TOB Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18846/01/01
H NnNiBKOBOKO "APTEPIYM "KuiBmegnpenapa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | riosisieae
060/10HKOH0, MO nTao" T thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi

1000 mr; no 10
TabneTok y 6nictepi;
no 3 a6o 5, abo 6
6nicTepis y naui

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYyHOro 3acToCcyBaHHsA
reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKaPCbKMX
3ac06iB NicNsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOJHWX HOBUX AOAATKOBMX faHNX) 3MiHW BHECEHO [0
IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS NiKapcbKoro
3acoby y po3ainu "®apmakonorivHi BnacTmBocTi”,
"Moka3saHHA" (pegaryBaHHs), "3acTocyBaHHA y nepios
BariTHOCTI abo rogyBaHHs rpyaat” srigHo 3
iH(bopMmaLieto Woa0 MegMYHOro 3acToCyBaHHsA
pedepeHTHOro nikapcbkoro 3acoby (Mnokodax®,
Tabs1eTkv, BKpUTI NAIBKOBOO 060/10HKO0, N0 1000 Mmr).
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n/n

JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Howmep
peecmpayitiHo2o

123.

MIAPUH

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBep/AxeHHa CynyTHA 3MiHa - 3MiHu Woao
6e3nekn/edheKTVBHOCTI Ta hapMakoHarniagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta YyMOB
BMAAui peecTpaviiHoro noceig4YeHHs, BKIO4aum
MnaH ynpaBniHHA pyu3nkamm (3acTOCyBaHHA TEKCTY,
AKNIA NOTOAKEHNE 3 KOMNETEHTHUM OpraHoM)
3asaBHVUKOM HaflaHO OHOBJIEHWIA NNaH ynpas/iHHA
pu3mkamm Bepcisa 1.1. 3MiHY BHECEHO A0 YacTuH V
«3axoam 3 MiHimisauii pusukie», VI «Pesiome nnaHy
ynpasniHHA pu3nkamu» Ta VIl «[JoaaTku» y 3B'A3Ky 3

Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 1.1
[opaetbea. BBeAeHHs 3MiH NpoTarom 6-Tu micsuis
nicnsa 3aTBepKEHHS - He PEKOMEHAYETLCA, OCKINbKN
nnaH ynpas/iHHA pU3nMKaMmn BNPOBaL)KyETLCS 0Apasy
nicns Moro norogkeHHs. 3MiHn | Tuny - 3MiHn LWoAo
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby y po3ain "MobiyHi
peakuii" LoA0 BaXNMBOCTI 3BiTYBaHHSA NPO NOGIYHI
peaxuii. BBeeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS.

OHOBJ/IEHHSIM iH(hopMaLii 3 6e3Mnekun AikoUoT PeHOBUHN.

nocsioYeHHs1

124,

MIAPUH

TabneTkn, BKpUTI
o060s10HKot0, Nno 10
mr, no 30 TabneTok
y 6nictepi, no 1
6nictepy y
KapTOHHIM navui

TOB
"30PABO"

TOB

YKpaiHa

Apavepg ®apma
C.A.

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cMcTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3pjiicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(paiina cuctemu cpapmakoHarnsay) - 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a

hapmakoHarnsg,.

[itoua pepakuisi: Malictep MapuHa MeHHagiiBHa.
MponoHoBaHa pegakuis: daminapcbka AHHA
JleoHigiBHa. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOT
ocobw, BignoBigasbHOI 3a thapMakoHarnsag. 3miHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs1 MacTep-aiina cucremm
hapmakoHarnsgy.

3a
peyenmom

UA/20322/01/01

TabneTku, BKPUTI
060/10HKO10, No 30

"30PABO"

Mr, no 10 TabneTok

YKpaiHa

Apameg ®apma
C.A.

MonbLa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta

hapmakoHarnisgy. BeegeHHs abo 3MiHM Ao

3a
peyenmom

UA/20322/01/02
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocsioYeHHs1

y 6nicTepi, no 3
6nictepu y
KapTOHHII navui

y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemMy
thapmMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobM 3 hapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
(haiina cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnag,.

Litova pepakuis: Maiictep MapuHa FeHHagjiBHa.
MponoHoBaHa pegakuis: ®aminapcbka AHHa
JNeoHigiBHa. 3MiHa KOHTAKTHUX AaHWUX YNOBHOBaXKEHO!
ocobu, BiANoOBIAasIbHOI 3a hapmakoHarnag. 3MiHa
MicuUsi 34iCHEHHA OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHA MacTep-thalina cuctemm
dhapmakoHarnsgy.

125.

126.

MIAOKA/IM

MOBI®DJIEK

PO3YUH ANS1 iH'EKLIN;
no 1 mn B amnyni;
no5Samnyny
KapTOHHI ynakoBLi

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TepeoH
Pixtep"

YropuimHa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeANYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMM
LaHUMU 3 SKOCTi, AOKNIHIYHUMMU, KNIHIYHUMW JaHMK Ta
JaHuMu 3 chapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKUIiT 4NA MEeAMYHOro 3aCTOCYyBaHHS NiKapCbKoro
3acoby Ao posginis "Cnocib 3acTocyBaHHsA Ta Jo3mn",
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHchbopmawii Ha nigctasi PSUSA wogo
BHYTPILUHbOBEHHOTO LLUIAXY BBEAEHHS NiKapCbKOro
3aco6y, BiAnoBiAHI 3MiH/ BHECEHO B TEKCT MapKyBaHHS
yNaKkoBOK NiKapCbKoro 3acooby.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/7535/01/01

127.

C® AEKC

MOKCAHA

PO3YUH ANS iH'EKLN,
50 Mr/2 mn; no 2 mn
B amnyni; 6 amnyn y
KOHTYPHIl
YapyHKOBIli
ynakosui, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B KapTOHHIi kopobLyi

TOB "Mosi
Xenc"

Ykpaina

[esa XongunHr
A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHa
3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460): TepmiH
BBE/EHHS 3MiH NpoTsAroM 6 micauis nicns
3aTBePMKEHHS - 3MiHM | TNy - 3MiHK WoA0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy (iHwi
3MiHM) - 3MiHU BHECEHO B TEKCT MapKyBaHHS
BTOPUHHOI yNakoBKMW Nikapcbkoro 3acoby y n. 11.
«HAMMEHYBAHHSA | MICLLEBHAXOIXKEHHS
BNPOBHUKA TA/ABO 3AABHNKA» Ta n. 17.
«|HLUE». TepmiH BBeieHHA 3MiH NPOTAroM 6 MicALiB
nicns 3aTBeppkeHHs

3a
peyerimom

He
nionsieae

UA/19056/01/01

PO34MH ANns iHdY3iiA,

MicTtpan

AHrnis

AHPAPM

peuis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu |

3a

UA/19478/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

LVH

400 mr/250 mn; no
250 mn (400 mr) y
donakoHi; 1 dpnakoH
B navu,

Kenitan
MeHepxmeH
T NimiTeq,

XENNAC C.A

TMny - 3MiHK LWoAo 6e3nekn/edeKkTnBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BMAaYi peectpaliliHoro
noceigYeHHs, BKNtoYarouy Mnax ynpasniHHA pyu3nkaMm
(3acTocyBaHHS TEKCTY, KNI NOTOMKEHNT 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HaJaHo
OHOB/IEHUIA NNaH ynpasniHHA pu3nkamu Bepcisa 1.0.
3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHhopmavis,
IIl «MnaH 3 hapmakoHarnsagy», V «3axoam 3
MiHiMi3aLii pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusnkammn», VII «loaatkn» y 38’a3ky 3 AoAaBaHHAM
iHbopmauii WoA0 OUiHKN eddEKTUBHOCTI A0AATKOBUX
3axo4iB 3 MiHIMi3aLii pu3ukis gns pusnky "AHespr3ma
Ta JecekKLis aopTu Ta perypritauisi/HegocTaTHiCTb
CcepLeBoro KnanaHa".

peyenmom

128.

HANBY®IH-
3[PABO
IH'EKL

PO3YUNH ANS iH'EKLN,
10 mr/mn, no 1 mn
abono2mns
amnyni, no 5 amnyn
y 6nicTepi, no 1 abo
no 2 6nictepu B
KapTOHHIM nayui

TOB
"30PABO"

Ykpaina

MpusatHe
akujioHepHe
TOBapUCTBO

"Jlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 (hapMakoHarnfgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[Litova pepakuin: Maictep MapuHa MeHHagiiBHa.
MponoHoBaHa pepakuis: daminsgpcbka AHHA
JNeoHigiBHa. 3MiHa KOHTAKTHUX JaHWX YNOBHOBaXKEHOT
ocobu, BiANoBiAasIbHOI 3a hapmakoHarnsg. 3MmiHa
MicUsi 34iACHEHHA OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-halina cucrtemm
dhapmakoHarnsgy.

3a
peyenmom

UA/19284/01/01

129.

HENPOOAP
®

TabneTkn, BKpUTI
060/10HKO0, M0 500
mr, no 10 TabneTtok
y 6nicTepi; no 1
6nictepy B
KapTOHHI ynakoBL;
no 3 a6o no 10
yMakoBOK y
KapTOHHI KopooLi

Amakca N1T],

Benvka
BputaHis

Bupo6bHMLTBO 3a

NOBHUM LK/IOM:

Kycym Xentxkep
ret /114

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucCTemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoT ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BigNoBigansLHOI
3a 34jicHeHHs hapmMakoHarsay (Bkayaluu

3a
peyenmom

UA/10777/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.
[itoua pepakuis: BapaHiscbkuii Mykona Onekcinosumy.
MponoHoBaHa pepakuis: KapayesLesa HaTtanis
BonogumunpisHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnsg,. YTO4HEHHS LLOAO agpecu Micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
YTOYHEHHS W00 afpecy MiCLLIe3HaXOMKEHHSI MacTep-
dpaiina cuctemy papmMakoHarisay.
130. | HEKCETUH | kancyniu HOBEN TypeyuunH NOBHUIA LKA TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16830/01/01
KMLLKOBOPO3UUHHI ITAY CAHAT a BMPOOHMLITBA, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
TBEpAi, no 20 mr, no BE BiAnNoBigabHUIA 3a KOHTpPO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
14 kancyny TIOXAPET BUMYCK Cepii: napameTpiB cneuudikauiin Ta/abo AoNyCTUMUX MEX
6nictepi; no 2 A.LL. HOBEN INAY rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
6nictepu B CAHAI BE nepiognYHOCTI NPOBELleHHA BUNPOOyBaHb 3a TECTOM
KapTOHHI ynakosLii TIOKAPET A.LL., «MikpobionoriyHa unctota» B Cneuyudpikauito M3, a
TypeuuunHa; came «TecT NpoBOAATb OAMH pa3 Ha KoXxHili 10-1i cepil
BUPOBHULTBO a60 0AUH pa3 Ha PiK y 3a/1eXHOCTI Bif TOro, LWo
NMPOMiXHOro HacTaHe paHilue».
NpoAayKTy: nenet
[OYNOKCEeTUHY:
Ynkap Kimis CaHai
Be TigpxapeT A.LL.,
TypeyynHa
131. | HEKCETUH | kancynu HOBEN TypeyuunH NOBHWIA LKA TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/16830/01/02
KMLIKOBOPO3YMHHI IIAY CAHAT a BMPOGHMLITBA, TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
TBEpAi, no 40 mr, no BE BiAnoBigabHU 3a KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
14 kancyny TIOXAPET BUMYCK Cepii: napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
6nicTepi; no 2 A.LL. HOBE/ INAY rOTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
6nictepu B CAHAI BE nepiogNYHOCTI NPOBELEHHA BUNPOOYyBaHb 3a TECTOM
KapTOHHI ynakosLi TIOKAPET A.LL., «MikpobionoriyHa unctota» B Cneuyudpikauito M3, a
TypeyuunHa; came «TecT NpoBOAATb OAMH pa3 Ha KoXxHili 10-1i cepil
BUPOBHULTBO a60 0AVH pa3 Ha piK y 3a/1eXHOCTI Bif TOro, Lo
MPOMiXHOro HacTaHe paHilue».
NpoAyKTy: nenet
[OYNOKCEeTUHY:
Ynkap Kimis CaHai
Be Timkapet A.LL.,
TypeyynHa
132. | HILUEPIOMI | Tabnetku, BKPUTI NAT Ykpaina MAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/5252/01/01
H 060/10HKOI0, Mo 10 "Tanuudpap TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
mr; no 10 TabneTok Mm" KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa

y 6nicTepi; no 3
6nictepy B navwi

napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
roTOBOrO JlikapCbKOro 3acoby (iHLWi 3MiHK) -
npuBefeHHs cneundikauii Ta metoais koHTposnto MN3
00 BUMOT MoHorpadii AdY, gitoye BugaHHa «5.1.4.
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

Mikpob6ionoriyHa YncToTa HecTepUIbHNUX
thapmaLeBTUYHMX Npenaparis i cybcTaHuii gns
chapmaL|eBTUYHOrO 3acTOCyBaHHsA», a came:
BUyYEHHS (hopMyntoBaHHSA «He BinbLue».

133.

HOPJJIKCU
H

Kancynu no 50 wmr;
no 15 kancyny
6nictepi, no 4
6nictepu B
KapTOHHII nayui

TOB
"30PABO"

YKpaiHa

IHOAPMACKI

®paHuisa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnfgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BignoBigabHOI 3a
thapmakoHarnag,.

[itoya pepakuisi: Mavictep MapuHa leHHagjiBHa.
MponoHoBaHa pefakuin: daminapcbka AHHa
NeoHigisHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXEHOT 0cobu,
BiANOBIAa/ILHOT 32 hapmakoHarnsag.
3MiHa MicuA 3[iICHEHHS OCHOBHOI AiSNIbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxoMkKeHHs MacTep-aiina cucremm
hapmakoHarnsgy.

3a
peyenmom

UA/19973/01/01

134.

HOPMAKC

Kpansi OYHi/BYLLHi
0,3%;no5mny
naacTvKoBOMY
dhnakoHi-
KpanesbHuLi abo
CKNsIHOMY hnakoHi 3
KpanenbHuueto; no 1
dhnakoHy B
KapTOHHIM nayui

Inka
Nab6opaTtopi3
NimiTeq

IHAjA

ANKOH
MapenTepanc (1)
Nimiten

IHAjia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3araslbHeHVX faHux npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsaay 3asBHuka ans
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLO BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu hapmakoHarssay). 3MiHa KOHTaKTHOT
0cobu 3asiBHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[Oitova pepakuia: TxagaHi aHiens. MNponoHoBaHa
pefakuis: CapaniHa Onbra IBaHiBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BifnoBiAaNbHOI 3a hapmakoHarnsa B YKpaiHi.

3a
peyenmom

UA/4980/01/01

135.

HYKNEO
LM.®.

niogpinizat gns
pO3unHY Anst

deppep
IHTEepHacioH

IcnaHis

deppep
IHTEepHacioHasb,

IcnaHis

BHECEHHS 3MiH 10 peECTpaLiiiHnX maTepianis: 3MiHu |
TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta

3a
peyenmom

UA/3396/02/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
POPTE iH'eKUili; 3 amnynn 3 anb, C.A. C.A. thapmakoHarnsgy. BeegeHHa abo 3miHv Ao
niogpinizatom Ta 3 y3araslbHeHrX faHux Npo cucteMy papmMakoHarisgy
amnynu 3 2 mn (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
PO34YnHHKKa (HaTpito thapmakoHarnagy, 3miHa ynosHOBaXeHoi ocobwu,
xnopvg, Boga ans BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
iH'EKLiIA) Y KOHTYPHIi KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHuKa A1s
YapyHKOBI ynakoBLi 3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SiKLL0 BOHa
B KOpPOOLi BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y pO3MilLeHHi macTep-
thaiina cuctemmn chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.
[itoua pepakuis: Albert Garcia Rierola. NponoHoBaHa
pepakuis: Cristina Rodellas Ramos. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3adBHUKA,
BiAMNOBIAa/IbHOI 3a hapMakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.
[itoua pepakuis: Kuchma Volodymyr / Kyuma
Bonogumup. MponoHosaHa pepakuis: Nikitchenkova
Liubov / HikiTyeHkoBa J1to608B IBaHiBHa. 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
Bi4NoBiAa/IbHOI 32 papMakoHarnsa B YkpaiHi.
136. | HYKNEO Kancynu no 15 Peppep Icnanis Peppep Icnanis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3miHu | 3a UA/18248/01/01
U.M.®. Kancyn y énicrepi; IHTepHacioH IHTepHacioHanb, TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
DOPTE no 2 6nictepu y anb, C.A. C.A. thapmakoHarnagy. BeegeHHs abo 3miHu [0

KapTOHHI Kopoo6Li

y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 (hapMakoHarnfgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuis: Albert Garcia Rierola. NponoHosaHa
pepakuisi: Cristina Rodellas Ramos. 3MiHa KOHTaKTHMX
[aHnX YNoBHOBaXKEHOT 0CO6U 3asiBHNIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3asBHMKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuis: Kuchma Volodymyr / Kyuma
Bonogumup. MNponoHoBaHa pegakuis: Nikitchenkova
Liubov / HikiTueHkoBa /10608 IBaHiBHa. 3MiHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6U 3asiBHYKA,
BignoBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
137. | HYPO®EH TabneTkun, BKPUTI PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | 6e3 UA/10906/01/01
® 12+ o060510HKo0, Mo 200 BeHkizep BputaHis Xenckep BputaHis TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
Mmr; no 12 TabneTok Xenckep IHTepHeLwwHN thapmakoHarnagy (iHwi 3miHu) -
y 6nictepi; no 1 abo IHTEepHeLHN Niviten OHOB/EHHSA TEKCTY MapKyBaHHSA NepBUHHOT Ta
2 6nictepu B Nimiteq BTOPUHHOI YMakoBOK NiKapCbKOro 3acoby.
KapTOHHI Kopoo6Lli
138. | HYPO®EH TabneTkun, BKPUTI PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 nionsi2ae UA/10906/01/01
® 12+ o060s10HKot0, Nno 200 BeHkizep BputaHis Xenckep BputaHis TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenma
mr; no 12 TabneTok Xenckep IHTepHeLuHN dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepucTuu,
y 6nictepi; no 1 abo IHTEepHeLwHN Nimiten NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
2 6nictepu B Nimiteq [ANs MeAnYHOro 3aCTOCYyBaHHS Ha MigcTasi peryssipHo
KapTOHHIA Kopoo6Li OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B micnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(iHLWi 3MiHW) 3MiHWM BHECEHO B IHCTPYKLito ANs
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Oco6MBOCTI 3acTocyBaHHs"Ta "Mo6iuHi
peakujii" BigNoBigHO A0 OHOBMEHOI iHGhopMaL,i Woa0
6e3neKkun 3aCToCyBaHHA Ailo4oi pevyoBUHN 3rigHO 3
pekomeHpauieto PRAC. BBegeHHS 3MiH NpoTArom 6-tm
MicsILiB Micnsi 3aTBEPAKEHHS.
139. | HYPO®EH cynosuTtopii no 60 PekkiTT Benuka damap A.B.E. Ipeuis BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 He UA/6642/02/01
® ansa Mr no 5 cynosutopiis BeHkizep BputaHis 3aBof ABMOH TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenma nionsizae
DITEN y 6nicTepi; no 2 Xenckep thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
6nictepn y IHTepHeLUHN nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI Kopo6 Nimiteq ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(iHWi 3MiHW) - 3MiHK BHECEHO [0 IHCTPYKLii oNs
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ginis "OcobnmBocCTi 3acTocyBaHHs", "Mo6IYHI
peakui" BiANOBIAHO A0 OHOBMEHOT iHopmaLii 3
6e3neku Aitoyoi pevoBuHK (ibynpodpeHy) 3rigHo 3
pekomeHpauisimm PRAC.
TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
3aTBEPMKEHHS.
140. | HYPO®EH CycneHsist opasibHa 3 PekkiTT Benuvka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | 6e3 He UA/8233/01/02
® ansa anesibCHOBUM BeHkizep BpuTaHis Xenckep (FOKeit) BpuTaHia TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peuyenma nionsieae
DITEN cmakom, 200 mr/5 Xenckep Nimiten thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
®POPTE mn, no 100 mn a6o IHTepHeLUHN NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
150 M1y dh1aKoHi; NimiTen 0151 MeANYHOro 3aCTOCYBaHHSA Ha MiAcTaBi perynsipHo

no 1 dpnakoHy y
KOMMNAEKTI 3i
LINPULOM-

OHOB/IHOBAHOTO 3BiTY 3 6e3NeKn NikapCbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiHnii nepiog, abo sk
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
[,03aTOpPOM Y pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHNX
KapTOHHI KOpooLi BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxkers (PIP)
(iHWi 3MiHW)- 3MiHX BHECEHO [0 IHCTPYKUiT ANns
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBoCTi 3acTocyBaHHS", "Mo6IYHI
peakuii" BignoBiAHO 4O OHOBNEHOI iHChopmMaLii 3
6e3neku Aitoyoi pevosuHK (ibynpodeHy) 3rigHo 3
pekomeHgauisvm PRAC.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
141. | HYPO®EH CycCrneHsisi opasibHa 3 PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 He UA/7914/01/02
® Ans NOSTYHUYHUM BeHkizep BpuTaHis Xenckep (KOkeit) BpuTaHis TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma niosnsieae
DITEA cmakom, 200 mr/5 Xernckep Nimiteq hapmakoHarnsay. 3miHa y KopoTKiil XxapaKTepucTuLi
POPTE mn; no 100 mn a6o IHTEepHeLWHN NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
150 My dp1akoHi; NimiTen 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
no 1 dnakoHy y OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
KOMM/IEKTI 3i abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS ikapCbKoro
LINPULLOM- 3acoby B nicnspeecTpauiliHuii nepios, abo sk
[,03aTOpPOM Y pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
KapTOHHIA KOpooLi BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(iHWi 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKUii oNs
MeAUYHOro 3aCToCyBaHHSA NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBOCTi 3acTocyBaHHS", "Mo6IYHI
peakuii" BigNoBiAHO 4O OHOBNEHOI iHChopmMaLii 3
6e3neku Aito4oi pevoBuHK (ibynpodeHy) 3rigHo 3
pekomeHgauisvm PRAC.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.
142. | HYPO®EH TabneTku, BKPUTI PekkiTT Benvka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 niosisieae UA/6313/02/01
® ®OPTE 060/10HKOH0, N0 400 BeHkizep BpuTaHis Xenckep BpuTaHis My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenma
Mr, no 12 Tabnetok Xenckep IHTepHeLuHN thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
y 6nicTepi; no 1 abo IHTepHeLHN Nimiten NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
2 6nictepu B Nimiten 0151 MeANYHOro 3acTOCyBaHHA Ha MiAcTasi perynsipHo
KapTOHHI Kopoo6Li OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NnaHy negiatpuyHux gocnimxkers (PIP)
(iHWi 3MiHM). 3MiHWM BHECEHO [0 IHCTPYKLUiT Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBOCTi 3acTocyBaHHS", "Mo6IYHI
peakuii" BignNoBiAHO 4O OHOBNEHOI iHhopmMaLi 3
6e3neku Aito4oi pevoBuHK (ibynpodpeHy) 3rigHo 3
pekomeHpgauisgsmm PRAC. TepMiH BBEEHHA 3MiH
NpoTSArom 6 MicsiLiB nicns 3aTBepKEHHS
143. | OBITPEN® PO34UMH NS iH'EKUIN Apec LLseliyapi BMPOOHULTBO ITanis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/1175/03/01
no 250 mkr/0,5 mn; TpehgiHr A Hepo3dhacoBaHoro LBeiuapis TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta peyenmom | riosisieae
no0,5mny C.A. npenapary, thapmakoHarnagy (iHwi 3MiHn)

KapTpuaxi,

NepBUHHE Ta

3MiHVM BHECEHO A0 IHCTPYKUIT A5 MeAUYHOIo
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BMILLEHOMY Y PYUKY BTOPUHHE 3aCTOCYBaHHSA NikapcbKoro 3acoby Ao posainy "Cnocib
L1151 BBEAEHHSA; no 1 nakyBaHHs, 3acToCyBaHHSA Ta A031" WoA0 OHOB/EHOT iHdhopmadii 3
nonepeaHLo KOHTPO/b AKOCTI 6e3nekn 3acTocyBaHHA MeANYHOro NPUCTPOID
3anoBHeHili pyui Ta BUMYyCK cepili: (nonepefHbO 3anoBHEHOT PYYKV A/151 BBEAEHHS
AN BBEleHHs Ta 2 Mepk CepoHo nikapcbKkoro 3acoby). BeBefieHHs 3MiH NpPOTAroM 6-Tu
TOIKN NS iH'EKLIN Y C.n.A., ltanisa MicALiB nicna 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3
KapTOHHiiA Kopo6Lli AKkocTi. MeAgunyHi npucTpoi. 3miHa NpUCTPoiB ANA
nepBuHHE BVIMIpIOBaHHS 1031 ab0 BBELEHHS NiKapCbKoro 3acoby
nakyBaHHs (iHWi 3miHW) BHeceHHs 3MiH [0 p. YnakoBka, a came-
(36upaHHs [ofaBaHHsA Apyroi (3anacHol) ronkv 40 KOXHOT
nonepeaHL0 ynakosku 3 J13. 3MiHVN BHECEHO [0 IHCTPYKLIT Ans
3anoBHEHNX MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
KapTpuaxis 3 po3giny "YnakoBka"' CTOCOBHO AofaBaHHA ApYroi
npenaparom B rOfIkM A0 YNakoBKM 3 /likapCbkuM 3aco60M, BiANOBiAHI
pyuKy ons 3MiHU BHECEHO [0 TEKCTY MapKyBaHHS yNakoBKv
BBE[EHHS): nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTAroM 6-Tu
Mepk CepoHo MiCALIB MIiCNSA 3aTBEPIKEHHS.
C.A., BigfineHHsa y
M. OBOHH,
LLiBefiuapis
144. | OKPEBYC® | KoHUeHTpar A/ TOB «Poww Ykpaina BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | 3a UA/16278/01/01
pO3uuHy Ans YkpaiHa» Hepo3dacoBaHoi LLBeiuapis TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
iHcpysiii no 300 npoaykuii, KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
Mr/10 m; no 10 mn nepBuHHE MeTofax BMNPOOYyBaHHs rOTOBOTO J1iKapCbKOro 3acoby
y donakoHi; no 1 nakyBaHHs1, (He3HayHa 3miHa y 3aTBEpIXEHUX MeTogax
donakoHy y BUNPOBYBaHHSA BUNPOGYBaHHS).
KapTOHHI Kopoo6Li KOHTPO/IO SKOCTI, HesHauHa 3MmiHa y 3aTBepMKeHNX MeTofax
BMNPOOYBaHHSA BMNPOGYBaHHS roTOBOrO Jlikapcbkoro 3acoby CE- SDS

KOHTPOIO AKOCTI
npu cTabinbHOCTI:
Pow [iarHocTukc
M6X,
HimeuunHa
BMPOGHMLTBO
Hepo3dracoBaHol
npoAyKuii,
nepBuHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHS,
BUNPOBYBaHHSA
KOHTPOJTHO SKOCTI,
BUWMYCK Cepii:
. XodhdpmaHH-/15
Pow /1tg,
LLiBeiiuapis

(MeTop KaninsapHoro enekTpodopesy 3 HaTpito
nofeunncynsgaTtom) 3a n. «4ncrtoTa», (3MiHEHO
nopsAoK BBeAEHHS NPo6); pefakyifiHi NpaBKu.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | Tuny - 3MiHK 3 SKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
a60 BUXigHOro marepiasay/npoMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLEC
BMPOGHULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEpPKEHMX
MeTofax BUNpobyBaHHs). HesHauyHa 3miHa y
3aTBepMxeHux metogax sunpobysaHHa A®l CE-SDS
(meTop kaninspHoro enekTpocopesy 3 HaTpito
pofeunncynsartom) 3a n. «4uctoTa», (3MiHEHO
nopsAoK BBEAEHHS NPO6), pefakyifiHi NpaBKu.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS. 3MiHM | TUNy - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTpO/ib roTOBOro Nikapcbkoro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
niKkapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpobyBaHb (BKIOYaOUM 3aMiHy abo [OMNOBHEHHS)).
OHOB/IEHHA MeToAy TeCTyBaHHA HEBUAUMUX




108

Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

YaCTUHOK, W06 BKIKUMTM METOZ, Manoro ob’emy
(USP<787>); pepakuiiiHi 3MiH1: BBEAEHHS MicLA
TecTyBaHHsA AkocTi Kaiseraugst o p. Panigauis
aHaniTnyHoi metoaukm (P.5.3). BBefeHHsA 3MiH
NpoTArom 6-Tu MicALIB NiCAa 3aTBEPMKEHHS. 3MiHW |

TMNy - AGMIHICTPaTUBHI 3MiHWU. BunyyeHHA BUPOGHUYOT

AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro

npoaykTy abo roToBOro sikapcbkoro 3acoby, AinbHULi

NS NpoBefieHHsA NakyBaHHA, BUPOOHNKa,
BiZJNOBIAALHOMO 3a BUMYCK Cepild, MicLie NpoBeeHHs
KOHTPO/0 cepii) abo nocTavanbHyKa BUXIGHOTO
maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY
(KO 3a3HAYEHO Y LOCLE).

BunyyeHHs BUPOGHMYOT fi/TbHUL SIK MiCLSt TECTYBaHHS
KOHTPO/II0 SIKOCTi ANsa fjtoyoi pevoBuHU Genetech,
Inc., 1 DNA Way, South San Francisco, CA 94080,
USA. CaiiT 3a/IMLIaEeTbCs BiANOBiAa/IbHUM 3a MicLe

TecTyBaHHsA B npoueci BupobHuutea (IPC) ans
TECTyBaHHS «BUMNaAKOBMX areHTiB», a Takox 3a
niAroToBKy Ta 36epiraHHs pobo4yoro 6aHKy KMiTWH i
OCHOBHOr0 6aHKy KNiTUH. PepakuiiiHi npaBku:
OHOBJ/IEHO KOHTPOJIbHE TECTYBAHHS NiKapcbKoT
peyoBVHM B NpoLeci BUPOOHNLTBA 418 YTOUHEHHS

CcaiiTiB, SKi BUKOHYHOTb «MiCLle NePBNHHOIO NaKyBaHHS

[P», «<KOHTPONbHE TECTYBaHHA B NPOLECI

BUPOBHMNLITBa», «KOHTPO/IbHE TECTYBAHHS BUNAAKOBUX

areHTiB», «36epiraHHsA [P», «nigrotoBka Ta

36epiraHHA OCHOBHOIO 6aHKy KNiTUH», ««MiArotoBka Ta
36epiraHHa pobo4yoro 6aHky KIiTMH». PegakuiiHa
npaBka B MeTofax KOHTPO/O AKocTi /13, 3 meToto
KOPEKTHOTO Bif06PaXXeHHS Ha3BM BUPOGHMKa AdI

«Genentech, Inc., USA», Lo BignoBigae sik NOTO4YHOMY
3arBep/mxeHomy P/l, Tak i OHOBNEHVM [OKyMeHTaMm,

LLL0 NPOMNOHYIOTLCA A0 3aTBEPL)KEHHS B paMKax

MOTOYHUX 3MiH. BBEeHHS 3MiH NpoTArom 6-Tu MicauiB
nicnsa 3aTBepmKeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.

A®I. BupobHuLTBO. 3MiHM BUNpobyBaHb abo
[OMyCTUMUX MeX y npoueci BupobHuutea Adl, o

BCTaHOB/EHI y crneundikauisx (BUny4yeHHs
HecyTTEBOro BUNpobyBaHHs). BunyuenHs MN/P-
TecTyBaHHS Ha Leptospira B npoueci BuUpobHuLTBa (B
KyNbTypi KITUH).

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHKM 3 AkocTi. AdI.
KoHTponb A®l. 3MiHa y napameTpax cneuudikadiii

Ta/abo [onyCTUMMNX MEX, BU3HAUEHUX Y
cneumdikauisix Ha Ad®l, abo BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTHLCS Y Npoueci
BMPOGHULTBA ADI (iHLI 3MiHK). BunyyeHHs nepesipku
i3NYHOro cTaHy (pignMHa) HanpuKiHLi TepMiHy
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

npuAaTHOCTI AitoYyoi peyoBuHU. BBeaeHHs 3MiH
NpoTArom 6-Tu MicALIB NiCAs 3aTBEPMKEHHS. 3MiHK |
MYy - 3MiHK 3 AKOCTi. A®l. BUpOOGHULTBO. 3MiHU
BMNpo6yBaHb abo [OMYCTUMUX MEX Y NPoLieCi
BMPOGHMLUTBA ADI, L0 BCTAHOB/EHI y cnewudikalisx
(BVNYYEHHSI HECYTTEBOTO BUNPOGYBaHHS). BunyyeHHs
TecTyBaHHA Ha napsoBipyc rpusyHis (M1P IPC) Ha
cTaii KyNbTYBYBaHHA NPOAYKTY nepeg 360pom
KynbTypw KNiTUH. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicsALiB Nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpo6yBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW y MeTogax
BMNpoOyBaHb (BK/OYAOUM 3aMiHy ab0o AOMOBHEHHS)).
3aMiHa TeCcTyBaHHs ekcTparoBaHoro o6’emy Ha 06’emM
Y KOHTelHepi (Bara 3anoBHEHHS) 4715 BUNYCKY
roTOBOro NPOAYKTy. BBEAeHHSA 3MiH NpoTArom 6-tu
MicALiB nicna 3aTBepXeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3MiHa y meToAax BUNPOOyBaHHS
roTOBOrO JliKapCbKOro 3acoby (iHLWi 3MiHM y MeToAax
BMNpo6yBaHb (BK/OYaoUM 3amMiHy abo JOMNOBHEHHS)).
3amiHa meTogy igeHTudikauii Lys - C Peptide Map (3a
nenTUAHO KapToto Lys - C) 3 BUKOPUCTaAHHAM Y P-
[eTekTyBaHHs Ha Lys- C Peptide Map 3a gonomoroto
MS- feTekTyBaHHA 151 TOTOBOIO NiKapCbKOro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKOro
3acoby. 3miHa y MmeTofax BUNpobyBaHHSA roTOBOro
nNikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNpoOyBaHb (BK/OYaUM 3aMiHy abo JOMOBHEHHS)).
[JlofaBaHHs a/lbTEPHATVBHOTO MeTOAY TeCTyBaHHA Ha
CTepuUsbHICTb (MeToA MembpaHHOT thinbTpauii Ha
OCHOBI POCTY 3i 3UMTyBaHHAM AT ®-3a/1€XHOI
GiontomiHecLEeHLT) Kk anbTepHaTUBHY Hapasi
CXBa/IEHOMY KOMMNEHia/lbHOMY MeToAy CTEPU/IbHOCTI
[NA TeCTyBaHHA BUMYCKY rOTOBOrO /iKapCbKOro
3acoby. BBefieHHs 3MiH NpOTArom 6-T MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (iHLWi 3MiHM y meTodax
BMNpoOyBaHb (BK/OYAOUM 3aMiHy ab0o AOMOBHEHHS)).
[opaBaHHA MeToAy Y®/Haxuny cnekTpockonii, K
aflbTEPHATUBHOTO MeToAyY A/19 BU3HAYEHHSA BMICTY
6inka gNa TecTyBaHHS BUMYCKY rOTOBOrO NPOAYKTY;
pefaKLiiiHi yTOYHEHHS 40 aHaNiTUYHOT npoueaypu
«KoHueHTpauji 6inka» 6yno 3MiHeHO Ha «BwmicT
Ginka»; dhopmaTtyBaHHsl Tabnuui ansa posginis P.5.2 i
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
P.5.3 nepernsHyTo 3 «HOMep po3finy» Ha «po3gin

Moayns». BBefeHHs 3MiH NpoTArom 6-Tv MicsAuiB micns
3aTBEPAKEHHS. 3MiHW | TUny - 3MiHW 3 aKOCTi. AdI.
KoHTposnb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM Y MeTodax
BMNPOGYBaHHSA (BK/THOYaOUM 3amiHy abo JOMOBHEHHS)
A®| abo BMXifHOro/MPOMIXHOro NPoAyKTy). 3aMiHa
meTtogy SE-HPLC (Size Exclusion High-Performance
Liquid Chromatography) Ha meTog SE-UHPLC (Size
Exclusion Ultra High-Performance Liquid
Chromatography) gns TectyBaHHs1 3a NOKa3HMKOM
AKOCTI YACTOTA NPU BUMYCKY Ait04O0i PEYOBUHMU;
BHECEHHS pefakLiiiHux 3MmiH («Cymun chopm HMW»»
(cyma BUCOKOMOEKYNApHOT Macu 3amictb <HMWS»).

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns

3aTBEPMKEHHS. 3MiHM | TUMny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. KOHTPObL roTOBOTO NiKapCbKOro
3acoby. 3miHa y MeToAax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
BMNpo6yBaHb (BK/OYaoUM 3amMiHy abo JOMNOBHEHHS)).
3amiHa meTogy SE-HPLC (Size Exclusion High-
Performance Liquid Chromatography) Ha meTog SE-
UHPLC (Size Exclusion Ultra High-Performance Liquid
Chromatography) gns TectyBaHHs 3a NOKa3HWKOM
AKOCTI YACTOTA NPU BUMYCKY rOTOBOTO NPOAYKTY;
BHECEHHS pefakLiiHux 3MiH («Cymun chopm HMW»
3amicTb «<HMWS»).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAXKEHHS. 3MiHM | Tuny - 3MiHK 3 SKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax cneuudikaiii

Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BUpo6HMUTBa AP (HLWi 3MiHK). BUnyyeHHs nnaHy
ynpaBiHHA XUTTEBUM LMKIOM MiC/IA CXBAUIEHHS
(PALM), wo Bk/tO4a€E aTpmbyT MOHITOPVIHIY aKTUBHOI
peyvoBuHW: BUganeHHs 6avky AHK kniTuH rocnoaaps;
6aHKy KNiTUH 6inka; 6inka A (Lo BUIYrOBYETLCS).
(MepeHeceHHs o p. 3.2.5.4.5). BBeAeHHS 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /iKapCbKoro 3acoby (iHLWi 3mMiHW). BunyyeHHs
nepesipky disuyHoro ctany (liquid-pignHa) HanpuykiHLi
TepMiHy NpuAaTHOCTI TOTOBOrO NikapCbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

3aTBEpPMKEHHS. 3MiHM | TMny - 3MiHK 3 SKOCTi. ADI.
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

KoHTponb A®I. 3miHa y napameTpax crneuudikawii
Ta/abo fONyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWA/NPOMIKHWIA
npoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BUPOGHMLTBA AD| (3BY)KEHHS AONYCTUMUX MEX,
BMU3HAYeHUX y cneuudpikauir).
3BYXEHHS fonyCcTMUX MeX 3a n. bacterial endotoxins
3 «> 3 EU/ml» Ha «>2,4 EU/ml» npn BHYTpiLLHbOMY
KOHTpoONi (S.2.4) Ta B cneumdikauii npu sunycky Ad®l
(S.4.1). BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB micns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3MiHa napameTpiB cneuundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(3BY)XXEHHS A0NYCTUMUX MEX). 3BY)XXEHHSA A0NYCTUMUX
mex 3a . bacterial endotoxins 3 «?1 EU/ml» Ha «?1.0
EU/ml» npwn BHyTpilwHbOMY KOHTpOni (P.3.4) Ta B
crneuundikauii npu sunycky (P.5.1). BBegeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS
3MiHn | TMRY - 3miHu 3 sKocTi. APl. KoHTponb AdI.
3MiHa y MeToaax BunpobyBaHHs A®Il abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BUNPOBYBaHHSA).

[logaBaHHA aBTOMaTM30BAHOTO NiYN/IbHUKA KOSOHIT,
AK aNbTePHATUBHOIO 34MTYBaHHSA [0 NOTOYHOrO
Bi3ya/lbHOr0 3UMTyBaHHS A1 TECTyBaHHSA 6i0/10rYHOro
6ioHaBaHTaXEHHS A/151 BHYTPILLUHbOIO KOHTPO/IO Ta
npw BUNYCKY akTUBHOI pevyoBUHU. BBeeHHA 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHW |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPOGYyBaHHSA roTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAAX
BUNpobyBaHHs). [lofaBaHHA aBTOMaTU30BaHOroO
NiYMNbHUKA KOMOHIN, SIK anlbTEPHATMBHOMO 34UMTYBaHHS
[10 NOTOYHOTO Bi3yasIbHOTO 34NTYBaHHA A1
TecTyBaHHs 6i0n10riYHOro 6ioHaBaHTaXXEHHS A1t
BHYTPILLHbOrO KOHTPOJIH0 FOTOBOTO NiKapCbKOro 3acoby
(oHoBneHHs po3giny 3.2.P.5.3 validation of analytical
procedures-bioburden-method suitability testing).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHM | Tuny - 3MiHKM 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
abo BuxigHOro marepiany/npomikHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BUPO6HUUTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
MeTofax BUNPobyBaHHs). 3MiHM 40 MeToay
BMNPo6YyBaHHA ELSD, 1040 BU3HAYEHHST KOHLEHTpau,ji
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

nonicop6arty y fjtoyili peyoBUHi (3MiHa NopsiaKy
BBE/EHHSA Npo6). BBEAEHHS 3MiH NpoTArom 6-Tu
MicALiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3

nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPoBYyBaHHS).
3MiHV A0 MeToAy BUNPOOYBaHHA BU3HAYEHHS

nikapcbkoMy 3aco6i (3MiHa nopsaaKy BBeAEHHS NPoob).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPXEHHS. 3MiHN | TUny - 3MiHK 3 AKOCTi. AdI.
KoHTposnb A®I. 3miHa y meTogax BunpobdysaHHs AdI
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPOGHMLTBA ADI (iHLWIi 3MiHM y MeTodax
BMNPOGYBaHHSA (BK/THOYaOUM 3aMiHy abo JOMOBHEHHS)
A®| abo BYXifHOro/MPOMIKHOr0 NPOAYKTY).
MocuneHHs KpUTepiiB NPUIRHATHOCTI e(PEKTUBHOCTI
KTITUHHOTO GionoriyHoro aHanisy ADCC (aHani3
AHTUTINO 3a1€XHOI KNITMHHOI LIUTOTOKCUYHOCTI) A1A
ManbyTHIX eTaNIOHHNX CTaHAAPTIB | BUAAIEHHS
aTpubyTy hisnyHoro ctaHy Ta pH 3 npoTokony Ans
nepeBipkM CTabiNbHOCTI ManBbyTHIX eTa/TIOHHMX
cTaHAapTiB (OHOBMEHHSA p. 3.2.P.6 cTaHAapTHI 3pasku
Ta maTepianiv). BBeieHHs1 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepmkeHHs. 3MiHn | Tuny - 3MiHK 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y MeTodax BUNPoGyBaHHSA
A®| abo BMXigHOro Matepiany/npoMiXKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
BMPO6HULTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPKEHNX
mMeTofax BUNpobyBaHHs). OHoBnieHHst meToay M1P
IPC Ha Mmikonna3my B peasibHOMY 4aci, a came
OHOBJ/IEHHS NIArOTOBKM 3paskiB Mikonnasmu. BeegeHHs
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOBHNYOI AiNbHUL (BKNHOYaOUN AinbHuL ans Adl,
NPOMDKHOro NPoAYyKTy abo roToBOro JliKapCbKoro
3aco0by, AiNbHUL AN18 NpoBeAEeHHS NaKyBaHHS,
BMPOGHWKA, BifNOBIAAILHOMO 3a BUMYCK Cepili, MicLe
NpOBefEeHHS KOHTPOSIO cepii) abo nocTavanbHuKa
BUXiAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y [OCbE). BunyyeHHs
BMPOGHMYOI ainbHULi Roche Singapore Technical
Operations, Pte. Ltd, 10 Science Park Floor, Room 29,
Singapore, 117684, sk MicLs TECTYBaHHA KOHTPO/IO
AKOCTI 4115 Ail040i pe4yoBuHU. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALiB Micna 3aTBepakKeHHs. 3MiHu |l
TNy - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.

3MiHM Yy BUPO6HMUTBI. 3MiHa iMnopTepa/3MiHu, Lo

AKocTi. FoToBUIA Nikapcbkuii 3aci6. KOHTPONb roToBoro

KOHUeHTpauii nonicopbary metogom ELSD y roToBomy
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPO/IO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo gofaBaHHS
[iNbHULI, Ha 5Kl 30iCHIOETLCS KOHTPO/b
AKoCTI/BUNPOBYBaHHA cepii Ans
6i0/10riYHOro/iMyHOOrYHOTO NiKapcbKoro 3acoby, Ta
6yab-AKOT AiNTbHUL, Ha SIKili 3aCTOCOBYETHLCSA
6iooriYHMi/iMyHoNOriYHUA MeTos BUNPOBYBaHHS).
[opasaHHa dinbHuUi XoddpmanH-N1s Pow JTg,
BypwmicBer, 4303 KaiicepayrcT, LUBeiiLapis 3
KOHTPOJIH0 AAKOCTi rOTOBOI NPOAYKLT, a TaKoX
OeTanizauis yHKUiT 3 KOHTPOJIKO SKOCTI MpK
cTabiNbHOCTI AN BUPOGHMYOI AinbHNL PoLu
[fiarHocTuke MM6X, HimewunHa. BeefeHHS 3MiH
NpoTSArom 6-Tv MicsILiB Nic/1s 3aTBepPAKEHHS!
145. | OHITEK® nak ons Hirtie Monikem Mokcemby BMPOBGHULITBO, ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/20472/01/01
nikyBanbHuiA, 80 C.A. pr nepBUHHE Ta HimeuunHa TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
mr/r, no 3,3 a6o 6,6 BTOpPUHHE thapmakoHarnagy (iHwi 3MiHN) - 3MiHWM BHECEHI Y TeKCT
M1y CKNSIHOMY nakyBaHHs1, MapKyBaHHS BTOPUHHOI YNakoBKW NikapCbKOro 3acoby
dnakoHi 3 KOHTPO/Ib SKOCTI B n. 1. "Hassa nikapcbKkoro 3acoby"”, n. 12. "Homep
pi3bb1eHot0 Ta BUMyCK cepili peecTpauiiHoro nocBig4eHHs".
KpULLKOIO 3 ANTb®ACITMA
neH3nem- C.M.A,, ITanis
annikaropom; no 1
donakoHy y BMPOOHULITBO,
KapTOHHI Kopoo6Li nepBrHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b SAKOCTI
Ta BUNYCK cepiii:
ANMIPANN
XEPMAJ1 TM6X,
HimeyunHa
146. | OPEB® Kancysim M siki no BepiHrep HimeyuunH MepBuHHE HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/16115/01/01
100 mr no 10 kancyn IHrenbxanm a (6nictepu) Ta MRy - 3MiHK 3 AkocTi. ADI. KoHTponb A®L. 3miHa y peyenmom
y 6nicTepi, no 6 IHTepHeLHN BTOPWUHHE napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
6nictepiB y X nakyBaHHs1, BM3HAYeHuUX y cneyudikauisx Ha A®l, abo
KapTOHHIN ynakoBLi MapKyBaHHS, BUXIAHWA/NPOMKHWI NpoAyKT/pearexT, Wwo

KOHTPO/Ib AKOCTI,
KOHTPO/b AKOCTI
3a NOKa3HUKOM
Mikpob6ionoriyHa
yucToTa Ta BUNycK
cepiin nikapcbkoro
3acoby: bepiHrep
IHrenbxainm
®apma M'm6X i
Ko.KI', HimeyunHa;
Brpo6Hu1uTBO,
ynakoBka Ta

BVKOPVCTOBYIOTBCSA Y Npoueci BupobHuutea Ad|
(8onoBHeHHS cnevumdikayii HOBUM NOKAa3HUKOM SIKOCTI
Ta BifnoBigHYM MeTo4oM BUNpobyBaHHs). [logaBaHHA

HOBOro NapameTpy crneuudikauii 4na BuXigHol
peyosuHmn "Ethanesulphonic acid 70% in water" koTpa
BMKOPUCTOBYETLCA Ha 5 KpoLi npouecy BMpoOHULTBA

nikapcbKoi cybcTaHuii HiHTeaaHi6. MNpuynHo
OHOBJIEHHSA creuugikaLi € BNpoBaMKeHHs
anbTepHaTUBHOIO MeToAy CuHTe3sy (MeTog 2) Ans

"Ethanesulphonic acid 70% in water". NMoTo4YHWiA

MeTof cuHTesy (MeTog 1) 6yae 36epexeHo sk

aflbTepHaTUBHWi 6e3 3MiHW y cneuudikawyii.
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

KOHTPOb AKOCTI
(3a BUK/TIOYEHHSIM
Mikpo6ionoriyHol
YNCTOTW) Kancyn
bulk (e
po3dhacoBaHoi
npoaykujii):
KataneHT
Himeuunna
E6epbax Mmo6X,
HimeyvunHa;
AnbTepHaTnMBHa
naboparopia Ans
npoBefeHHA
KOHTPO/IO AKOCTI
(3a BMK/TIOUEHHAM
Mikpob6ionoriuHoi
YACTOTW):
AeHp Em
LWWTABTECT
Nabop dyp
AHaNITUK yHA
Cra6initarcnpydy
Hr FM6X,
HimeyuunHa;
AnbTepHaTMBHa
nab6opartopis Ans
npoBefeHHsA
KOHTPO/HO AKOCTI
Mikpo6ionoriyHoi
yuctoTtu: CIrc
IHCTUTYT
®peseHiyc MM6X,
HimeuuunHa; 1abop
NC CE eHg Ko. KT,
Himeuunna

147.

ODEB®

Kancysim M siki no
150 mr no 10 kancyn
y 6nicTepi, no 6
6nictepis y
KapTOHHI ynakoBL,i

BepiHrep
IHrenbxanm
IHTEepHeLwHN

m6X

HimeyunH
a

MepBuHHE
(6nicTepu) Ta
BTOPVHHE
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/b AKOCTI,
KOHTPO/b SAKOCTI
3a NOKa3HUKOM
Mikpo6ionoriyHa
yucToTa Ta BUNycK
cepili nikapcbkoro
3acoby: bepiHrep
IHrenbxanm
dapma 'mbXi

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y Npoueci BUpobHMuTBa AdI
(monoBHeHHA crevmdikaLii HOBUM NOKa3HUKOM SKOCTI
Ta BifMnoBigHYM MeTo4oM BUNpobyBaHHs). JlogaBaHHA
HOBOro NapameTpy cneyudikauii Ana BuxigHol
peyoBuHmn "Ethanesulphonic acid 70% in water" koTpa
BUKOPVCTOBYETLCA Ha 5 Kpouji npoLiecy BUpPobHMLTBA
nikapcbKoi cybcTaHLii HiHTeaHi6. MpuyrHo
OHOBJ/IEHHS cneuudikauii € BNpoBaKeHHS
a/IbTEPHATMBHOIO MeToy CMHTEe3y (MeTof 2) ANs

3a
peyermom

UA/16115/01/02
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

Ko.KI, HimeuuunHa;
Bnpo6HMUTBO,
ynakoBka Ta
KOHTPOb AKOCTI
(3a BUK/TIOYEHHAM
Mikpo6ionoriyHol
YNCTOTW) Kancyn
bulk (e
po3dhacoBaHoi
npoaykuii):
KataneHT
Himeuunna
E6epbax Mmo6X,
HimeyvunHa;
AnbTepHaTnMBHa
naboparopia Ans
npoBefeHHA
KOHTPO/IO AKOCTI
(3a BMK/TIOUEHHAM
Mikpob6ionoriuHoi
YACTOTW):
AeHp Em
LWWTABTECT
Nabop dyp
AHaNITUK yHA
Cra6initarcnpydy
Hr FM6X,
HimeyuunHa;
AnbTepHaTMBHa
nabéopartopis Ans
npoBefeHHsA
KOHTPO/HO AKOCTI
Mikpo6ionoriyHoi
yuctoTtu: Crc
IHCTUTYT
®peseHiyc MM6X,
HimeuuunHa; labop
NIC CE eHg Ko. KT,
Himeuunna

"Ethanesulphonic acid 70% in water". MoTouYHwiA
MeTog cuHTesy (MeTog 1) 6yae 36epexeHo sk
anbTepHaTUBHWI 6e3 3MiHW y cneyudikadyii.

148.

NMArAMAKC

Kancynu no 75 wr,
no 14 kancyny
6nictepi, no 1 a6o 4
6nictepu y
KapTOHHI ynakoBL,i

HOBEN
NAY
MA3APIAM
A BE CAHAI
nTa.
LWIPKETI

TypeyuunH
a

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmMakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3fiicHeHHsA hapmakoHarnsgy (Bkawvarum

3a
peyermom

UA/15695/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.

[itoua pepakuis: R. Ayse Cetin. MponoHoBaHa
pepakuis: Kevser Cure. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6M, BiANOBIifaNLHOI 3a
thapmakoHarnsg,. 3miHa micus 34iCHEHHS] OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
dhapmakoHarnsgy.

149.

NMArAMAKC

Kancynu no 150 wr,
no 14 kancyny
6nictepi, no 1 a6o 4
6nictepn y
KapTOHHI ynakosLii

HOBEN
NAY
MA3AP/IAM
A BE CAHAI
nTa.
LWIPKETI

TypeyunH
a

HOBEJ1 ITAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YKpaiHi, SKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[itova pepakuis: R. Ayse Cetin. MponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOT 3a
hapmakoHarnsg. 3miHa micus 3[iCHEHHS] OCHOBHOT
OifNbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
dhapmakoHarnsgy.

3a
peyenmom

UA/15695/01/02

150.

NMArAMAKC

kancynu no 300 mr,
no 14 kancyny
6nictepi, no 1 a6o 4
6nictepn y
KapTOHHI ynakoBLi

HOBEN
NAY
MA3APNIAM
A BE CAHAI
nTa.
LWIPKETI

TypeyuunH
a

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemmn chapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifabHOT 3a
hapmakoHarnag,.

[itoya pepakuis: R. Ayse Cetin. [MponoHoBaHa

3a
peyerimom

UA/15695/01/03
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
hapmakoHarnsg,. 3miHa Micus 3[iiCHEHHS] OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLe3Hax0o[KeHHS MacTep-caiina cuctemm
dhapmakoHarnsgy.

151.

NMEPCEH®
DPOPTE

Kancysu TBepgi no
10 kancyny
6nictepi; no 2
6nictepn y
KapTOHHIA KOopoo6Li

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Agichapm EAL

Bonrapis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CTabinbHicTb. 3MiHa y TepMiHax npuaatHocTi abo
ymoBax 36epiraHHs roTOBOrO JliKapCbKoro 3acoby

(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nNiKapcbKoro 3acoby) - [1ns Topro.oi ynakoBku
(nigTBEPAKYETLCA AaHUMK PeasibHOro Yacy) -

36inbLIEeHHsA TePMiHY NPUMAATHOCTI FOTOBOTO
NiKapcbKoro 3acoby 3 2-x pokiB 40 3 POKiB. 3MiHU
BHeCeHi B po3ain "TepmiH npuaaTHOCTI" B iHCTPYKLHO
ANA MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby.

BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics

3aTBEPKEHHS.

6e3
peyenma

nionsieae

UA/2838/02/01

152.

MPErABAN
IH

MOPOLLIOK
(cybeTaHuin) B
noABIliHMX
nonieTNeHoBUxX
nakeTtax gns
hapmaLeBTUYHOro
3acToCyBaHHSA

MAT
"Kuismegnp
enapar”

YKpaiHa

Aypicko
PapmacbioTKan
Ko., 14.

Kutait

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponelichKii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBuii cepTudikat Big,
BXE 3aTBEPXEHOro BUPOOHUKA - NOJaHHS HOBOTO
cepTudikaTa BignoBiAHOCTIi EBpONEiChKili
thapmakonei Ne RO-CEP 2019-073 - Rev 01. 3miHn |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbki hapmakonei) - BunyyeHHs
cepTudikaTiB (3a HaABHOCTI My/NbTUMNETHOrO
cepTugpikata Ha matepian) - BU1y4YeHHs cepTudikata
BiANoBIgHOCTI €Bponeiickbkili hapmakonei RO-CEP
2016-218 - Rev 01

UA/14772/01/01

153.

NMPErABAN
IH

Kancynu TBepai, no
75 ™mr; no 14 kancyn

Akkopg,
Xenckea

IcnaHis

BMPOGHMLTBO
niKapcbKoro

Inpis/
YropwmHa/

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMNy - AOMIHICTPATUBHI 3MiHW. 3MiHa Ha3BM

3a
peyenmom

He
nidnsieae

UA/19209/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
HEKCT®AP | y 6nictepi; no 4 C.JLY. 3acoby, nepBunHHe ITania/ nikapcbkoro 3acoby - 3MiHa Ha3BM NiKapcbkoro
M 6nictepu y nauui Ta BTOPVHHE Monbwa/ 3acoby: 3atBepmxeHo: MPEFABAJIIH EBPO
nakyBaHHs, HimeuunHa/ 3anponoHoBaHo: MNperabaniH HekcTthapm BegeHHs
KOHTPO/Ib AKOCTI Benuka 3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPKEHHS.
cepii: BpuTanis/ 3miHu | Tvny - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
IHTac IcnaHis thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY

dapmacbioTikanc
Nimiteq, IHais;

BMPOGHMLTBO
nikapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS
(anbTepHaTUBHWIA
BUPOGHUK):
IHTac
dapmacbioTikasnc
Nimviten, HAjs;

KOHTPOSIb SIKOCTi:
BeccniHr XaHrepi
KdpT., YroplumHa;

KOHTPO/Ib SIKOCTI:
SAPMABANILA
nra.
Mikpob6ionoriyHa
naboparopis,
YropumHa;

fofaTtkoBa
OinbHUUA 3
BTOPWHHOTO
nakyBaHHsI:
[O41 CANJIYEVH
(Itanis) CMA,
ITanis;

foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
CvHonTus
IHpacTpian Cn. 3
0.0., MonbLa;

Jopatkosa
AiNbHUUA 3
BTOPWHHOTO

MapKyBaHHS yNakoBKM NiKapcbKoro 3acoby. BefgeHHs
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.




Ha3ssa
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n/n

JNliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

nakyBaHHs:
MpecTnx
MpomoyLuH
depkaydcdepaep
YHI eHfL
depbeepsic Mv6X,
HimeuunHa,;

BiANoBigabHUIA 3a
BUMYCK Cepii:
AKKOP/,
XEJICKEA
NIMITEL, Benvka
BpuTaHis;

foparkosa
OinbHUUS 3
NepBUHHOIO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJICKEA
NIMITE/L, Benvka
BpuTaHis;

BignoBigasibHWi 3a
BMNYCK cepil:
Akkoppg Xersickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa;

foparkoBa

AiNbHUUA 3
NepBUHHOTO Ta

BTOPUHHOTO
nakyBaHHs:

AKKOP[-OKEW

NIMITEL, Benvka
BpuTaHis;

KOHTPO/Ib SKOCTI,
popartkoBa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:

JNTABOPATOPI

OYHIACIO JAY,

IcnaHis;
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
CEHTPAN
®APMA
(KOMEKIHI
MAPTHEP)
NIMITEL, Benvka
BpuTaHis;

foparkoBa
AiNbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
CK dapma
NoricTikc TM6X,
HimeyunHa

154.

NMPErABAN
IH
HEKCT®AP
M

Kancysnu Teepgi, no
150 wmr; no 14
Kancyn y énictepi;
no 4 6nictepn y
nauuj

Akkopfg,
Xenckea
C.Y.

IcnaHis

BMPOGHMLTBO
nikapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
cepii:

IHTac
dapmacbioTikanc
Nimviten, HAjs;

BUPOBHULTBO
nikapcbKkoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs
(anbTepHaTUBHWIA
BUPOBHUK):
IHTac
dapmachbloTikanc
Nimitep, HAis;

KOHTPO/Tb AKOCTI:
BeccniHr XaHrepi
KcpT., YroplumHa;

KOHTPO/Ib SIKOCTI:
SAPMABANILA
nra.
Mikpo6ionoriyHa
nab6opartopis,
YropuwmHa,

IHgis/
YropwwmHa/
ITania/
Monbwa/
HimeuunHa/
Benuka
BpuTtaHis/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa Ha3BuK
nikapcbKoro 3acoby - 3MiHa Ha3BM NiKapcbkoro
3acoby: 3atBepaxeHo: MPEFABAJIIH €BPO
3anponoHoBaHo: lMNperabasniH HekcTdapm BeaeHHsA
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3minu | Tvny - 3miHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) OHOBIEHHSA TEKCTY
MapKyBaHHS1 YNakoBKW nikapcbkoro 3acoby. BefeHHsA
3MiH NPOTAroM 6-TU MICALLIB MiCNA 3aTBEPIKEHHS.

3a
peyernmom

He
nionsieae

UA/19209/01/02
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n/n

Ha3ssa
JNliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

fofaTtkoBa
OinbHUUA 3
BTOPWHHOTO
nakyBaHHsI:
[O41 CANJIYEVH
(Itanis) CMA,
ITanis;

foparkosa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:
CvHonTus
IHpacTpian Cn. 3
0.0., MonbLa;

Jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHS:

MpecTmx
MpomoyLH
Pepkaydccheprep
YHI eHfi
depbeepsic MM6X,
HimeuunHa,

BignoBigasibHWi 3a
BMNYCK cepil:
AKKOP[,
XEJICKEA
NIMITEL, Benvka
BpuTaHis;

Jopatkosa
AiNbHUUA 3
NepBUHHOTO Ta
BTOPWHHOTO
nakyBaHHs:
AKKOP[,
XENCKEA
NIMITEA, Benuka
BpuTaHis;

BiANOBIfabHWIA 32
BUMYCK Cepii:
Akkopg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

MonbLa;

foparkoBa
AiNbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[-OKEW
NIMITEL, Benvka
BpuTaHis;

KOHTPO/Ib SKOCTI,
popartkoBa
OinbHUUS 3
BTOPUHHOTO
nakyBaHHs:

JTABOPATOPI

OYHIACIO JAY,

IcnaHis;

foparkosa
AiNbHUUA 3
BTOPUHHOTO
naxyBaHHs:
CEHTPAN
DAPMA
(KOMEKIHI
MAPTHEP)
NIMITE/L, Benvka
BpuTaHis;

Jopatkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
CK ®apma
NoricTikc TM6X,
HimeuunHa

155.

NMPErABAN
IH
HEKCT®AP
M

Kancynv TBepai, no
300 wmr; no 14
Kancyn y énicrepi;
no 4 6nictepu y
navu,i

Akkopf,
Xenckea
C.Y.

IcnaHis

BUPOBHULTBO
nikapcbKkoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii:

IHTac
dapmachbloTikanc
NimiTep, HAis;

BUPOGHULTBO

IHais/
YropwwmHa/
ITanis/
Monba/
HimeyunHa/
Benvka
BputaHis/
IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BM
nikapcbKoro 3acoby - 3miHa Ha3BuW NikapCbKoro
3acoby: 3aTBepmxeHo: MPEFABAJIIH €EBPO
3anponoHosaHo: lMNperabanii HekcThapm BegeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNYy - 3MiHK WoAo 6e3nekn/edIekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) OHOBIEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. BefeHHA
3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPOAXKEHHS.

3a
peyenmom

He
nionsieae

UA/19209/01/03
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

nikapcbKkoro
3aco0y, neperHHe
Ta BTOPUHHE
nakyBaHHS
(anbTepHaTUBHWIA
BUPOBHUK):
IHTac
dapmachbloTikanc
Nimitep, HAis;

KOHTPO/Tb AKOCTI:
BeccniHr XaHrepi
KdpT., YropwuHa;

KOHTPO/b AKOCTI:
SAPMABANILA
nra.
Mikpob6ionoriuHa
nab6opartopis,
YropuuHa;

fofaTtkoBa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHS1:
[J4n CANAIYEVH
(ITanis) CMNA,
ITanis;

Jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHS:
CwuHonTtus

IHpacTpian Cn. 3

0.0., MonbLua;

Jopatkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHS:

MpecTnx
MpomoyLH
Pepkaydcchepaep
YHT eHf}
®epbeepsic Mv6X,
Himeyumnha;

BiANOBIfabHWIA 32
BMNYCK cepil:




124

n/n

Ha3ssa
JNliKapcbKo2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

AKKOP/[,
XENNCKEA
NIMITEL, Benvka
BpuTaHis;

Jopatkosa
AiNbHUUA 3
NepBUHHOTO Ta
BTOPWHHOTO
nakyBaHHs:
AKKOP/,
XENCKEA
NIMITEA, Benuka
BpuTaHis;

BiANOBIfabHWIA 32
BUMYCK Cepii:
Akkopg Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTepa,
MonbLua;

Jopatkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHS:
AKKOP[-FOKEI
NIMITE/L, Benvka
BpuTaHis;

KOHTPO/1b AKOCTI,
Jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHS:

NABOPATOPI

OYHOACIO JAY,

Icnanis;

Jopatkosa
OinbHUUSA 3
BTOPWHHOTO
nakyBaHHS:
CEHTPAN

®APMA
(KOMEKIHI
MAPTHEP)

NIMITEA, Benuka

BpuTaHis;
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
Jopatkosa
OinbHUUA 3
BTOPUHHOIO
nakyBaHHS:
CK ®apma
NoricTikc TM6X,
HimeyunHa
156. | NIPEAYKTA | kancynu ne PpaHuis 3AT YropwmHa BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a UA/17645/01/01
N® oA 40 NPOSIOHrOBaHOI Aji NABOPATY dapmauleBTUYHNI TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
Mmr TBepai, no 40 mr; no AP CEPB'E 3aBog ElIC thapmakoHarnsgy. BeegeHHs abo 3miHv o
10 kancyny (BMPOGHMLTBO Ta y3ara/isHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
6nictepi; no 3 abo 9 KOHTPO/Ib SKOCTI, (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
6nicTepiB y kopobui nakyBaHHs Ta thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
3 KapToHYy BMNYCK cepil) BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asiBHuKa 415
3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoBigasIbHOI 3a
hapmakoHarnsg,.
[Oitova pepakuis: Luc Feldmann / Jllok ®efibaMaHH.
MponoHoBaHa pepakuis: Fairouz Smail-Aoudia /
daiipy3 Cmain-Aygia. 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNoBigabHOI 3a
hapmakoHarnsg. 3miHa MicLie3HaxoMmKeHHs macTep-
haiina cuctemu hapmakoHarniagy. 3miHa Micus
3[iACHEHHS1 OCHOBHOI AiffIbHOCTi 3 hapMakoHarnsay.
157. | NPEAYKTA Kancynm ne ®paHuina 3AT YropLmHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/17645/01/02
N® of 80 NPOSIOHroBaHoI i NNABOPATY dapmaLleBTUYHNI TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Mmr TBEpAi, no 80 mr; no AP CEPB'E 3aBop ElIC thapmakoHarnagy. BeegeHHs abo 3miHu fo

10 kancyny
6nicTepi; no 3 abo 9
6nictepiB y Kopobui
3 KapTOHY

(BMpPOGHMLTBO Ta
KOHTPO/b AKOCTI,
nakyBaHHs Ta
BUMYCK cepii)

y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns

3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa

BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI

3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun

KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-

thaiina cuctemmn chapmakoHarnsgy). 3miHa

YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a

hapmakoHarnag,.

[itoya pepakuis: Luc Feldmann / Jllok denbamaHH.
MponoHoBaHa pepakuin: Fairouz Smail-Aoudia /
dalipy3 Cmain-Aygia. 3MiHa KOHTaKTHUX AaHnX

YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, BifgnoBigasbHOI 3a
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
hapmakoHarnsg. 3miHa MicLie3HaxoMKeHHs MacTep-
thaiina cuctemu hapmakoHarnisgy. 3MmiHa micus
3[iICHEHHS1 OCHOBHOI AiANIbHOCTi 3 hapMakoHarnsay.
158. | NMPECAPTA | Tabnetku, BKpUTI Inka IHAisA Inka JlabopaTopi3 IHAisa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/8575/01/02
H®-50 NAiBKOBOO NabopaTtopis Nimiten TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO10, Mo 50 NimiTen thapmakoHarnagy. BeegeHHs abo 3miHu fo
mr; no 10 TabneTok y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
y 6nictepi; no 3 (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
6nictepu B thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI kopo6Lyj; BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
no 14 tTabneTok y KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuKa ans
6nictepi; no 2 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
6nictepu B BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
KapTOHHIA KOpoo6Li 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) - 3mMiHa KOHTakTHOT
0cobu 3asBHMKa, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YkpaiHi. [itova pepakuisn: TxagaHi JaHiens.
[MponoHoBaHa pepakuin: CapaniHa Onbra IBaHiBHA.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6W 3asiBHMKA,
Bi4NoBiAabHOI 3a hapMakoHarnsa B YkpaiHi.
159. | NPOXXECT renb, 10 mr/rno 80 r BeseH Benbris Brnpo6bHuMuTBO, Benbrisi/ BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiais: 3miHu | 3a UA/3839/01/01
OXE/Ib® y Ty6i; no 1 1y6iy Xenckea CA nepBrHHe Ta PpaHuis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
KOMMNNEKTI 3i BTOPWHHE thapmakoHarnagy. BeegeHHs abo 3miHu fo
wnaTenem- nakyBaHHs, BUNYyCK y3araslbHeH/X gaHux Nnpo cuctemy dpapmakoHarnsgy
[03aTOpoOM Y cepii Ta KOHTPO/b (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
KapTOHHIN nayui cepii (ximivHi Ta hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
i3nyHi BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnagy;
BUMPOOYBaHHSA): KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
beseH 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
MeHbtochekuypiHT BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
Bengxiym, 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
Benbrig; KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
BunpobyBaHHs thalina cuctemu chapmakoHarnsgy). 3miHa
KOHTPOJIHO0 AAKOCTI YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBigaIbHOT 3a
cepii hapmakoHarnag,.
(mikpobionoriuHe [litoua pepakuin: ®parcya Eimapg, / Francois Eymard.
BUNPOOYBaHHS, MponoHoBaHa pepakuis: O-p AHgpea e HAkoso / Dr.
HecTepwsbHe): Andrea De lacovo.
Kyani KoHTpon, 3MiHa KOHTaKTHUX AaHNX YNOBHOBAXEHOI 0Co6u
DdpaHuis 3as8BHMKA, BiANOBIAaNbLHOI 3a thapmMakoHarnsag,.
160. | NPOMOLIE NMOPOLLOK A/1A MpuBatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | 3a He UA/15379/01/01
P® PO34MHYy ANns akuioHepHe akuioHepHe TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta peyenmom | nidsisieae
iHekuiino 1,0r; 1 TOBapUCTBO TOBapuCTBO thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
abo 5 dpnakoHis 3 "Nlekxim- "Mlekxim-Xapkis", NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
NMOPOLLKOM Y naui; Xapkis" YKpaiHa 0151 MeANYHOro 3aCTOCYBaHHSA Ha MiAcTaBi perynsipHo
1 a6o 5 donakoHiB 3 (BUpPOGHMLTBO i3 OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
MOPOLLKOM Y dopmu in bulk abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHs NiKapCbKoro

6nicTepi; no 1

dipMn-BMPOBGHUKA

3acoby B nicnsipeecTpauiiHnii nepiog, abo sk




127

Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
6nictepy y nauuj 3 Ksiny pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHNX
KapToHYy dapmaueyTikan BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxkers (PIP)
Ko., NIT4., Kntai); (3MiHy y3rogkeHo 3 KOMMETEHTHVUM YNOBHOBaXXEHUM
TOB "Nekxim- opraHom)
O6yxis", 3MiHN BHECEHO B IHCTPYKLiIO 415 MEANYHOro
Ykpaina 3acToCcyBaHHA NiKapcbKoro 3acoby A0 po3ainis
(BMPOGHMLTBO i3 "Ocob6nuBocTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
dhopmum in bulk BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii Wwoao 6e3nekn
hipMn-B1poBOHUKA 3acToCcyBaHHSA Aito4oi pevyoBUHY 3rigHO 3
Ksiny pekomeHpauieto PRAC.
dapmaueyTikan CynyTHS 3miHa - 3MiHW Woao 6e3nekun/edekTNBHOCTI
Ko., NiTg., Kutai) Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB Bugadi peecTpauiliHoro
nocBigYeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm
(3acToCcyBaHHA TEKCTY, KNI NOrOMKEHN 3
KOMNETEHTHUM OpraHoMm) - 3asiBHUKOM HaiaHo
OHOBJ/IEHWIA N1aH ynpaBs/liHHA pusnkamu Bepcis 4.1
3MiHM BHECEHO [0 YacTuH: | «3aranbHa iHdhopMauis»,
V «3axoau 3 MiHimi3aLji pusukis», VI «Pestome nnany
ynpasriHHA pusmkamu», VIl «ogatki» y 38'A3Ky 3
[OMNOBHEHHSAM MPOEKTY IHCTPYKLIT 415 MeANYHOro
3aCTOCYBaHHA OHOB/IEHMMU AaHUMK 3 6e3neku Aitoyoi
peyoBuHKW. Pe3tome nnaHy ynpasiHHS pusukamu
Bepcis 4.1 foAaeTbCs.
161. | MPOCTA3A | Tabnetku MicTtpan AHrnisA BMPOBGHULTBO, Icnanis/ BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a UA/17365/01/01
H-BICTA NPOJIOHrOBaHOI fji Kenitan nepBUHHE, Bonrapis TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta peyenmom
no 0,4 mr; no 10 MeHepKmeH BTOPWUHHE hapmakoHarnagy (iHwi 3miHn). 3MiHWM BHECEHO A0
TabneTok y 6nictepi; T Nlimiteq, nakyBaHHs, TEKCTY MapKyBaHHS NEPBUHHOT YMakoBKN MiKapCbKOro
no 3 6nictepu y KOHTPO/Ib SKOCTI, 3aco6y B n. 2. «KIJIbKICTb AIK0YOI PEYOBWHW», .
KapTOHHIA KOopoo6Li BMNYCK cepil: 4. «AATA 3AKIHYEHHA TEPMIHY NPUNOATHOCTI»,
CiHTOH Xicnaris, n. 6. «IHWE». TepmiH BBEAEHHSA 3MiH NPOTArom 6
C.J1., IcnaHisi; MiCALIB MIiCNSA 3aTBEPIKEHHS.
BMPOOHULITBO,
KOHTPO/Ib SIKOCTI:
PotTengopd
dapma 'M6X,
HimeyuunHa;
nepBuHHe,
BTOPVHHE
nakyBaHHs: i |
dapmacsloTikanc,
Nta, Bonrapis
162. | NYNbLUET® | nopoLuok HOBEN TypeyuunH HOBEJ1 INAY TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4997/02/01
niotpinizosanuin gns | INAY CAHAI a CAHAI BE TNy - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta peuernmom
pPO3UnHYy AN BE TIIKAPET A.LL. thapmakoHarnagy. BeegeHHs abo 3miHu fo
iH'ekuiin, 40 mr; no 1 TIOXAPET y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
ch/1aKoHy B ALl (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy

KapTOHHI ynakoBLi

thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiNOBIAA/IbHOI 32 34iNCHEHHSA hapMakoHarnsay;
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLWO BoHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHs thapmakoHarnsay (Bkivaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKaA, BifgNoBigasibHOI 3a
hapmakoHarnsg,.
[itova pepakuis: R. Ayse Cetin. MponoHoBaHa
pegakuis: Kevser Cure. 3MiHa KOHTaKTHUX AaHNX
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
hapmakoHarnsg,. 3miHa micus 34iCHEHHS] OCHOBHOT
AifNbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLe3HaxX0oKEHHS MacTep-chaiina cuctemm
dhapmakoHarnsgy.
163. | PAHEKCA® | Tabnetku MeHapiHi Mokcemby | Bupo6GHULTBO «in HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHux maTtepiasis: 3MiHu | 3a UA/13676/01/01
1000 NPOJIOHrOBaHOI fji IHTEpHeLLOoH pr bulk», nakyBaHHs, TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
no 1000 mr no 10 an KOHTPO/b Ta thapmakoHarnagy (iHwi 3MiHn). 3MiHWM BHeceHo y n.17.
Tabnetok y 6nictepi; | OnepenwoH BUMYCK Cepii: IHLWE TekcTy MapKyBaHHS BTOPUHHOT yNakoBKu
no 6 6nictepiB y c MeHapiHi-®oH nikapcbKoro 3acoby
KapTOHHI kopobuyj; Tokcembypr XeligeH M6X
no 15 tabneTtok y
6nictepi; no 4
6nictepn y
KapTOHHI kopobLyj;
no 20 TabneTok y
6nictepi; no 3
6nictepn y
KapPTOHHI KOpoOL
164. | PAHEKCA® | Tabnetku MeHapiHi Mokcemby | Bupo6GHULTBO «in HimeyunHa BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu | 3a UA/13676/01/02
500 NPOSIOHroBaHoI fji IHTepHeLLOoH pr bulk», nakyBaHHs, TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
no 500 mr, no 10 an KOHTPO/b Ta thapmakoHarnagy (iHwi 3MiHn). 3MiHW BHeceHo y n.17.
TabneTok y 6nictepi; | OnepeiwoH BMNYCK cepil: IHLWE TekcTy MmapKyBaHHA BTOPUHHOI YNaKoBKN
no 6 6nictepis y c MeHapiHi-®oH NiKapcbKoro 3acoby
KapTOHHI kopobuyj; Tokcembypr XeiigeH M'meX
no 15 tabneTtok y C.A.
6nictepi; no 4
6nictepu y
KapTOHHI kopobLyj;
no 20 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHI Kopoo6Lli
165. | PEATINA Kancynu Teepai no 6 BAT YropwmHa BAT "l'eneoH YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17545/01/04
MTr; M0 7 Kancyny "l'epeoH Pixtep" MRy - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peyenmom
6nictepi; no 4 PixTep" hapmakoHarnsigy. 3miHa 4actoTu Ta/abo TepMmiHiB

6nictepu B
KapTOHHI ynakoBLi

NoJaHHsA perynsipHo OHOBJ/THOBAHUX 3BITiB 3 6e3neKkn
NiKapcbknx 3aco6iB - 3MiHWM y YacTOTi Ta gaTax
NoAAaHHSA perysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3Mnekn
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

[itoua pepakuin: MogaHHA perynspHo OHOB/IOBAHOIO
3BITYy 3 6€3Mnekn 3 NepiogMYHICTIO BigNOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
3[,0pOB’A YkpaiHu Bif 27 rpyaHs 2006 poky Ne 898 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU 340POB's
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996).
MponoHoBaHa pegakuis: Yactota nogaHHs perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3MeKkn 2 poku.
KiHueBa fata AN BKIOYEHHS AaHnx go PO36 -
05.10.2024 p. Aata nogaHHA - 03.01.2025 p.
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMoBIAHO A0
nepiognyYHOCTI NoAaHHS PerynsipHoO OHOB/IOBaHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.

166.

PEATIIA

Kancynv TBepgai no
1,5 mr; no 7 kancyn
y 6nictepi; no 1 abo
4 6nictepu B
KapTOHHI ynakosLii

BAT
"TepeoH
PixTep"

YropLmHa

BAT "TepeoH
Pixtep"

YropuimHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa YacToTn Ta/abo TepMmiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
NiKapcbKnx 3ac06iB - 3MiHN y YacTOTi Ta gaTax
nofAaHHA PerynsipHO OHOB/IIOBAHOIO 3BITY 3 6e3neku
[itoya pepakuis: MogaHHA perynsapHO OHOB/OBAHOrO
3BITY 3 6e3neku 3 NepiogMyHICTIO BigNOBIAHO 40
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpyaHa 2006 poky Ne 898 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996).
MponoHoBaHa pegakuis: YactoTa nogaHHs perynsipHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3nekn 2 poku.
KiHueBa faTa A7 BKIOYEHHS AaHux fo PO36 -
05.10.2024 p. flata nogaHHs - 03.01.2025 p.
PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMoOBIAHO A0
nepioANYHOCTI NOAaHHA PErynsapHO OHOBIOBAHUX
3BiTIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.

3a
peyenmom

UA/17545/01/01

167.

PEATIIA

Kancynu Teepai no 3
Mr; N0 7 Kancyny
6nictepi; no 1 a6o 4
6nictepy B
KapTOHHI ynakoBLi

BAT
"TefeoH
PixTep"

YropumHa

BAT "TeneoH
PixTep"

YropumHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actoTu Ta/abo TepMiHiB
nofaHHs perynsipHo OHOB/IIOBAHMX 3BITIB 3 6e3neku
NiKapcbknx 3aco6iB - 3MiHN y YacTOTi Ta gaTax
NoJaHHsA perysisipHO OHOBJ/IHOBAHOIO 3BTy 3 6e3nekun
[itoua pefakuia: MogaHHA perynsapHoO OHOB/IOBAHOIO
3BiTy 3 6e3nekun 3 Nepio4MYHICTIO BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKEeHOro HakasoMm MiHiCTepcTBa OXOPOHM
3[10poB’A YKpaiuu Big 27 rpyaHsa 2006 poky Ne 898 (y
pepakuii Hakasy MiHicTepcTBa 0OXOPOHY 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996).
MponoHoBaHa pegakLis: YactoTa NnofgaHHa perynsipHo
OHOBJ/IOBAHOIO 3BiTYy 3 6e3neKkn 2 poku.

3a
peyenmom

UA/17545/01/02
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
KiHueBa gata AN BKIOYEHHS AaHnx go PO36 -
05.10.2024 p. Aata nogaHHA - 03.01.2025 p.
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMoOBIAHO A0
nepiognyYHOCTI NoAaHHSA PerynsipHoO OHOB/IOBaHUX
3BITIB 3 6e3nekn Nikapcbknx 3acobiB y EC.
168. | PEATINA Kancynu Teepgi no BAT YropwmHa BAT "leneoH YropwmHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17545/01/03
4,5 mr; no 7 kancyn "TepeoH PixTep" TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
y 6nicTepi; no 4 PixTep" thapmakoHarnagy. 3MiHa 4acToTn Ta/abo TepMmiHiB
6nictepu B noJaHHA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
KapTOHHI ynakosLii niKapcbkux 3acobis - 3MiHNM Y YyacToTi Ta gaTax
nofAaHHA PerynsipHoO OHOB/IIOBAHOIO 3BITYy 3 6e3neku
[itoya pepakuis: MogaHHA perynsapHO OHOB/OBAHOIO
3BITYy 3 6e3nekn 3 NepiogMyHICTIO BigNOBIAHO 40
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPMAXEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpyaHa 2006 poky Ne 898 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996).
MponoHoBaHa pegakuis: YactoTa nogaHHs perynspHo
OHOBJ/IOBAHOrO 3BiTY 3 6e3nekn 2 pokw.
KiHueBa faTa A7 BKIOYEHHS AaHux fo PO36 -
05.10.2024 p. flata nogaHHs - 03.01.2025 p.
PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMoOBIAHO A0
nepioANYHOCTI NOAaHHA PErynsapHO OHOBIOBAHUX
3BiTIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.
169. | PEAOUNTYK KOHUEHTpaT ans O-p Peppi'c IHAjA O-p Peppi'c IHAjia BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/12905/01/01
(o3 pPO34MHYy ANns Na6opatopi Na6opaTopic T, My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
iHdpysin, 10 mr/mn; citg thapmakoHarniagy. BeegeHHs abo 3miHu go
no 10 mn (100 mr) y3araJlbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
ab6o no 50 mn (500 (BBELEHHSA y3araslbHEHNX AAaHUX MPO cUcTemy
Mr) y doiakoHi; no 1 hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
dhnakoHy B BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KapTOHHIi kopobLyj; KOHTaKTHOI 0Cc06u 3 hapmakoHarnsay 3asiBHUKa A5
no 1 KapTOHHIN 3AiicCHEHHS (papMakoHarnsay B YkpaiHi, SKLWO BOHA
Kopoobui y BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
naacTKoBoOMy 3a 34ilicHeHHs thapmakoHarnsgy (Bkaoyaoum
MiLLKY KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
thapmakoHarnag,.
[Oitova pepgakuis: Dr. Nitu Sinha. MponoHoBaHa
pegakuis: Dr. Chetan Karoo. 3miHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg
170. | PEAOAUTYK | KoHUeHTpart A4 [-p Peppj'c IHAiA [-p Peggpi'c IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | - UA/12906/01/01
(o4 PO34MHYy ANns Jlabopatopi Na6opaTopic /T4 TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta
iHcpysii, 10 mr/mn; in c Ntg, thapmakoHarnsgy. BeegeHHs abo 3miHM Ao

bulk: no 10 mn (100
Mmr) a6o 50 ma (500

y3ara/lbHeHuX faHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX JAHUX NP0 CUCTEMY
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
Mr) y doniakoHi; no hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
1000 dhnakoHiB y BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
Kopoobui KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHuKa A5
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.
[itoua pepaxuis: Dr. Nitu Sinha. MponoHoBaHa
pegakuis: Dr. Chetan Karoo. 3mMiHa KOHTaKTHUX JaHWX
YNOBHOBaXXEHOI 0CO6U 3aBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg
171. | PEKYTAH po3uvH no 100 mn y TOBAPUCT Ykpaina KOHTPO/1b SIKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/5120/01/01
hnakoHi; no 1 BO 3 BUMYCK Cepii: UMy - 3MiHY 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
hn1akoHy B KOpo6Lyi OBMEXXEH ToBapucTBo 3 CuricTeMa KOHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
3 KapToHYy oK 06MEeXeHO noctavasibHuKa nakyBasibHUX MaTepianis abo
BIANOBIOA BIAMNOBIQ&/TbHICTIO KOMMMEKTYHOUMX (SIKLLO 3a3HAYEHO B OCLE) (3amiHa
JIBHICTHO «JocnigHnii 3aBog abo gopgaBaHHA nocTtavasibHuka) CynyTHS 3MiHa
«KOPIMOPA FHLC», YkpaiHa; - 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
LA BCi cTagii KOHTeliHep/3akyrnoptoBasbHWii 3aci6. 3MiHa chopmmn
«3[00POB'A BMPOOHMLITBA, abo po3mipy KoHTeliHepa U1 3aKynoptoBasIbHOTO
» KOHTPO/1b SIKOCTI, 3aco6y (NepBUNHHOT YNakoBKK) (HECTEPUSIbHI NiKapCbki
BMNYCK cepil: 3aco6u) BBeAEHHS HOBOro BUPOGHMKa TOB
ToBapucTBO 3 “®apmmaly”, YkpaiHa nepBUHHOIO NakyBaHHS (KpULLKK
06MEXEHOI0 3aKynoproBasibHO-HarB1HYYBaIbHOI 3 KOHTPOIEM
BiANOBIAANbHICTIO nepLUoro poskpuTTa 1.4/ Ta KPULLKN 3aKYNOpPHOBaUlbHO-
«®dapmaLeBTnyHa HarB/MHYyBasIbHOI 3 KOHTPO/IEM NEPLLOro PO3KPUTTA
KOMNaHis 1.4 (koHyC)) OAATKOBO [0 3aTBEPIKEHUX
«3[,0pOB'A», BMpo6HUKIB TOB “lMnactxim”, YkpaiHa; TOB
Ykpaina “MPOSINNACT NTA", YkpaiHa Ta TOB
“®GapmMaueBTnyHa ipma “BepTtekc”, YkpaiHa.
Bigbynucb He3HauHi 3MiHM rabapuUTHMX Po3MipiB
NepBUHHOT YMakoBKM (KpULLKK). AKICHWIA Ta KiNbKiCHWIA
CKNaf NakyBaslbHOTO MaTepiany He 3MiHWaucs.
172. | PENI®® Masb pekTasibHa, TOB Ykpaina damvap A.B.E. Ipeuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/1953/01/01
AABAHC 200 mr/r; no 28,4ry "BANEP" ABNOH MnaHT TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenma
Ty6i; no 1 Ty6i y KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
KOMMNEKTI 3 MeToZax BMNPOOYyBaHHS rOTOBOTO J1iKapCbKOro 3acoby
annikatopom y (He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAaX
KapTOHHIA Kopoo6Li BMNPOGYBaHHSA) He3HauHa 3MiHa 3a NOKa3HWKOM
"CynposigHi fomiwwkmn" metogom BEPX, a came
BUMPAaB/IEHHS MOMUJIKW Y 3BITHUX 3HAYEHHAX 4NN yacy
yTpumaHHs (RT) i BigHOCHOro yacy ytpumaHHs (RRT);
He3HayHi pefakLiiiHi 3MiHW.
173. | PEMIOXXEK | po3uvH Ans iH'ekuiid, Amakca JITg, Benuvka OHko lnay CaHai TypeyunHa BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/18821/01/01
T 25 mr/mn no 0,4 mn BputaHis Be TigpkapeT A.LL. TMny - 3MiHK WoAo 6e3nekn/edeKkTnBHOCTI Ta peyenmom

(20 mr), 0,6 mn (15

hapmakoHarisgy. BeegeHHsi abo 3MiHM Ao
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
mr), 0,8 mn (20 mr), y3araslbHeHVX faHnx Npo cuctemy papmakoHarnsgy
1wmn (25 mr)y (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTemMy
nonepeaHLo dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOT 0coou,
3anoBHeHoOMy BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
wnpuui; no 1 KOHTaKTHOI 0cobM 3 hapmakoHarnAgy 3asBHuKa gns
LINpULY pasom i3 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BOyA0BaHO0 BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
iH'EKL,iIHOIO TOJTIKOIO 3a 3pjiicHeHHs hapMakoHaraay (BKIYarum
B KOHTYpHili KOHTaKTHI faHi) Ta/abo 3MiHM Yy pPO3MiLLeHHi MacTep-
YapyHKOBIi thaiina cuctemu chapmakoHarnagy). 3miHa
ynakosLi; no 1 YMOBHOB&XEHOT 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
KOHTYPHiIli thapmakoHarnag,.
YapyHKOBI ynakoBLi [itova pepakuis: BapaHiBcbkuii Mukona OnekciioBnu.
B KQPTOHHI kopobuj lMponoHoBaHa pepakuis: Kapayesuesa Hatanis
BonognmupiBHa. 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0CO6U 3aBHMKA, BigNoBigasibHOI 3a
thapmakoHarnfg,. YTO4HEHHS LLOAO aApecu Micus
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
YTOUHEHHS LWOA0 aApecy MiCLEe3HaX0MKEHHS MacTep-
charina cuctemn papmakoHarnsay.
174. | PIANTPIC cnpeii HazasbHUiA, neHmapk Lseiiuapi neHmapk IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/19108/01/01
MOHO [,030BaHui, CnewianTi a PapmacboTrKan3 TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
cycnexsis, 50 C.A. nrp. thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
MKr/n03y; no 60 abo NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
120 go3y AN MenYHOro 3aCTOCyBaHHA
nonieTuaeHoBoMy reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKMx
dhnakoHi, no 1 3aco6iB Nnic/1 BHECEHHSA TiET camoi 3MiHN Ha
donakoHy 3 pedoepeHTHUIA npenapart (3MiHa He NoTpebye HafgaHHsA
[03YH0YMM HaCOCOM- XOAHWX HOBWX AOAATKOBMX faHWNX) 3MiHWN BHECEHO [0
posnunoBavem, [HCTPYKUIi 418 MEAUYHOTO 3aCTOCyBaHHS NiKapcbKoro
3aKpUTUM 3acoby Ao po3ginis "lMNokasaHHA", "Cnocio
KOBMa4koM, y 3acTocyBaHHs Ta go3u", "[itn" 3rigHo 3 iHchopmavieto
KapTOHHIA KOopoo6Li LLLOA0 MEAMNYHOTO 3aCTOCYBaHHSA peddepeHTHOro
nikapcbkoro 3acoby HA3BOHEKC®, cnpeii HasasibHWiA,
[030BaHuit, 50 Mkr/go3y. BBegeHHs 3MiH npoTsrom 6-
TN MiCALIB 3 AaTW 3aTBEPAKEHHS.
175. | PIEKO TabneTkun, BKPUTI BAT YropLmHa BMPOGHMLTBO YropLmHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/20261/01/01
NnNiBKOBOKO "l'epeoH Hepo3dhacoBaHoro TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/lE- peyenmom
060/10HKO10, 40 mr/1 PixTep" NPOAYKTY, cepTudpikaT BignoBigHOCTI EBponelickkiii
mr/0,5 mr no 28 KOHTPO/Tb SIKOCTI: hapmakonei/moHorpadii. NMogaHHs HoBoOro abo
TabneToK y diakoHi MaTeoH IHK., OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
3 nonieTuneny KaHaga; BW/TyYEHHs cepTudpikaTa BignoBiAHOCTI EBponeiichkii
BMCOKOI LLiNIbHOCTI 3 nepBuUHHE thapmakonei: gnsa A®l; ans BUXigHOro
BOJIOTOMOI/INHAYEM, nakyBaHHS, maTepiasy/peareHTy/MpomiKHOro NPOAYKTY, WO
3aKpuTOMy BTOPVHHE BMKOPWCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
iHAYKLiHO nakyBaHHs, [OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
repMeTUyHO KOHTPO/1b SIKOCTI, €Bponelicbkiin hapmakonei) - OHOBIeHWIA cepTudiikat
KPWLLIKOHO 3 BUNYCK cepii: Bif, y)X€ 3aTBep)KEHOro BUPOGHMKA - MOaHHS
noninponineHy i3 BAT "l'efeoH OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeinchbkili
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

3axXMCTOM Bif,

BiAKPMBaHHSA AiTbMU;
no 1 a6o 3 chnakoHu
Y KapTOHHii kopobLi

PixTep",
YropwmHa

thapmakonei Ne R1-CEP 2009-241- Rev 05
(3aTtBepaxeHo: R1-CEP 2009-241- Rev 04) ans
nitoyoi pevosuHy Estradiol hemihydrate Big Bxe
3aTBepAxeHoro BupobHvka Valdepharm, France.

3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar

BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI

€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans

[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiagnoBigHOCTI EBponeiichkil

thapmakonei Ne R1-CEP 2011-242- Rev 01
(3aTBepaxeHo: R1-CEP 2011-242- Rev 00) ans
Aitoyoi pevosuHn Norethisterone acetat Big Bxe

3aTBepKeHoro Bupo6bHvka Valdepharm, France.

176.

PO3YNIN®

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKOI0, M0 5 Mr;
no 7 Tabnetok y
6nictepi; no 2, abo
no 4, a6o no 8
6nictepiB y
KapTOHHI Kopoo6Li

3AT
PapmanesT
NYHWIA 3aBOA

Eric

YropLmHa

3AT

dapmaLleBTUYHNI

3aBog ElC

YropuimHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6.
KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX
rOTOBOTO JliKAPCbKOro 3acoby (iHWi 3miHW) - 3MiHa y
po3gaini "Onuc" Tabnetok y MKA N13.

[Jitoua pepakuis:

Po3ynin®, TabneTtkn, BKPUTI NAIBKOBOK 060/IOHKOH),
no 5 mr
CMNEUN®IKALLIA
Onwnc
Kpyrni 3nerka gsoonyksi TabneTkn, BKPUTI M/1iBKOBOO
060/10HKOI0, 6e3 i3nyHUX aedekTiB, 6e3 NNAM i
CTOPOHHIX AOMILLOK Ha NOBEPXHi TabNeTok; i3
cTunizoBaHo 6ykBoto E 3 ogHoro 60ky Ta kogom 591
3 iHLWOro 6OKY.

MponoHoBaHa pefakuis:

Po3ynin®, TabneTkn, BKpUTI N/1IBKOBOK 060/I0HKOLD,
no 5 mr
CMEUN®IKALLIA
Onuc
Binoro a6o maiixe 6in10ro KoNLOpy OKPYri, TPOXK
ABOONYKi TabneTku, BKPpUTI NAIBKOBOIO 060/0HKOIO, 3
rpaBsipyBaHHAM CTWNi30BaHOi Nitepu E 3 ogHoro 6oky
Ta Homepom 591 3 iHworo, 6e3 abo Maiixe 6e3 3anaxy

3a
peyenmom

UA/11831/01/01

177.

PO3YNIN®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOt0, Nno 10
MTr; M0 7 TabneToK y

3AT
dapmaLesT
WYHWIA 3aBOf,

Eric

YropLmHa

3AT

dapmaLleBTUYHNI

3aBof ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acody. 3MiHa
napameTpiB cneundikauii Ta/abo AoNYCTUMUX MEX

3a
peyerimom

UA/11831/01/02
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

6nictepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHiiA Kopo6Li

rOTOBOTO JliKapCbKOro 3acoby (iHLWi 3miHW) - 3MiHa y
po3gini "Onuc" Tabnetok y MKA N3.
[Jitova pepakuis:
Po3ynin®, TabneTtku, BKPUTI NNiBKOBOK 060/10HKOH,
no 10 mr
CMNEUN®IKALLIA
Onwnc
Kpyrni 3nerka gsoonyksi TabneTkn, BKPUTI M/TIBKOBOKO
060/10HKO, 6€3 (hi3nyHMX AedekTiB, 6e3 Nnsam i
CTOPOHHIX AOMILLOK Ha NOBEPXHi TabneTok; i3
cTunizoBaHo 6ykBoto E 3 ogHoro 60ky Ta kogom 592
3 iHLWOro 6OKY.
MponoHoBaHa pefakuis:
Po3ynin®, TabneTkn, BKpUTI N/1IBKOBOK 0G0/IOHKOHD,
no 10 mr
CMNEUN®IKALLIA
Onuc
Binoro abo maiixe 6in10ro KONLOPY OKPYri, TPOXK
ABOONYKNi TabneTku, BKPpUTI NAIBKOBOIO 060/I0HKOIO, 3
rpasipyBaHHAM CTWNi30BaHOI fitepu E 3 ogHoro 6oky
Ta Homepom 592 3 iHworo, 6e3 abo Maiixe 6e3 3anaxy

178.

PO3YNIN®

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKO10, Nno 20
Mr; M0 7 TabneTok y
6nicTepi; no 2, abo
no 4, abo no 8
6nictepiB y
KapTOHHIA KOopoo6Li

3AT
dapmaLesT
WYHWIA 3aBOf,

EFIC

YropmHa

3AT
dapmaLleBTUYHNI
3aBof ElC

YropLmHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
KOHTpPO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMMX MEX
rOTOBOrO JliKkapCbKOro 3acoby (iHWi 3miHun) - 3MiHa Y
po3aini "Onuc" Tabnetok y MKA N13.

[itoua pepakuis:

Po3ynin®, TabneTkn, BKpUTI N/1IBKOBOK 060/I0HKOLD,
no 20 mr
CMEUN®IKALLIA
Onuc
Kpyrni 3nerka gBoonykni Tabnetkun, BKPpUTI M/1iBKOBOKO
060/10HKOI0, 6€3 (hisnyHnx aedpekTis, 6€3 nnsam i
CTOPOHHIX JOMILLIOK Ha MOBEPXHi TabneTok; i3
cTuni3oBaHo0 6ykBOtO E 3 ogHOro 60ky Ta kogom 593
3 iHWOoro 60ky.

MponoHoBaHa pefakuis:

Po3ynin®, TabneTtku, BKPUTI NNiBKOBOK 060/10HKOIO,
no 20 mr
CMEUN®IKALLIA
Onwnc
Binoro abo maiixe 6in0ro Kosibopy OKPYr/i, TPOXU
ABoONyKi TabneTku, BKPUTI NAIBKOBOIO 060/I0HKOIO, 3
rpasipyBaHHSAM CTWU/i30BaHOI Nitepu E 3 ogHoro 6oky
Ta Homepom 593 3 iHworo, 6e3 abo maiixe 6e3 3anaxy

3a
peyermom

UA/11831/01/03

179.

POKCUMNEP

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO10, 20 Mr/4

KPKA, a.4.,
HoBo mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBponelichKii

3a
peyenmom

UA/17731/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
mr/1,25 wr, no 10 nakyBaHHs, hapmakonei/moHorpadii. NMogaHHsa HoBoro abo

TabneTok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHii kopobLi

KOHTpO/b Ta
BUWMYCK Cepiii:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpPO/Ib cepili
(chiznuHi Ta XimiuHi
meToan
KOHTPO/H0):
KPKA, a.4., Hoso
mecTo, CroseHis

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBepAKeHOro BUpPo6bHuKa - MNMogaHHsA HOBOro
cepTudpikaTa BignoBigHOCTI EBpoNeiichkiit
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
aitoyoi pevosuHu Perindopril tert-butylamine Big Bxe
3aTBepxeHoro BupobHrka KRKA, d.d., Novo mesto
(3amiHa ASMF). 3MiHn | TUny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudpikar
BiNOBIgHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUTYyYEHHS cepTudikata
BiZiNOBIAHOCTI E€Bponeichkiin thapmakonei: ana Adl;
015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikaT Big,
BXe 3aTBepA)KeHOro BUpPo6HWKa - MNMogaHHsA HOBOro
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkilt
thapmakonei Ne RO-CEP 2019-235 - Rev 00 gns
aitoyoi pevosuHu Perindopril tert-butylamine ans sxe
3aTBepAXeHoro BupobHrka Zhejiang Menovo
Pharmaceutical Co., Ltd. Ne 8, Jing 13 Road,
Hangzhou gulf Shangyu economic and technological
development zone, Shangyu City, Zhejiang 312369,
China (BnacHuk CEP KRKA, d.d., Novo mesto). 3MiHu
| Tuny - 3miHK 3 AkocTi. CepTudpikat BignosigHOCTI/ME-
cepTudikaT BignoBigHOCTI €Bponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBEepXeHOro BUpOOHMKa - MNogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 1998-075 - Rev 05
(3atBepmxeHo: R1-CEP 1998-075 - Rev 04) ans
aitoyoi peyosrHy Indapamide Bif BXe 3aTBEpAKEHOr0
BUpo6HuKa BIOINDUSTRIA L.I.M. S.P.A. 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6GHMUTBI. 3MiHa po3mipy cepii (BkAYarum
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

gianasoH po3mipy cepii) roToBOro JlikapCcbKoro 3acoby
(36inbLueHHs A0 10 pasiB NOPIBHSHO i3 3aTBEPIKEHNM

po3Mipom) - 36iNbLUEHHA PO3Mipy cepil. 3aTBepaKeHO:

Po3wmip cepii - 120000 TabneTok, BKpUTUX NNIBKOBOHO
060/10HKOI0. 3anponoHoBaHo: Po3mip cepii - 120000-
480 000 Tab/1eTOK, BKPUTUX NIBKOBOK 06OMOHKO0.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/THOHAIOYN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHMLTBI FOTOBOTO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA) - 3MiHN Y
BMPOGHNYOMY NPOLIECI - 3MiHA NOPSALKY NPUTOTyBaHHSA
CyMiLLei KOMMOHEHTIB: cnovaTKy 3MillyBaHHS
iHoanamigy 3 MiKpOKpUCTasTivuHOK Lenos030k0 y eTani
2, a noTiM CyMiLL nepuHAonpuay TepT-6yTunamidy 3
MiKPOKPUCTa/TIHHOIO Lie/Ti0/103010 Ha eTani 4. 3miHa
NnocnifoBHOCTI BBEAEHHS NPeMIKCy iHganamigy Ta
npeMikcy TepT-6yTunamiHy y 3MillyBasibHYy EMHICTb Ha
etani 9. CyMmiLli KOMNOHEHTIB NOAAI0Tb Y EMHICTb A/1A
3MilLyBaHHS B Takiii NocnifoBHOCTI: KOMNOHEHTU
cTtagii 01. Mpewmikc iHganamigy ctagii 03. MNpemikc
nepuHaonpuny TepT-byTunaminy 3i ctagii 05.
Mpemikc posyBacTatuHy 3i ctagii 07. Lientonosa
MiKpokpucTaniyHa, Tin 200, HM3bka BOMOriCTb 3i cTagil
08. 3MiHu | Tuny - 3MiHK 3 AKOCTI. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOYAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npv BUPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby (iHLWi
3MiHM) - 3MiHa BHOCUTLCA Yepes A0AaBaHHSA
HaniBnpoaykTy MonepeAHs koMnpeciiHa cymiw (o
3MalLlyBaHHA) 4519 AKOro MPOMoHyeTbes 1 MicAub
BUTPVIMKU B 3aKPUTOMY KOHTENHEPI 3 HepXaBitouoi
ctani. 3MiHn | TMny - 3MiHK WoAao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) - 3MiHN BHECEHO [0 TEKCTY MapKyBaHHS
BTOPVHHOT YNakoBKM iKapCbKoro 3acoby B . 8.
«JATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI», a
TakoX YTOUYHEHHS iHdhopmaLii Wwoao norotuny
BMPOGHMKA Ha NEPBUHHI Ta BTOPWHHI yNakoBLi
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA NiKapCbkMii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco06y, BKIOYAUN NPOMDKHUI MPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nNikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULTBA) - 3MiHM Y BUPOOHUYOMY NpoLLec -
nepernaHyTi napameTpu npotecy, 6epyyn o yearu
36i/IbLLIEHHST pO3Mipy cepii. MpuroTyBaHHs NPEMIKCIB
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

3AiiCHIOETLCA B NMPOLLECi 418 MiHIMi3aL,ii BTpaT Ajrounx
PEYOBVH | BUKOHYETLCA BPYUHY, TOMY HEMAE
JoAaTKoBMX NapameTpis npotiecy. Lo ctocyeTbes
NPUroTyBaHHSA KOMNPECIHOT CyMiLLi, Yac 3MillyBaHHs
Ta WBUAKICTb 3MilLYBaHHSA Ha CTafisax BUpobHuLTBa 9 i
12 6ynu nepernsHyTi 3 ypaxyBaHHAM 306i/bLUEHHSA
po3mipy napTii. ¥ npoueci komnpecii napameTpu
npouecy He 3MiHTbCA. LLlogo npurotyBaHHs
cycneHsii gna NokpuTTA, 6y/10 OHOBIEHO Yac
3MilWyBaHHA Ha eTani 16 Ta nigxoauTb AN BCbOro
3apeecTpoBaHOro AianasoHy po3mipy cepiii. Mpouec
HaHeCeHHs MNiBKOBOro NokpmTTA (etan 17) OHOBEHO
eTanamv Ta napameTpamu npoLecy. Y BupobH1M4oMy
npoLeci BiACYTHI NPOMiXKHI cepii. 3 Uiel npuunHmn
iHchopMmaLito Mpo HMX Byn0 BUAaNEHO. Hemae XoaHnX
3MiH Y BHYTPILLHbOBYPOBHUYOMY KOHTPOI, NOB'A3aHNX
i3 3MiHaM1 y BUPOGHMYOMY MPOLIECI.

180.

POKCUIMEP

TabneTkn, BKpUTI
nNiBKOBOKO
o60osoHKot, 10 Mr/8
mr/2,5 mr, no 10
Tabnetok y énictepi,
no 3 abo 9 6nicTepis
Y KapTOHHiIli KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BUPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPONb Ta
BUWMYCK Cepiii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTpO/b cepili
(disnyHi Ta XiMiuHi
meToau
KOHTPO/0):
KPKA, a.4., Hoso
mecTo, CroBeHis

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€Bponelicbkiin hapmakonei) - Hosuii ceptudikar Big,
BXe 3aTBepAKeHOro BUpPOo6HuKa - MNogaHHsA HOBOro
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
aitoyoi peyvorHK Perindopril tert-butylamine Big Bxe
3aTBepxeHoro Bupo6bHrka KRKA, d.d., Novo mesto
(3amiHa ASMF). 3MiHn | TUny - 3MiHK 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponeiickbkilt hapmakonei: ans Adl;
ON15 BUXIAHOrO MaTepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
0151 LONOMIXHOI pevoBuHY (cepTudpikat BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - Hosuii ceptudikar Big,
BXe 3aTBepAKeHOro BUpPobHuKa - MNogaHHsA HOBOro
cepTudikaTa BignoBiaHOCTI EBpONEiiChKilt
papmakonei Ne RO-CEP 2019-235 - Rev 00 g5
aitoyoi peyosuHy Perindopril tert-butylamine ans Bxe
3aTBepAKeHoro BMpo6Huka Zhejiang Menovo
Pharmaceutical Co., Ltd. Ne 8, Jing 13 Road,
Hangzhou gulf Shangyu economic and technological

3a
peyenmom

UA/17731/01/02
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

development zone, Shangyu City, Zhejiang 312369,
China (BnacHuk CEP KRKA, d.d., Novo mesto). 3MiHu
| Tuny - 3miHn 3 AkocTi. CepTudpikat BignosigHOCTI/TE-

cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/EHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI €EBpoNenchkil
hapmakonei Ne R1-CEP 1998-075 - Rev 05
(3atBepmxeHo: R1-CEP 1998-075 - Rev 04) ans
aitoyoi peyosrHy Indapamide Bif Bxe 3aTBepAKEHOr0
Bupo6HuKka BIOINDUSTRIA L.I.M. S.P.A. 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IYatum
Jjana3oH po3mipy cepii) roToBOro likapcbKoro 3acoby
(36inbLUeHHA A0 10 pasiB NOPIBHAHO i3 3aTBEPIKEHNM
po3mipom) -
36inbLUeHHsA po3mipy cepii. 3aTBepakeHo: Po3mip
cepii — 120000 TabneToK, BKPUTUX NAIBKOBOO
060/10HKOI0. 3aMPONOHOBAHO:

Po3mip cepii - 120000-480 000 TabneToK, BKPUTUX
NAiBKOBOK 0B0I0HKOK. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y nNpoLeci BUPOGHMLITBA FOTOBOIO JliKapCbKOro
3aco0y, BK/OYAKUM MPOMKHWA NPOAYKT, WO
3aCTOCOBYETLCS MPU BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHMLITBA) - 3MiHW Y BUPOOGHMYOMY NPOLIECI - 3MiHA
NopsAKY NPUrOTYBaHHS CyMileil KOMNOHEHTIB:
cnoyarky 3MillyBaHHs iHganamigy 3
MIKPOKpMCTaNivyHO LeNtoa1030t0 y eTani 2, a noTim
CyMill NeprHAoNpuay TepT-6yTunamMiHy 3
MIKPOKPUCTaNiYHO LLeNt1030t0 Ha eTani 4. 3miHa
nocnifoBHOCTI BBEAEHHS NPeMIKCy iHAanamigy Ta
npeMikcy TepT-6yTuiamiHy y 3MillyBaslbHy EMHICTb Ha
eTani 9. CyMiLli KOMNOHEHTIB NOAAI0Tb Y EMHICTb AN1A
3MillyBaHHS B Takiil nocnifgoBHOCTi: KOMNOHEHTH
cTagii 01. Mpemikc iHganamigy ctagii 03. MNpemikc
nepuHaonpuay TepT-6yTunaminy 3i ctagii 05. MNpemikc
po3syBacTtaTuHy 3i ctagii 07. Lientonosa
MiKpokpucTasiyHa, Trn 200, HM3bka BOOFiCTb 3i cTagil
08. 3MiHu | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOBHMLUTBA FOTOBOIO NiKapCbKOro 3acoby,
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep

peecmpayitiHo2o

nocsioYeHHs1

181.

POKCUMNEP

BK/THOHAIOYN NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHMLTBI FOTOBOTO /iKapCbKOro 3aco6y (iHLui
3MiHM) - 3MiHa BHOCUTbCA Yepes AofaBaHHsA
HaniBnpoAykTy MonepeaHsa KomnpeciiHa cymiw (8o
3MalLlyBaHHSA) A9 AKOr0 MPOMOHYETbCA 1 MicAlb
BUTPVIMKW B 3aKPUTOMY KOHTENHEPI 3 HepXaBitouoi
cTani. 3MiHu | Tuny - 3MiHN Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MmiHK) (B. (x) 1A)
3MiHW BHECEHO A0 TEKCTY MapKyBaHHS BTOPUHHOI
yMakoBKU NlikapcbKoro 3acoby B n. 8. «JATA
3AKIHUEHHA TEPMIHY MPUOATHOCTI», a Takox
YTOUHEHHS iHhopmauii LWoA0 oroTuny BUPO6HMKA Ha

NepBVHHI Ta BTOPUHHIWA yNakoBL,i NlikapCbKoro 3acooy.

3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHV Yy BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0YN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULTBI FOTOBOTO NiKapPCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpOGHMLTBA) - 3MiHU Y
BMPOGHMYOMY NPOLECI - NepernaHyTi napameTpu
npouecy, 6epyun o ysaru 36ibLLEHHS po3Mipy cepii.
MpuroTyBaHHS NPEMIKCIB 3AiICHIOETLCA B Mpoueci Ans
MiHiMi3aLji BTpaT Ailo4nMX PeHOBUH | BUKOHYETLCSA
BPYYHY, TOMY HEMae [OAAaTKOBUX NapaMeTpis
npouecy. LLlo cTocyeTbCcst NPUroTyBaHHA KOMMPECIAHOT
CyMillli, Yyac 3MilyBaHHSA Ta WBUAKICTb 3MilLyBaHHS Ha
cTafiax BupobHuutea 9 i 12 6ynu nepernsHyTi 3
ypaxyBaHHAM 36i/bLUeHHs po3mipy napTii. Y npoueci
Komnpecii napameTpu npoLiecy He 3MiHo0TbCS. LLloao
NPUroTyBaHHA CycneHsii 4ns NoKpuTTH, 6yno
OHOBJ/IEHO Yac 3MilllyBaHHS Ha eTani 16 Ta nigxoanTb
[N BCbOro 3apeecTpoBaHOro AianasoHy po3mipy
cepili. MpoLuec HaHeCEHHs! N/1IBKOBOro NOKpUTTA (eTan
17) oHOBMEHO eTanamun Ta napaMmeTpamMu npouecy. Y
BMPOBHUYOMY NpOLLECi BiACYTHI NPOMiXHI cepii. 3 uiel
npUYMHK iHchopMmaLito Npo HKUX 6yno BuganeHo. Hemae
YKOAHUX 3MiH Y BHYTPILUHbOBUPOGHNYOMY KOHTPOI,
NnoB’A3aHuX i3 3MiHaMy y BUpo6GHMYOMY NpoLLeci.

TabneTkn, BKpUTI
NNiBKOBOKO
060/10HKOt0, 20 Mr/8
mr/2,5 mr, no 10
TabneTok y 6nictepi,
no 3 abo 9 6nictepis
Y KapTOHHIli KOpoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTpO/b Ta
BUWMYCK Cepiii:
KPKA, a.4., Hoso

mMecTo, CroBeHis;

KOHTPO/Ib cepili

(chiznuHi Ta XimiuHi

meToau

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiii oapmakonei) - HoBuii cepTudikar Big

3a
peyermom

UA/17731/01/03




140

Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
KOHTPOH0): BXe 3aTBEepKEHOro BUPObHMKa - MogaHHA HOBOro

KPKA, a.4., HoBo
mecTo, CnoBeHisa

cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
aitoyoi peyosuHu Perindopril tert-butylamine Big Bxe
3arBepmxeHoro BupobHunka KRKA, d.d., Novo mesto
(3amiHa ASMF). 3MiHu | TUny - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.

MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANoBigHOCTI EBponelicbkin hapmakonei: ans Adl;
[ONs BUXIOHOTO MaTepiany/peareHTy/npoMixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI;
A5 AONOMDKHOT peyoBrHK (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikaT Big,
BX€ 3aTBEPXEHOro BUPOOHUKA - MNofgaHHSa HOBOTO
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
thapmakonei Ne RO-CEP 2019-235 - Rev 00 gns
Aitoyoi pevosuHy Perindopril tert-butylamine ans exe
3aTBepAxeHoro BupobHuka Zhejiang Menovo
Pharmaceutical Co., Ltd. Ne 8, Jing 13 Road,
Hangzhou gulf Shangyu economic and technological
development zone, Shangyu City, Zhejiang 312369,
China (BnacHuk CEP KRKA, d.d., Novo mesto). 3miHn
| Tuny - 3miHK 3 AkocTi. CepTuddikart BianoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
hapmakonei Ne R1-CEP 1998-075 - Rev 05
(3atBepmxeHo: R1-CEP 1998-075 - Rev 04) ans
aitoyoi pevoBuHY Indapamide Bif BXe 3aTBEpIKEHOro
BMpo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3Minu | Tuny
- 3MiHM 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3miHM y
BMPOBHULTBI. 3MiHM Y Npoueci BUPOOHULITBA FOTOBOrO
NikapcbKoro 3acoby, BKIOUaKUM NPOMiIXKHUI NPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOOHNULTBI FOTOBOTO
nikapcbKkoro 3acoby (iHLi 3MiHK) - 3MiHa BHOCUTbCS
yepes foAaBaHHA HaniBNpoaykTy MonepesHs
KOMMpeciiiHa cymill (40 3maLLyBaHHs) 415 SKOro
MPONOHYETLCA 1 MiCALb BUTPUMKY B 3aKPUTOMY
KOHTElHepi 3 Hepxasitouoi cTasi. 3MiHu | TUny - 3MiHK
Loao0 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKoe2

Popma surnycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

BionycKy

yBaHHs

peecmpayitiHo2o
nocsio4yeHHs

0 3acoby

ynakosKa)

CnoseHis

(IHLWi 3MiHW) - 3MiHM BHECEHO [0 TEKCTY MapKyBaHHS
BTOPVHHOT YNakoBKM iKapCbKoro 3acoby B . 8.
«JATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI», a
TakoX YTOYHEHHS iH(hopmaLii Woao norotuny
BMPOGHMKA Ha NEPBUHHI Ta BTOPWHHI yNakoBLi
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA NiKapCbKMii 3aci6. 3MiHW Y BUPOGHULITBI.
3MiHM y NpoLieci BUPOGHMLTBA rOTOBOTO J1iKapCbKOro
3aco0by, BKIOYAUN NPOMDKHUI MPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) - 3MiHU Y BUPOGHUYOMY NPOLIEC Y
3B'A3KY i3 36iMbLLUEHHAM PO3Mipy cepii. 3MiHa nopsaaky
NPUroTYBaHHS CyMmillieli KOMMNOHEHTIB: CroYaTKy
3MillyBaHHSA iHg4anamigy 3 MiKpOKpUCTaniyHo
L,e1t0/103010 y eTani 2, a NoTiM CyMiLl nepuHAonNpuay
TepT-6yTnnamiHy 3 MiKpOKPUCTa/TIHHOIO LIe/TH0/103010 Ha
eTani 4. 3mMiHa NocNifOBHOCTI BBEAEHHS NPeMikcy
iHganamify Ta npemikcy TepT-6yTunamidy y
3MilLyBa/IbHy EMHICTb Ha eTani 9. CyMillli KOMMOHEHTIB
noAalTb Yy EMHICTb A1 3MilLyBaHHS B Takiii
NOCNiAOBHOCTI: KOMNOHEHTU cTagii 01; cymiLu
iHganamigy ctagii 03; cymiw nepyHgonpuny TepT-
6yTnnamiHy 3i ctagii 05; cymill posyBactaTuHy 3i
ctagii 07; Llentonosa mikpokpucTaniyHa, Tun 200,
HM3bka BOJOriCTb 3i cTagii 08. MapameTpy npouecy
nepernsHyTo 3 ypaxyBaHHAM 36i/bLUeHHS po3Mipy
cepii. MepernsHyTi napameTpy npovecy. MepernsaHyTo
yac Ta WBMUAKICTb NepeMillyBaHHs Ha eTani 9 Ta 12.
OHOB/1EHO Yac 3MilllyBaHHS NOKPUBHOT CyCneH3ii Ha
eTani 16, Lo nigxoAuTb A/18 BCbOro Aianas3oHy cepii.
Mpouec nokpuTTA NAiBKOBOK 060/10HKOK (eTan 17)
OHOBJIEHO [0AaTKOBUMM eTanamu Ta napameTrpamu.
BuaaneHo iHgopmaLiito LWof0 NPOMKHUX CEPilA.
[MponoHoBaHa EMHICTb aBTOMATMYHOI MOKPYBHOI Yalli
3MiHeHa fo 500 ., Hemae 3MiH
BHYTPILLUHLONPOLLECHOTO KOHTPOI0. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHa po3mipy cepil (BkIKYakum
gianasoH po3mipy cepii) roToBOro JlikapCbKoro 3acoby
(36inbLueHHs Ao 10 pasiB NOPIBHSHO i3 3aTBEPIKEHNM
po3Mipom) - 36iNbLUEHHA PO3Mipy cepil. 3aTBepaKeHO:
Po3wmip cepii -120000 Tab1eToK, BKPUTUX M/IBKOBOIO
060/10HKO0. 3anponoHoBaHo: Po3mip cepii -120000 -
480000 TabneToK, BKPUTKX M/1IBKOBOK 060/TIOHKOK
TabneTOokK.
BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |

3a

UA/17731/01/04

182.

POKCUMNEP

TabneTkun, BKPUTI
NNiBKOBOKO
060/10HKO10, 10 mr/4

KPKA, a.4.,
HoBo mecTo

CnoBeHis

mr/1,25 wmr, no 10

BMPOGHMLUTBO "in
bulk", nepsrHHe
Ta BTOPUHHE

TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii

peyenmom

nakyBaHHA,

hapmakonei/moHorpadii. NMogaHHsa HoBoro a6o
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

TabneTok y 6nictepi,
no 3 abo 9 6nicTepis
Y KapTOHHiIli KopoobLi

KOHTpO/b Ta
BUWMYCK Cepiii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTPO/b cepili
(disnyHi Ta XiMiuHi
meToau
KOHTPO/10):
KPKA, a.4., Hoso
mecTo, CroBeHis

OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuii cepTudikar Big,
BXe 3aTBepPA)KEHOro BUPO6HWKa - MNogaHHsA HOBOro
cepTudpikaTa BifgnoBiaHOCTI EBpONEiChKili
thapmakonei Ne RO-CEP 2019-245 - Rev 01 gns
aitoyoi peyvosrHy Perindopril tert-butylamine Big Bxe
3aTBepmkeHoro BupobHuka KRKA, d.d., Novo mesto
(3amiHa ASMF). 3MiHu | TURY - 3MiHK 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTugikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBwuii cepTudikar Big,
BXe 3aTBEepPAKeHOro BUPOo6HWKa - MNogaHHsA HOBOro
cepTudikaTa BifgnoBiaHOCTIi EBpONEiChKilt
thapmakonei Ne RO-CEP 2019-235 - Rev 00 gns
aitoyoi peyosuHy Perindopril tert-butylamine ans Bxe
3aTBepAKeHoro BMpo6Huka Zhejiang Menovo
Pharmaceutical Co., Ltd. Ne 8, Jing 13 Road,
Hangzhou gulf Shangyu economic and technological
development zone, Shangyu City, Zhejiang 312369,
China (BnacHuk CEP KRKA, d.d., Novo mesto). 3MiHu
| Tuny - 3miHuK 3 skocTi. CepTudikart BignoBigHOCTI/ME-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakoneli: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudiikat
Bifj y)ke 3aTBEpAXEHOro BUpo6HMKa - MogaHHA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichbkil
thapmakonei Ne R1-CEP 1998-075 - Rev 05
(3aTBepmxeHo: R1-CEP 1998-075 - Rev 04) ons
Aitoyoi peyosrHy Indapamide Bif BXe 3aTBEpPAXEHOrO
BMpo6Huka BIOINDUSTRIA L.I.M. S.P.A. 3Mminu | Tvny
- 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbKuii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa po3mipy cepii (BkIOYaoum
fjanasoH po3mipy cepii) roToBOro JliKapCbKoro 3acoby
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1

(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPIKEHNM
po3mipom) -
36inbLUeHHsA po3mipy cepii. 3aTBepmkeHo: - 240 000
TabneToK, BKPUTMX NIBKOBOK 060/TIOHKOHO.
3anponoHoBaHo: Po3mip cepii - 240 000 — 960 000
TabneToK, BKPUTUX M/1iIBKOBOK 06G0/IOHKOH. 3MiHU |
T™Mny - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, LLIO 3aCTOCOBYETLCA NPV BUPOOHULTBI
rOTOBOrO /iKapCbKOro 3acoby (He3HayHa 3miHa y
npoueci BUpo6HMLTBA) - 3MiHa NOPAAKY NPUroTyBaHHS
CyMiLLlei KOMMOHEHTIB: croYaTky 3MillyBaHHS
iHganamigy 3 MikpOKpUCTaUTi4HOIO Lieo103010 y eTani
2, a noTiM cyMmill nepuHaonpuny TepT-6yTnnamiHy 3
MIKPOKPUCTa/TIHHOIO LiesTi0103010 Ha eTani 4. 3miHa
NnocnifoBHOCTI BBEAEHHS NPEMIKCY iHAanamigy Ta
npemikcy TepT-6yTnnamiHy y 3millyBasibHY EMHICTb Ha
etani 9. Cymilli KOMNOHEHTIB NOAAI0Tb Y EMHICTb ANA
3MiLLyBaHHS B Takiii nocnifgoBHOCTI: KOMNOHEHTH
ctagii 01. Mpewmikc iHganamigy ctagii 03. MNpemikc
nepuHgonpuay TepT-6yTunaminy 3i ctagii 05. MNpemikc
po3yBacTaTuHy 3i ctagii 07.

Llentonosa mikpokpucTaniyHa, Tmn 200, HU3bKa
BONOrICTb 3i cTagii 08. 3miHW | TMNy - 3MiHW 3 AKOCTI.
[oTOBWIA NMikapcbkuii 3aci6. 3MiHWM Y BUPOOHULTBI.
3MiHM y nNpoLeci BUPOGHMLITBA FOTOBOIO JliKapCbKOro
3aco0y, BK/OYAKUM MPOMKHWIA NPOAYKT, WO
3aCTOCOBYETHCS NPY BUPOGHULTBI FOTOBOTO
nikapcbKkoro 3acoby (iHLi 3MiHK) - 3MiHa BHOCUTbLCS
yepes AoAaBaHHA HaniBNpoaykTy MonepeaHs
KOMMpeciiiHa cymill (40 3maLlyBaHHs) 415 SKOro
MPONOHYETLCA 1 MiCALb BUTPUMKY B 3aKPUTOMY

KOHTeMHepi 3 HepXxaeitoyoi cTasi.

Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy
(iHWi 3MiHW). 3MiHVY BHECEHO [0 TEKCTY MapKyBaHHS
BTOPUHHOI yNakoBKW Nikapcbkoro 3acoby B . 8.
«[JATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI», a
TakoX YTOYHEHHS iHchopmaL,ii Wwoao norotuny
BMPOGHMKA Ha NEPBUHHIl Ta BTOPVHHINA ynakoBLi
nikapcbkoro 3acoby. 3miHu | TUny - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHU Y NpoLieci BUPOGHULITBA rOTOBOTO NiKapCbKOro
3aco6y, BK10YaUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPO6HULITBA) - 3MiHM Y BUPOGHMYOMY NpOLIECi
TabneTok - nepernaHyTi napameTpu npouecy, 6epyyn
[0 yBaru 36inbLUeHHs po3mipy cepii. MpurotysaHHs

NPEeMIKCIB 34iiCHIETLCS B MpoLeCi ANt MiHiMi3awji
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

BTpAT Ai04NX PEYOBUH | BUKOHYETHCSI BPYUHY, TOMY
Hemae [oAaTKoBUX napameTpis npotiecy. Lo
CTOCYETLCA NPUrOTyBaHHA KOMNPECIAHOT CyMiLLi, Yac
3MiLLyBaHHS Ta LWBWAKICTb 3MillyBaHHA Ha cTagisx
BMPOGHMLUTBA 9 i 12 Gynu NepernsHyTi 3 ypaxyBaHHAM
36iNbLUEHHA PO3Mipy NapTii. Y npoueci komnpecii
napameTpu npouecy He 3MiHoTbeS. LWogo
NpUroTyBaHHSA Cycnexsii Ana nokpuTTs, 6yno
OHOB/IEHO Yac 3MilllyBaHHS Ha eTani 16 Ta nigxoauTb
[0J151 BCbOr0 3apeecTpOBaHOro AianasoHy po3mMipy
cepili. MNpouec HaHeCceHHs MNJ1iBKOBOro NokpuTTA (eTan
17) oHOB/EHO eTanamu Ta napameTpamu npouecy. Y
BMPOGHMYOMY NpOLLEC BIACYTHI NPOMKHI cepii. 3 uiel
npUYMHK iHhopMaLito Npo HKMX Byno BuaaneHo. Hemae
XOAHWX 3MiH Y BHYTPILLUHBOBUPOBHNYOMY KOHTPOI,
NoB’si3aHKX i3 3MiHaMK1 y BUPOBHMYOMY MPOLLECi.

183.

CKA®O

MOPOLLOK AN1A
pO34nHy AnA
iH'ekyiin, no 150 mr
no 1 donakoHy 3
NOPOLLKOM B KOPOOLL
3 KapTOHY
nakyBasiIbHOro

HoBaprTic
OBepci3
IHBECTMEHTC
Al

Lseiiuapi
A

BMPOBHMLITBO,
nepBuHHe
nakyBaHHs1,
KOHTPO/Ib SIKOCTi

OKpPIM KiJIbKICHOTO

BU3HaA4YeHHA,
BTOPUHHE

nakyBaHHA, BUMYCK

cepii:

HoBapTic ®apma

LTeliH AT,
LLseiuapis;
KOHTPO/b AKOCTI
(KinbkicHe
BM3HAYEHHS):

HoBapTic ®apma

Ar, WBeiiuapis;
anbTepHaTuBHE
BTOPUHHE
naKyBaHHsI:

[Jencbapm XoHiHT

CAC, dpaHuis;
anbTepHaTBHe
BTOPVHHE
nakyBaHHsI:

dapm/lor dapma
NopxucTik FTM6X,

LLiBeriuapis/
®paHuia/
HimeuunHa/
ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
3MiHN Yy BUPO6HULTBI. 3MiHW BMNpoGyBaHb abo
[OMNYCTUMKX MEX, BCTAHOB/IEHUX y creuudikalisx, nig
Yyac BMpPOOHMLTBA FOTOBOIO NiKapCbKoro 3acoby
(#opasaHHA HOBOTrO MeTOAY BUMPOGYBaHHA Ta
Jonyctumux mMex) flogaBaHHsA BUNPOOYBaHHS Ha
6akTepiasibHi eHA0TOKCUMHY B MpoLeci BUpo6bHMLTBA
N3. Kputepiin NpuiAHATHOCTI — He Ginblue 16,0 EO/mn.
Takox BHECEHO pefakLiiiHi 3MiHM [0 po34iniB
3.2.P.3.3. Onnc BUPOGHMYOro npoLecy Ta KOHTPOsI0
npouecy, 3.2.P.3.4. KOHTPO/Ib KPUTUYHUX CTagil i
NPOMiXHOI npoaykuii; 3.2.P.8.2. NpoTokon
nicnsipeecTpauiiHoro BUBYEHHS cTabiNIbHOCTI Ta
3060B’A3aHHA LWOoA[0 cTabinbHOoCTI, 3.2.A.1.
MpyMilLeHHA Ta 06nagHaHHS. 3MiHW | Tuny - 3MiHKW 3
siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo A0NYCTUMMX
MeX, BCTaHOB/IEHUX y creuudikalisx, nig yac
BMPOBOHULITBA FOTOBOTrO NiKapCbKoro 3acoby
(#opasaHHA HOBOTrO MeTOAYy BUMPO6YBaHHA Ta
ponyctuMmx mex) [logaBaHHa 6ioHaBaHTaXXeHHS B
npoveci BUpo6bHULTBa. KpuTepiit NPUAHATHOCTI — He
6inbwe 10 KYO/100 M. 3miHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA NTikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHM y npoLeci BUPOBHULITBA FOTOBOMO NiKapCbKOro
3aco6y, BKIOYaUM NPOMKHUIA NPOAYKT, L0

HimeuunHa; 3aCTOCOBYETHCS NPY BUPOGHULTBI FOTOBOTO
anbTepHaTMBHe nikapcbkoro 3acoby (iHwWi 3miHW) MNepeHeceHHs
BTOPWHHE npouecy po3nusy 13 3 niHii 3 Ha AiHil0 2. 3miHK |
naxyBaHHs: TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOMNC Xenckep 3MiHM Y BUPOOHMUTBI. 3MiHU Y npoLeci BUPO6HULTBA
ITania C.P.J1., roTOBOrO NiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUN
ITanis; NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI

3a
peyenmom

UA/18625/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

BUMYCK cepili:
HoBapTic ®apma
vM6X, HimeuunHa

rOTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiH1M) OHOBNEHHS
napameTpiB npouecy Ta knacudikawii
BHYTPILLHLOTEXHOIOMNYHOrO KOHTPOIO, ANA
Y3rO[KEHHS 3 NOTOYHUMM CTaHAAPTaMN BUPOBHMLTBA
rn3.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapCbKuii
3aci6. 3MiHV Y BUPOOHULITBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1ikapCbKOro 3acoby,
BK/TIOHAI0YN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npuv BUPOBHULTBI FOTOBOTO NiKapCbKOro 3acoby (iHLui
3MiHM) OHOB/IEHHS Yacy BUTPUMKM MIiKPOOPraHi3miB
BiNOBIAHO 4O HOBOT KOHLENLT Yacy BUTPUMKM
KomnaHii Novartis 415 roToBOro npoaykTy.

184.

COH-
HOPMA

rpaHynu; no 10 r
rpaHyn y neHani
nonimepHomy, rno 1
neHany B nauui 3
KapToHy; abono 51
rpaHyn y KOHTeliHepi
3 I03yBaHHAM, M0 2
KOHTelHepy B naui
3 KapTOHY

MpAT
"HaujioHanb
Ha
[omeonartuny
Ha Cninka"

YKpaiHa

MpAT
"HaujioHasibHa
[omeonatnyHa

Cninka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTema KOHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa y
MepBVHHIlA yNakoBLji rOTOBOro /likapcbkoro 3acoby (Tvn
KOHTelHepa abo foAaBaHHA HOBOrO KOHTeliHepa) -
TBepAi, M'sKi Ta HecTepusbHI Piaki ikapcbki hopmu.
CynyTHS 3MiHa - 3MiHW 3 AKOCTIi. [OTOBWIA NiKapCbKMiA
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3mMiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
roTOBOrO JliKapcbKoro 3acoby (4ONOBHEHHS
cneumaikalii HOBUM NOKA3HUKOM 3 BifNOBIAHNM
MeToA0M BUMPOOYBaHHS). BBeaeHHA oAaTKOBOI
yNakoBKK, a came KOHTeliHep 3 f03yBaHHAM Mo 5, 3
BHECEHHSM BifNOBIAHNX 3MiH [0 p. «YNaKoBka» Ta
[0noBHeHHA cneyudikauii M13 n. «Maca BmicTy
YyNaKoBKN: KOHTENHEpK 3 f03yBaHHAM MO 5 r» 3
BiANOBIAHUM METOAO0M BUNPOOYBaHHSA. 3MiHU BHECEHO
B IHCTPYKL,iIO A5 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby Ao po3ainy "YnakoBka" y 3B'A3Ky 3
BBe/leHHSAM [04aTKOBOI NEPBUHHOI YNaKOBKU
(koHTeWHep 3 A03yBaHHAM Mo 5r. ) Ta AK HacNigokK -
BiANOBIAHI 3MiHW BHeceHO Ao po3sginy "Cnocio
3acToCcyBaHHA Ta 031" (fof4aBaHHS anropuTMy
3acTOCyBaHHS) 3ri4HO 3 MaTepianamy peecTpauiiHoro
[ocbe. BBeEHO TeKCT MapKyBaHHSA [/151 BigMoOBiAHOIO
[03yBaHHA Ha 5 1 (NepByHHA Ta BTOPMHHA YNaKoBKM
nikapcbKoro 3acoby). 3MiHum | Tuny - 3MiHKU 3 AKOCTI.
[oToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnopoBasibHWiA 3aci6. 3MiHa po3mipy
yNaKoBKM FOTOBOrO /ikapCbKOro 3acoby (3MiHa
KiNlbKOCTi oavHMLb (Hanpukiag TabneTok, aMmnyn
TOLLO) B ynakosLi:) - 3MiHa no3a fianazoHoM
3aTBEPKEHUX PO3MIPIB YNakoBKW. Y 3B’A3KY 3
BBEleHHAM [0AaTKOBOI NEPBUHHOI YNaKoBKU
(KOHTelHep 3 f03yBaHHAM, No 5 r), 3MiHIOETLCSA
KifIbKiICTb OAMHWLb Y BTOPWHHIN ynakoBLji. Y nauyui 3
KapTOHy 6yfe No 2 KOHTeiHepW 3 A03yBaHHAM.

6e3
peyenma

niosnsieae

UA/3828/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

3arasibHa KinbKiCTb /likapCbKoro 3acoby Y BTOPUHHIl

ynakoBui (10 r) — He 3MiHIETbCSA. 3MiHN BHECEHI B
IHCTPYKLi0 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3acoby [0 po3ainy "YnakoBka'y 3B's3Ky 3

[0[aBaHHAM HOBOI YMakoBKM - KOHTelHepa (3MiHa

KiNNbKOCTi OAMHWLb BTOPUHHOI YNakoBKu). BignosigHi

3MiHW BHECEHO B TEKCT MapKyBaHHS YNakoBKY
NiKapCbKoro 3acooby.

185.

CNAS3ro

Tabnetku, no 10
Tabnetok y énicrepi;
no 1 a6o no 10
6nictepiB y Kopobui

AHaHTa
Megikeap
nra.

Benvka
BputaHis

dnamidro
PapmacboTrKanc
nra.

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOoHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y

MeToAax BUNPobyBaHHA rOTOBOTO /1iKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBeppKeHNX MeTodax
BMNpo6yBaHHA) 3MiHa y cneuudikayii Ta y MeTogax
KOHTPO/I0 NiKapCbKoro 3acoby 3a NoKasHWKOM
"loeHTUdikauis", a came nig, yac igeHTudikauii
napaueTamMmosly BUK/TYAETLCA OAVH MakCUMyM

LOBXWHUN XBUJI Y 3B'A3KY 3 ONTUMI3aLli€lo aHaNiTUYHOT

MeToAMKN. 3aTBepKeHO: |aeHTndikayis
MapaueTtamon CnekTp NOrIMHaHHA PO3UYNHY
npenapary, OTPUMAaHOr0 AN KifIbKICHOrO0 BU3HAYEHHS
napauetamorny, B giana3oHi 200-400 HM NOBUHEH

MaTtu MakCUMyMu Mpy JOBXMHAX XBUb 65113bko 209

HM Ta 258 HM. CnekTpodoTomeTpis, €8p.®. 2.2.25
3anponoHoBaHo: laeHTudikauia Mapayetamon

CneKTp MOorfvHaHHA po34nHy npenapaTy, OTPUMaHoro

[ANSA KiNbKICHOTO BU3HAYEHHS nNapauetaMorny, B

Aiana3oHi 200-400 HM NOBUHEH MATU MakCUMyM Npu

OOBXUHI XBW/i 611M3bko 258 HM. CnekTpodhoToMETpiS,

€Bp.®. 2.2.25

Ne 10 — 6e3
peyenma;
Ne 100 — 3a
peyenmom

UA/4544/01/01

186.

CMA3MOB
AKC

PO34UH ANS iH'EKLN,
40 mr/ 4 mn, no 4 mn
B amnyni; no 10
amnys y KOHTYpPHii
YapyHKOBIli
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
Y KapTOHHiIli KopoobLi

LWAPTEP
C.NA.

ITanis

ONNENb
GAPMALIEYTIL
C.P.N.

ITanis

BHECEHHS 3MiH 0 peecTpaLliinHmx maTepiasis: 3miHu |1
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHSA y 3B’A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMW, KNIHIYHUMW faHUMK Ta
AaHvMu 3 chapmakoHarnsgy. 3mMiHM BHECEHO A0
IHCTPYKLIiT 415 MeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby A0 po3ainis "34aTHICTb BNMBATU Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWK1MK MexaHi3mamm®, "TMo6iuHI peakuii™
BiANOBIAHO A0 iHGhopMaLi 3 6e3nekn Nikapcbkoro
3aco0y, a TakoX BHECEHI peAakuiliHi npaBku [0
po3ainis "®apmakosoriyHi BNacTmeocTi",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar", "Cnocib 3actocyBaHHsi Ta f03u".

3a
peyerimom

He
nionsieae

UA/20005/01/01

187.

CniPNBA®

NOPOLLOK A5
iHransauii, TBepai
Kancynv no 18 mkr;

BepiHrep
IHrenbxanm
IHTEepHeLLHN

HimeyunH
a

BepiHrep
IHrenbxaim
dapma 'mbX i Ko.

HimeyunHa

BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu |
™My - 3MiHK 3 SIKOCTi. FOTOBUIA Nnikapcbkuii 3aci6.
Onuc Ta ckiag. 3miHa abo AofJaBaHHA LWTaMniB,

3a
peyenmom

UA/6495/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
no 10 kancyn 3 6X K NOTOBLLEHb @60 IHLWNX MapKyBaHb, YK/IHOUYao4umn 3amiHy
NopoLLKOM AN abo gopasaHHsa hapb A4N1s MapKyBaHHS NiKapCbKoro
iHransuin y énicrepi; 3acoby (3miHa LTammniB, NOTOBLYEHb ab0 iHLWNX
no 3 6nictepu B MapKyBaHb). 3aMiHa asflbTEPHATUBHUX YOPHUI
KapTOHHI kopo6uyj; Opacode S-1-8152 HV Black (10.12) Ha OPACODE S-
no 10 kancyn 3 1-277002 Black (10.34). BunpaBneHHs pefakuiinHol
NOpPOLLKOM A1A NMOMW/IKM B CKNafi 3apeecTpoBaHux YopHun Tekprint
iHransauin y énictepi, SW-9008 Black Ne10.14.
no 1 a6o 3 6nictepu
B KOMM/IEKTI 3
NpUCTPOEM
XeHpiXelinep® B
KapTOHHiii Kopo6Lli
188. | CMNIPOHO/N | TabneTku, BKPUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/20352/01/01
AKTOH 060/10HKO10, N0 25 "TexHonor" TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom | nidsasieae
mr, no 10 TabneTok Cuctema KOHTeHep/3aKynopoBasibHWiI 3aci6. 3MiHa
y 6nicTepi; no 2, no pO3Mipy yNakoBKy roTOBOrO JlikapcbKoro 3acoby (3MiHa
3,abono5 KiNbKOCTI 0auHMLb (Hanpuknag TabneTok, amnysn
6nicTepis y nauuj 3 TOLLO) B yNakoBLii:) - 3MiHa no3a gianasoHoM
KapToHYy 3aTBEPKEHVX PO3MIPIB YNaKkoBKW - BBEAEHHS
[0[aTKOBOT BTOPUHHOT YNaKoBKU. 3MiHU BHECEHO Y
po3ain "Ynakoska" B iHCTPYKLtO 4719 MEANYHOTO
3aCTOCyBaHHSA Y 3B'A3KY 3 BBEAEHHAM [40[aTKOBOT
yNnakoBKM A5 BCiX A03YBaHb Ta K HACMifOK -
3aTBEPMKEHHS TEKCTY MapKyBaHHS YNakoBOK
niKapcbKoro 3acoby Ans BCiX 403yBaHb.
189. | CMNIPOHO/N | TabneTku, BKPUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/20352/01/02
AKTOH 060/10HKO10, Mo 50 "TexHonor" MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKaPCbKUIA 3aci6. peyenmom nidnsieae
Mr, no 10 TabneTok CucTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa
y 6nicTepi; no 2, no pPO3Mipy ynakoBKv roTOBOrO MikapCbKoro 3acoby (3miHa
3,abonob5 KiNIbKOCTi 0AVHMLb (Hanpukiag TabneTok, amnyn
6nicTepiB y nauuj 3 TOLLO) B ynakoBLi:) - 3MiHa no3a fianazoHoM
KapToHYy 3aTBEPXEHNX PO3MIPIB YNaKOBKW - BBEAEHHS
[04aTKOBOT BTOPMHHOT YNaKOBKU. 3MiHN BHECEHO Y
po3ain "Ynakoska" B iIHCTPYKLiO AN MegU4HOro
3aCTOCyBaHHS Y 3B'A3KY 3 BBEEHHAM [4,04aTKOBOT
yMnakoBKM ANs BCiX A03yBaHb Ta AK HACiAoK -
3aTBEPKEHHSA TEKCTY MapKyBaHHS yNakoBOK
niKkapcbKoro 3acoby Ans BCiX 403yBaHb.
190. | CNIPOHO/N | TabneTku, BKPUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/20352/01/03
AKTOH 060/10HKot0, No 100 "TexHonor" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom | riossieae

mr, no 10 TabneTok
y 6nicTepi; no 2, no
3,abonob5
6nicTepis y nauuj 3
KapTOHY

CurcTeMa KoHTellHep/3aKynoproBasibHUiA 3aci6. 3MiHa
PO3Mipy ynakoBK/ roTOBOrO /likapCbKOro 3acoby (3miHa
KiNIbKOCTi oavHMLb (Hanpukias TabneTok, aMmnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a AianazoHoM
3aTBEPKEHNX PO3MIPIB YNaKOBKW - BBEieHHS
[0[aTKOBOT BTOPUHHOT YNakoBKU. 3MiHU BHECEHO Y
po3ain "Ynakoska" B iHCTPYKLtO 4719 MEANYHOro
3aCTOCYBaHHA y 3B'A3KY 3 BBEAEHHAM [0AaTKOBOI
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

ynakoBKM AN BCiX A03yBaHb Ta AK HACifoK -
3aTBEPKEHHSA TEKCTY MapKyBaHHS YNakoBOK
nikapcbKoro 3acoby A1 BCiX 403yBaHb.

191.

CYNb®AL,
VN HATPIIO

Kpanni o4Hi 30 %; no
10 mny
naacTKoBOMy
dnakoHi; no 1
dhnakoHy y nauui 3
KapToHy

TOB "®3
"BIO®PAPMA

Ykpaina

TOB "®3"
BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib.
CurcTeMa KOHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa y
mMeTodax BUNPO6YyBaHHSA NEPBUHHOT YNakoBKM rOTOBOTO
NiKapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEpKEHMX
MeToAax BUNpobyBaHb) BHECEHHS 3MiH A0
cneumdikauii BXigHOrO KOHTPOJIO NEPBUHHOIO
nakyBaHHs Cn. 5.14-01-316 «®nakoHW N1acTUKOBI
TMny ®k2-10», a caMe akTyasi3oBaHO MeTof,
KOHTpONH «CTepuabHICTb» BignosigHo o AdY 2.6.1.
(36iNbLLEHO KiNbKICTb 3paskiB 4151 NPOBEAEHHS AAHOT0
BUNPO6YBaHHs 3 10 g0 20). 3MiHK | Tuny - 3MiHN 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasbHuii 3aci6. 3miHa y MeToAax
BMNPO6YBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
NiKapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEpPIKEHNX
MeTodax BUMPOoGyBaHb)

BHeceHHs 3MiH [0 cneuudpikauii BXiZAHOrO KOHTPOSIO
nepByHHOro naxkyBaHHa Cn. 5.14-01-317 «[Mpo6ku-
KpanenbHULi N1acTuKoBi TuMy ®k2.2», a came
akTyasizoBaHO MeTof KOHTPO/0 «CTepUbHICTb»
BiANOBIAHO A0 dY 2.6.1. (36iNbLUEHO KiNbKICTb
3paskiB 4151 NPOBEAEHHSA faHoro BunpobysaHHs 3 10
[0 20). 3miHu | TMNy - 3MiHK 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBabHuii 3aci6. 3miHa y MeToAax
BMNPO6YBaHHS NEPBUHHOI YNakoBKy rOTOBOrO
NiKapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEPIKEHNX
MeTofax BUNpobyBaHb) BHeceHHS 3MiH fo
cneumaikaLii BXiAHOro KOHTPO/IKO NEPBUHHOIO
nakyBaHHsa Cn. 5.14-01-318 «KpuLukn NNacTUKoBi 3
KOHTPO/MIEM MEPLUOTO BigKpUTTATUNY PK2», a came
akTyasnizoBaHO MeTof KOHTPO/0 «CTepUbHICTb»
BiANOBIAHO A0 dY 2.6.1. (36iNbLUEHO KiNbKICTb
3paskiB 4151 NPOBEAEHHSA faHoro BunpobysaHHs 3 10
0o 20).

3a
peyermom

UA/5006/01/01

192.

CYHITUHIB
3EHTIBA

Kancysu Teepgai no
12,5 mr; no 7 kancyn
y 6nicTepi, no 4
6nictepn y
KapTOHHIN navui

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

BMPOGHMLTBO "in
bulk”, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
TecTyBaHHS,
BMNYCK cepil:
PEMEQAIKA NTA,
Kinp;
BUPOGHMLTBO "in
bulk", nepBrHHe

Kinp/
MasibTa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnyHOro 3acTocyBaHHA
reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKapCbKMX
3ac06iB nicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOAHMX HOBMX [0AATKOBUX AaHWX) 3MiHN BHECEHO B
IHCTPYKLiO A1 MeANYHOro 3acTOCyBaHHS NiKapCbKoro

3a
peyerimom

He
nionsieae

UA/18466/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
Ta BTOPUHHE 3acoby Ao po3ginis "®apmakonoriyHi BiactusocTi”
nakyBaHHs1, (yTouHeHHs iHcbopmaii), "B3aemogis 3 iHWmMun
TEeCTyBaHHS, nikapcbkrMKM 3acobamu Ta iHLWi BUAn B3aemMogiii",
BMNYCK cepil: "Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
dapmakea Ta fo3n" (yTouHeHHs iHdopmadit), "MobiuHi peakwii”
Mpewmiym /114, BiANOBIAHO A0 iHGopMaLil pedhepeHTHOro NikapcbKoro
ManbTta 3acoby CyTeHT, kancynu. BBegeHHs 3MiH NpoTarom 6-
TV MicALIB Nic/1a 3aTBepAKEHHS
193. | CYHITUHIB | kancynu TBepAi no 3eHTiBa, K.C. Yecbka BUPOGHMLTBO "in Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18466/01/02
3EHTIBA 25 mr; no 7 kancyny Pecny6nik bulk", nepsrHHe ManbTa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
6nictepi, no 4 a Ta BTOpVHHE thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
6nictepn y nakyBaHHs, NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHIM nayui TEeCTyBaHHS, AN MenYHOro 3aCTOCyBaHHA
BUMYCK Cepii: reHepuyYHUX/ribpuaHNx/6ionogibHNX NikapcbKnx
PEMEAIKA NTA, 3aco6iB Nnic/is BHECEHHA TiET camoi 3MiHWN Ha
Kinp; pedyepeHTHUIA npenapat (3MiHa He NoTpebye HafgaHHSA
BMPOGHMLUTBO "in YKOAHUX HOBWX A0AATKOBUX AAHUX) 3MiHWN BHECEHO B
bulk", nepsrHHe IHCTPYKLiO ANA MeAUYHOro 3aCTOCYBaHHS NiKapcbKoro
Ta BTOPVHHE 3acoby Ao po3ginis "®apmakonoriyHi BiacTusocTi”
nakyBaHHs1, (yTouHeHHs iHcbopmaii), "B3aemogis 3 iHWmumun
TeCTyBaHHS, nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
BMNYCK cepil: "Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHs
dapmakea Ta fo3n" (yTouHeHHs iHdopmadii), "MobiuHi peakwii”
Mpewmiym /114, BiANOBIAHO A0 iHGopMaLil pedhepeHTHOro Nikapcbkoro
ManbTta 3acoby CyTeHT, kancynu. BBegeHHs 3MiH NpoTarom 6-
TW MicALIB Nic/1a 3aTBepAKEHHS
194. | CYHITUHIB | kancynu TBepAi no 3eHTiBa, K.C. Yecbka BUPOGHMLTBO "in Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18466/01/03
3EHTIBA 50 wmr, no 4 kancynun Pecny6nik bulk", nepsrHHe ManbTa TMny - 3MiHK Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nidnsieae
y 6nictepi, no 7 a Ta BTOPUHHE thapmakoHarnsgy. 3MiHU y KOPOTKiil XxapakTepucTumLi
6nictepiB y nakyBaHHs1, nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
KapTOHHIM nayui TEeCTyBaHHS, 015 MeANYHOro 3aCTOCYBaHHA
BMNYCK Cepil: reHepuyYHNX/ribpuaHNx/6ionoibHNX NikapcbKnx
PEMEJIKA NTA, 3aco6iB nic/a BHECEHHSA TiET camoi 3MiHN Ha
Kinp; pedoepeHTHUIA npenapaT (3MiHa He NoTpebye HafaHHS
BMPOGHMLTBO "in XOAHVX HOBUX A0AATKOBUX AaHWX) 3MiHN BHECEHO B
bulk", nepsrHHe IHCTPYKLiO ANA MeAUMYHOro 3aCTOCYBaHHS NiKapCbKoro
Ta BTOPVHHE 3acoby Ao posginis "®apmakonoriyHi BractusocTi”
nakyBaHHs, (yTouHeHHs iHdhopMmaLiT), “B3aemogis 3 iHwmumun
TEeCTyBaHH4, nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
BMNYCK cepil: "Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
Papmakea Ta fo3n" (yTouHeHHs iHdopmadit), "MobiuHi peakwii”
Mpewmiym 14, BiANOBIAHO A0 iHGopMaLil pedhepeHTHOro Nikapcbkoro
ManbTta 3acoby CyTeHT, kancynu. BBegeHHs 3MiH NpoTarom 6-
TV MicALB NicNsa 3aTBepAKEHHS
195. | TENMIHOP TabneTkun no 80 mr; Inka IHAiA Inka JlabopaTopi3 IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/17300/01/01
M-80 no 10 TabneTok y NabopaTopi3 nra. TMny - 3MiHKM Woa0 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi, no 3 Nimiten thapmakoHarnsgy. BeegeHHs abo 3miHM Ao

6nicTepu B ynaxkosLi
3 KapTOHY

y3ara/lbHeHuX faHux Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX JAHUX NP0 CUCTEMY
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
hapMakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnsgy) - 3MiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg, B
YkpaiHi. [litoua pegakuis: TxagaHi faHiens.
MponoHoBaHa pepakuis: CapaniHa Onbra IBaHiBHA.
3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOI 0Co6U 3aABHYKa,
BiANOBiAabHOI 3a thapmakoHarnsag B YkpaiHi
196. | TEMNO®E TabneTkun, BKPUTI AT Bonrapis Brpo6HMLUTBO Monbwa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 nionsizae UA/20122/01/01
H® Ayo nNiBKOBOK "Codpapma” Hepo3dracoBaHol Bonrapis TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
060/10HKOI0; Mo 10 NpPoAyKUii, thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
TabneTok y 6nictepi; nepBuHHA Ta NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
no 1 6nictepy B BTOPVHHA AN MeAMYHOro 3acToCcyBaHHA Ha NiACTaBi perynspHo
KapTOHHIM nayui ynakoBka, OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
KOHTPO/Tb AKOCTI: abo gocnigkeHb 3 6e3nekn 3acToCyBaHHSA NikapCbKoro
dbapmaLeBTUYHI 3acoby B nicnspeecTpauiliHuii nepios, abo sk
3aBoam pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
Monbcapma C.A., BIANOBIAHO A0 MnaHy negiatpuuHnx gocnimxeHs (PIP)
Monbluya (3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
[o3Bin Ha Bunyck 3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
cepii: 3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
AT "Codhapma”, "Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
Bonrapis BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
4itoyoi pevosuHu (ibynpodpeHy) 3rigHo 3
pekomeHpauisamu PRAC.
3MiHu | TURY - AgMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BMW
nikapcbKoro 3acoby - 3MiHa Ha3BM NiKapcbkoro 3acoby
3arBepgxeHo - "TEMMO®EH YO (TEMPOFEN
DUO)", 3anponoHoBaHo — "TEMIMO®EH® AYO
(TEMPOFEN® DUO)".
197. | TEHOPIK™ TabneTkun, BKPUTI Inka IHAis Inka JlabopaTopi3 IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2902/01/01
NnNiBKOBOKO NabopaTtopis Nimites, IHAiA TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
060/10HKO0, 50 Nimiten Inka Na6opatopi3 thapmakoHarnagy. BeegeHHs abo 3miHu fo
mr/12,5 wr; nra., HAaia y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy

no 14 tTabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI ynakoBLi

(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapmakoHarnsgy;

KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemum chapmakorarnsgy) 3mMiHa KOHTakTHOT
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

0ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag B
YKkpaiHi.

[Oitova pepakuia: TxagaHi JaHiens. MNponoHoBaHa
pepakuis: CapaniHa Onbra IBaHiBHa. 3MiHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
Bi4NoBiAa/IbHOI 32 papMakoHarnsa B YkpaiHi.

198.

TEHOPIK™

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0, 100
Mr/25 wr;

no 14 tTabneTok y
6nictepi; no 2
6nictepu B
KapTOHHI ynakoBL,i

Inka
NabopaTtopis
NimiTen

IHais

Inka NNabopatopi3
NimiTea, IHAjsA
Inka Na6opatopi3
nra., HAaia

IHais

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3mMiHa KOHTakTHOT
0ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B

YKpaiHi.

[litova pepakuisa: TxagaHi JaHienb. MNponoHoBaHa
pepakuisi: CapaniHa Onbra IBaHiBHa. 3MiHa
KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asBHIKa,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.

3a
peyermom

UA/2902/01/02

199.

TEHOYEK®

Tabnetku; 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI ynakoBLi

Inka
Nab6opaTtopi3
NimiTeq

IHAjA

Inka JlabopaTopi3
Nimiten

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu go
y3araslbHeHVX faHux npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
3fiicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B

YKpaiHi.

[litova pepakuia: TxagaHi aHiens. MNponoHoBaHa
pegfakuis: CapaniHa Onbra IBaHiBHa. 3MiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BifnoBiAaNbHOI 3a hapmakoHarnsa B YKpaiHi.

3a
peyenmom

UA/8615/01/01

200.

TUKATPEN
oP

MOPOLLIOK
(cybeTaHuisn) y
MiLLKax NoaBiiHMX
nonieTuneHoBmx
ans

AT
"Papmak”

YkpaiHa

Li3sHci CiHepaxi
dapmacboTikas
Ko., N14.

Kutait

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/E-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTMdlikaTa BignoBigHOCTI ab6o

UA/19776/01/01
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

hapmaLeBTUYHOrO
3acTOCyBaHHs

BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikaT Big,
BXE 3aTBEPA)KEHOro BUPOGHUKA - MOLAaHHA HOBOrO
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
chapmakonei Ne RO-CEP 2021-303 - Rev 00 ans Adl
TUKarpesop Bif BXe 3aTBEPAXEHOro BUPOOHMKaA
Jiangxi Synergy Pharmaceutical Co., Ltd., Kutai
(3amiHa DMF Ver.1.1 (November, 2021). Ak Hacnifok,
npusefeHHs cneuudikauii Ta MeToais KOHTpoo Ad|
[0 Bumor moHorpadoii Ticagrelor EP Ta CEP 3a
nokasHukamu: - «CynpoBigHi LOMILLKW» BUTYYEHO
pomiwky TCG-CSR-He 6inble 0,10% (Metog, C). -
«3a/IMLLKOBI KifIbKOCTi OpraHiyHUX PO3UYMHHUKIB -
BWU/YYeHO 3i crneundikalii APl KOHTPO/Ib PO3YNHHUKIB
LinknorekcaH Ta 6€H30/- NPUBEAEHO Y BiANOBILHOCTI
no CEP, npu yomy BriacHa meToauka KoHTposito 3KOP
3anmwaeTbes 6e3 3MiH. AHaNITUYHI METOAUKM 38
nokasHukamu «lgeHTudikauis», «CynbtarHa 30na»,
«CynpoBigHi AoMmilkn» Ta «KinbKicHe BU3HAYEHHS»
npveeeHi Ao BuMor moHorpadii Ticagrelor EP

201.

TIO33-8

TabneTku, Wwo
ANCNepryoTbes B
POTOBI NOPOXHWHI,
no 8 mr, no 10
TabneTok y 6nictepi,
no 1 6nicrepy y
KapTOHHI Kopoo6Li

Inka
NabopaTtopis
NimiTen

IHais

Inka NNabopatopi3
nTg,

IHais

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu [0
y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 (hapMakoHarnfgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) - 3mMiHa KOHTakTHOT
0cobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YkpaiHi. [itova pepakuin: TxagaHi JaHiens.
[MponoHoBaHa pepakuis: CapaniHa Onbra IBaHiBHaA.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asiBHMKA,
Bi4NoBiAanbHOI 3a dhapMakoHarnsg B YkpaiHi.

3a
peyermom

UA/19734/01/01

202.

TIOKONXIK
o3uf,

PO3YUH ANS iH'EKLN,
4 mr/2 Mnno 2 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1
6nicTepy y Kopobui 3
KapTOHy; Mo 2 MN B
amnyni; no 10

ToBapucTeo
3
06MEXEHO
Bignosigaib
HiCTIO
"®apmaueBT
nyHa

Ykpaina

ToBapucTBO 3
06MexeHot
BiANOBIA&/IbHICTIO
"®GapmaLieBThyHA
KOMNaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
My - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3Bu
nikapcbKoro 3acoby. [itoya pegakuis:

HasBa nikapcbkoro 3acoby: Konxinekc-340pos's.
MponoHoBaHa pegakuis: Hassa nikapcbkoro 3acoby:
Tiokonxiko3ung,

3a
peyerimom

He
nionsieae

UA/20349/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
amnyn y 6aictepi; no KOMNaHis
1 6nictepy y "3popos'a”
KOpobLi 3 KapTOHY
203. | TIOTPUA3 MOPOLLIOK [JepxasHe Ykpaina [epxasHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | - UA/2565/01/01
OniH (cybcTaHuis) y nignpvemMcTB NignpuemcTeo Tmny - 3MiHK 3 skocTi. A®l. Cuctema
KOHTeliHepax 0 "3aBof "3aBog, XiMiYHUX KOHTelHep/3aKynoptoBasibHUA 3aci6 (iHLWi 3MiHK).
nonieTuIeHoBmxX XIMIUHMX peakTuBiB" BHeceHHs 3MiH y MapKyBaHHs, a came BUAasIeHHs 3
ans peakTuBiB" HaykoBo- MapKyBaHHs iHchopMaLlii Mpo yyacTb Yy po3pobui Ta
hapmaLeBTUYHOIO HaykoBo- TEXHOJI0TYHOr0 BMPOGHMLTBI KOMNaHiin-napTHepis (HBO
3aCTOCyBaHHSA TEXHO/OTIYH KOMMIeKcy «®apmaTpoH», i0r0 TOBAPHOro 3HaKy Ta agpecu, a
oro "IHCTUTYT Takox TekcTy «Po3pobka HBO «®apmaTpoH», M.
KOMMAekcy MOHOKpUcTanis" 3anopixoxka | AHLN3, M. XapkiB».
"lHCTUTYT HauioHanbHoi
MOHOKpUcTa akagemii Hayk
nig" YkpaiHun"
HaujioHanbH
oi akagemii
Hayk
YKpainmn"
204. | TOHOPMA TabneTkun, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0516/01/01
® 060/10HKO10; No 10 "®apmavueBT "®apmaLeBTnyHa TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
TabneTok y nyHa chipma ipma "OapHuus” KOHTpPO/Ib FOTOBOrO /liKapCbKoro 3acoby. 3MiHa
KOHTYPHIl "AapHnus” napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX

YapyHKOBIli
ynakoBsLj; no 1 a6o
no 3 KOHTYpPHi
YapyHKOBi YNakoBKy
B nauu,i

roTOBOro NikapcbKoro 3acoby (iHwWi 3MiHK) - CynyTHS
3MiHa - 3MiHK 3 AKOCTIi. FOTOBWIA NTikapCbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeTofax BUNPo6YyBaHHSA roTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpMAXEHUX MeTogax
BMNPOGYBaHHS) - HE3HAYHI 3MiHM B crieumdikavii Ta
MeToZi KoHTponto /13 3a NoKa3HUKOM
«MikpobionoriyHa yncToTa», a came BHECEHO
NocuaHHA Ha gjtoye BuaaHHsa €D, 6e3 3MiHn
HOPMYBaHHS Ta METOAMKN KOHTPOJTIO AKOCTI. 3MiHM |
TUMy - 3MiHY 3 AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
MeTofax BUNPo6yBaHHSA roTOBOrO JliKapCbKoro 3acoby
(iHwWi 3miHM y meToAax BunNpobyBaHb (BKOYaoun
3aMiHy ab0 JOMOBHEHHS)) - BHECEHHS 3MiHW B METO[,
BUNPo6yBaHHs /13 3a nokasHWKoM «CynpoBigHi
[OMilLkmM ATeHON0N | XxNopTanifoH», a came 3MiHa
XpomarorpadivyHoil KOSIOHKM, pyxXoMoi dha3u, nporpamu
XpomaTorpagpyBaHHs Ta NPUroTyBaHHA po3ynHis. B
mMeTog «CynpoBigHi gomiwkn HicheauniH» BHeCeHO
TEePMiHV NPUAATHOCTI PO3YMHIB Ta YTOYHEHHS LLIOA0
MOX/IMBOCTI BUKOPUCTAHHS aHa10riYHNX KOJTOHOK.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. KOHTposib roTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roToBOro NikapcbKoro
3aco6y (iHWi 3MiHM y MeTodax BMNpo6yBaHb
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
(BKIHOYAKOUM 3aMiHY ab0 LONOBHEHHS)) - - METOAUKN
KOHTPOJTHO SKOCTi 3@ NOKa3HUKaMM «PO3UMHEHHSI»,
«OfHOPIAHICTb A030BaHNX OAVHULB» Ta «KinbKicHe
BU3Ha4YeHHs» (BEPX) nONOBHEHO TepMiHaMu
NPVAATHOCTI PO3YUHIB, KOPUTYBAHHSA BUMOT LLIOAO
BiJHOCHOr0 CTaHAAPTHOrO BiAXWIEHHSA Ta YTOYHEHHSAM
LLIOAL0 MOX/IMBOCTI BUKOPUCTAHHS KOJIOHOK (TakoX A0
po34inis BHECEHO NpaBku, siki 0QOpPMJIEHO BiANOBIAHO
[10 pekoMeHaLiin Ta ctuiictuku 4PY)
205. | TOMAMAKC | kancynv no 25 wr; TOB Ykpaina Brpo6HMuTBO CLUA/ITanis BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3miHu | 3a UA/4144/01/02
® no 28 kancyny "[XOHCOH i Hepo3acoBaHoro TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
donakoHi; no 1 LbKOHCOH NPOAYKTY: thapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEH [0
hnakoHy B Ykpaina" AHcceH OpTo TEKCTYy MapKyBaHHS NEPBUHHOT YMakoBKN MiKapCbKOro
KapTOHHIN navui JINC, CLUA; 3acoby B n. 3. <HOMEP CEPII JIKAPCbKOIO
MepBuHHA Ta 3ACOBY», n. 4. «ATA 3AKIHYEHHA TEPMIHY
BTOPVHHA MPUOATHOCTI», n. 6. «IHWE» Ta fo Tekcty
ynakoBka, [,03BiN MapKyBaHHA BTOPVUHHOT yNakoBku B N. 8. «AATA
Ha BUMYCK cepii: 3AKIHYEHHA TEPMIHY NMPNOATHOCTI», n. 12.
AHccen-Cinar «HOMEP PEECTPALIMHOIO MOCBIAYEHHS», n.
C.n.A., Itanisa 13. <cHOMEP CEPII IKAPCbKOIO 3ACOBY», n. 17.
«IHLE».
206. | TONAMAKC | kancynu no 50 wr; TOB YkpaiHa BrnpobHMuTBO CLWA/Itanis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/4144/01/03
® no 28 karncyny "[P>KOHCOH i Hepo3dhacoBaHoro TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
dhnakoHi; no 1 LbKOHCOH NPOAYKTY: thapmakoHarnagy (iHwi 3mMiHn) 3MiHWM BHECEHI A0
hnakoHy B YkpaiHa" AHcceH OpTo TEKCTY MapKyBaHHS NEPBUHHOT YMakoBKN MiKapCbKOro
KapTOHHIN navui JINC, CLUA; 3acoby B n. 3. <HOMEP CEPII JIKAPCbKOIO
MepBuHHA Ta 3ACOBY», n. 4. «AATA 3AKIHUEHHA TEPMIHY
BTOPUHHA MPUOATHOCTI», n. 6. «IHWE» Ta Ao Tekcty
yrnaxkoBka, [03Bin MapKyBaHHS BTOPUHHOI YNakoBku B M. 8. «JATA
Ha BUMYCK cepii: 3AKIHYEHHA TEPMIHY NMPUOATHOCTI», n. 12.
AHccen-Cinar «HOMEP PEECTPALIMHOIO MOCBIAYEHHS», n.
C.n.A., Itanisa 13. <cHOMEP CEPII IKAPCbKOIO 3ACOBY», n. 17.
«IHLE».
207. | TOPACEMI Tabnetkn no 5 wmr, CaHpos CnoBeHis BMPOGHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/9619/01/02
Jil no 10 TabneTok y PapmacboTi NOBHWM LMK/IOM: MonbLia TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
CAHAO3® 6nicTepi; no 2 abo Kans g.4. Cantotac Papma cepTudikaT BignoBigHOCTI €Bponelickkilt

10 6nicTepiB y
KapTOHHIA KOopooLi

M6X, HimeyunHa;
BMPOGHMLITBO 3a
MOBHUM LMK/IOM:

Nexk C.A.,
MonbLua;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS1, BUMyCK
cepii: lek C.A.,
MonbLa

hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI abo
BW/yYeHHs cepTudikaTa BignoBiAHOCTI EBponenchbkii
hapmakonei: gnsa A®l; ans BUXigHOrO
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
BVIKOPUCTOBYIOTbCH Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBuHM (cepTudikaT BigNOBILHOCTI
€Bponelicbkiin hapmakonei) - OHOBeHWIA cepTudikat
Bif] y)X€ 3aTBep)KEHOro BUPOGHMKA - NOaHHSA
OHOB/IEHOTO cepTudiKaTy BiAMOBIAHOCTI €BPONENChHKIi
thapmakonei R1-CEP 2006-127-Rev-04 Big,
3aTBepAKeHOro BMpobHuka Arevipharma GmbH
Ait040i pevoBUHM Topacemig 6e3BogHUIA B 3B'A3KY 3
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BUAATIEHHAM iHhopMaL,ii Npo NPOMXHY BUPOOHUYY
ginbHuuo A®| Zhejiang Bangfu Biotech co, Ltd.,
(3aTBepmxeHo: R1-CEP 2006-127-Rev-03;
3anponoHosaHo: R1-CEP 2006-127-Rev-04)
208. | TOPACEMI | Tabnetku no 10 wmr, CaHpo3 CnoBeHis BMPOGHMLITBO 3a HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/9619/01/03
il no 10 TabneTtok y dapmacboTi NOBHUM LMK/IOM: MonbLia TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
CAHAO3® 6nicTepi; no 2 abo Kans g.4. Cantotac dapma cepTudikaT BignoBigHOCTI EBpoNeNichKii
10 6nicTepiB y M6X, HimeuunHa; thapmakonei/moHorpadii. NMogaHHs HoBOro abo
KapTOHHIA Kopoo6Li BMPOBHULTBO 3a OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
NOBHUM LMK/TOM: BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeNChKii
Nek C.A., thapmakonei: ana A®l; gns BuxigHoro
MonbLa; mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
NepBUHHE Ta BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
BTOpPUHHE [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
nakyBaHHs1, BUMYCK €Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
cepii: lek C.A., Bifl y)Ke 3aTBep)KEHOro BUPOGHYKa - NOAAHHS
Monbwa OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei R1-CEP 2006-127-Rev-04 Big,
3aTBEpMAXEHOro BMpobHuka Arevipharma GmbH
[ilo4oi peyoBrHY Topacemig 6e3Bo4HNI B 3B'A3KY 3
BUAaNEHHSAM iHG)OpMaLiT MPO NPOMKHY BUPOGHMYY
AinbHuUo A®| Zhejiang Bangfu Biotech co, Ltd.,
(3atBepmxeHo: R1-CEP 2006-127-Rev-03;
3anponoHoBaHo: R1-CEP 2006-127-Rev-04)
209. | TOPACEMI Tabnetkn no 50 mr, CaHpos CnoBeHisn BMPOBGHMLTBO 3a Himeuunxa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/9619/01/05
A no 10 TabneTok y dapmacboTi NOBHUM LK/IOM: MonbLia TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
CAHAO3® 6nictepi; no 2 abo Kan3 a.a. Cantotac ®apma cepTudpikaT BignoBigHOCTI EBponeiickkiii
10 6nicTepiB y M6X, HimeyunHa; thapmakonei/moHorpadii. NMogaHHs HoBOro abo
KapTOHHI Kopoo6Li BMPOGHMLITBO 3a OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
NOBHUM LMK/IOM: BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
Nexk C.A., thapmakonei: ana A®l; gns BuxigHoro
Monbua; mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
nepBuHHe Ta BMKOPWCTOBYIOTLCS Y BUPOOHNULTBI ADI; ans
BTOPUHHE [0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
nakyBaHHs1, BUMYCK €Bponelicbkiin hapmakonei) - OHOBEeHWIA cepTudiikat
cepii: lexk C.A,, Bif, y)Xe 3aTBepKeHOro BUpobHUKa - NofaHHS
Monba OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
hapmakonei R1-CEP 2006-127-Rev-04 Big,
3aTBepAxeHoro BMpo6Huka Arevipharma GmbH
[ito4oi peyoBrHY Topacemif 6e3B04HMI B 3B'A3KY 3
BUAAIEHHAIM iHDOpMaLii NPO NPOMDKHY BUPOBHUYY
ninbHUUto A®I Zhejiang Bangfu Biotech co, Ltd.,
(3atBepmxeHo: R1-CEP 2006-127-Rev-03;
3anponoHoBaHo: R1-CEP 2006-127-Rev-04)
210. | TOPACEMI Tabnetku no 20 mr, CaHpo3 CnoseHisa BMPOBHULTBO 3a HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9619/01/04
A no 10 TabneTok y dapmacbHoTi NOBHUM LMK/TOM: MonbLlia TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/E- peyenmom
CAHAO03® 6nicTepi; no 2 abo Kans g.a. Cantotac ®Papma cepTudikaT BignoBigHOCTI EBponeiichkiii

10 6nicTepiB y
KapPTOHHI KOpo6U;i

M6X, HimeuunHa,;
BMPOGHMLTBO 3a

thapmakonei/MoHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTMdlikaTa BignoBigHOCTI ab6o
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
NOBHUM LMK/TOM: BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeichbkii
Nexk C.A., thapmakonei: ana A®l; gns BuxigHoro
Monbua; mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
NepBUHHE Ta BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
BTOpPUHHE [L0MNOMDXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
nakyBaHHs1, BUMYCK €Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
cepii: lek C.A., Bifl Y)Ke 3aTBEep)KEHOro BUPOBHYKa - NOAAHHSA
Monbwa OHOBJ/IEHOTO cepTudpikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei R1-CEP 2006-127-Rev-04 Big,
3aTBepAKEHOro BMpobHuka Arevipharma GmbH
[ilo40i peyoBrHY Topacemig 6e3Bo4HNI B 3B'A3KY 3
BUAAIEHHSIM iH(pOpMaLii NPo NPOMDKHY BUPOBHUYY
AinbHUUo A®| Zhejiang Bangfu Biotech co, Ltd.,
(3atBepmxeHo: R1-CEP 2006-127-Rev-03;
3anponoHoBaHo: R1-CEP 2006-127-Rev-04)
211. | TOPACEMI Tabnetkn no 100 wmr, CaHpos CnoseHis BMPOBGHMLTBO 3a HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a UA/9619/01/06
A no 10 TabneTok y dapmacbHoTi NMOBHUM LMK/IOM: Monbwa Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
CAHAO3® 6nictepi; no 2 abo Kan3 a.a. Cantotac ®apma cepTudikaT BignoBigHOCTI EBponeiickkiii
10 6nicTepiB y M6X, HimeyunHa; thapmakonei/moHorpadii. NMogaHHs HoBOro abo
KapTOHHIA KOpooLi BMPOGHMLITBO 3a OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
NOBHUM LMK/IOM: BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
Nexk C.A., thapmakonei: ana A®l; gns suxigHoro
MonbLya; marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
nepBuHHe Ta BMKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
BTOPWHHE [0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
nakyBaHHs, BUNYyCK €Bponelicbkiin hapmakonei) - OHoBMeHWA cepTuduikat
cepii: lek C.A,, Bif] y)Xe 3aTBepKeHOro BUpobHUKa - NoAaHHS
Monba OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei R1-CEP 2006-127-Rev-04 Big,
3aTBepxeHoro Bupo6Huka Arevipharma GmbH
[ito40i peyoBrHY Topacemif 6e3B04HMI B 3B'A3KY 3
BUAAIEHHAM iHhOpMaL,ii MPO NPOMKHY BUPOBHUYY
ninbHUUto A®I Zhejiang Bangfu Biotech co, Ltd.,
(3atBepmxeHo: R1-CEP 2006-127-Rev-03;
3anponoHoBaHo: R1-CEP 2006-127-Rev-04)
212. | TOPACEMI Tabnetkun no 200 wmr, CaHpo3 CnoseHis BMPOBHULTBO 3a HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9619/01/07
A no 10 TabneTok y dapmachbHoTi NOBHUM LMK/TOM: MonbLua Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
CAHA03® 6nicTepi; no 2 abo Kans g.a. Cantotac ®apma cepTudikaT BignoBigHOCTI EBponeiichKiii

10 6nicTepiB y
KapTOHHI Kopoo6Li

m6X, HimeuyunHa,;
BMPOGHMLITBO 3a
MOBHUM LIYK/IOM:
Nek C.A.,
MonbLa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: llek C.A,,
MonbLa

hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEeHWIA cepTudikat
Bif] y)Xe 3aTBEpL)KEHOr0 BUPOGHMKA - NOJaHHSA
OHOBJ/IEHOrO cepTudpikaTy BignoBigHOCTI EBpoNeickkiii
chapmakonei R1-CEP 2006-127-Rev-04 Big




157

n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

3aTBEpAKEHOro BMpobHuka Arevipharma GmbH
[ilo40oi peyoBrHY Topacemig 6e3BoaHNI B 3B'A3KY 3
BUAAIEHHSIM iH(DOpMaLii NPo NPOMDKHY BUPOBHUYY
AinbHUUo A®| Zhejiang Bangfu Biotech co, Ltd.,
(3atBepmxeHo: R1-CEP 2006-127-Rev-03;
3anpornoHoBaHo: R1-CEP 2006-127-Rev-04)

213.

TPUAKYTA
H®

Masb; no 15 ry 1y6i;
no 1 Ty6i B mayui

MAT
"Kuismegnp
enapar”

YKpaiHa

MAT
"KuiBmegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y npoueci BUpobHuuTea AP (iHLi
3MiHW)

BHeceHHs 3miH fo cneuudikayii APl betameTasoHy
OunponioHaTy 3a NOKa3HUKOM «3aJ/INLLKOBI KiflbKOCTI
OpraHiYHNX PO3YMHHUKIB», Y 3B'A3KY 3 NPUBEAEHHAM
80 IM® chipmu-Brpo6HMKa «Curia Spain S.A.U.»,
IcnaHis. 3aTBepAXeHO 3a/IMLLKOBI KiNIbKOCTI
OpraHiYHNX PO34YMHHMKIB 2-NponaHon- He Ginblie 0,5%
MeTunenxnopua- He 6inbwe 0,06 % 3anponoHoBaHO
3a/IMLLKOBI KINNbKOCTi OpraHiyHNX PO34NHHUKIB 2-
nponaxon- He 6inbwe 2000 ppm MeTuneHxiopua- He
6inblue 600 ppm BBeaeHHS 3MiH NPOTArom 9-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA AP (iHLUI
3MiHM Y MeTogax BUNPo6yBaHHS (BK/OYaUM 3aMiHy
abo onoBHeHHS) APl abo BMXiAHOrO/NPOMIXXHOro
npoaykTy) BHECEHHSA 3MiH [0 METOANKM KOHTPO/IHO
BXiAHOro KoHTposnto Ad| BeTameTasoHy aunpomnioHaTy
3a MNOKa3HUKOM «3aINLLIKOBI KiJIbKOCTi OpraHiuHmx
PO3UYMHHWMKIB», Y 3B'A3KY 3 NpuBeAeHHAM fo JMd
thipMu-BMpo6HMKa «Curia Spain S.A.U.», IcnaHis.
BBefeHHA 3MiH NPOTAroM 9-Tu MicALiB nicas
3aTBEPKEHHS.

3a
peyermom

UA/4454/02/01

214.

YPONECAH
®

cupor, no 90 mny
6aHLi; no 1 6aHLi y
nauuj; no 90 mn abo
no 180 mny
dhnakoHi; no 1
dnakoHy B nauu,i

NAT
"Tanuudgap
o

YKpaiHa

MAT "Tannudapm*

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK 3 AkocTi. A®l. BUpobHMUTBO. 3MiHV B
npoteci BupobHuuTea A®| (He3HauHa 3MiHa y npoueci
BMpoGHMLTBa ADI) -

He3HayHa 3MiHa y npoueci BupobHuuTea APl xmento
LUMLLIOK eKCTPaKTy piaKoro, a came BUKIAAEHHS TEKCTY
KOPOTKOro OMM1Cy TEXHO/IONYHOro NpoLiecy Ta
TEXHO/I0TYHOT CXEMMW BUPOBHULTBA B HOBIll pefakLi.
3MiHa He BM/IMBAE Ha SIKICTb, eEKTUBHICTb Ta
6e3MneyHicTb Mikapcbkoro 3acoby. 3MiHu | TUny - 3MiHK
3 AkocTi. A®l. BupobHMuTBO. 3MiHM B NpoLeci
BMPO6HMLTBA AP (iHLUI 3MiHN) -

6e3
peuyenma

UA/2727/01/01




158

Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BUyYeHHA cTagii «[MoApiGHEHHA CMPOBUHU» Ta
YTOUYHEHHS KOHLUEHTpaLii CnMpTy €TU/I0BOro B OMNKCI
TEXHOMOTYHOro NPOLLECY Ta TEXHO/OTIYHOT CXeMm
BUPO6HMLUTBA AP| XMESIO LIMLLIOK EKCTPaKTY PigKoro.
3MiHa He BMMBAE Ha SKICTb, €(PEKTVBHICTb Ta
6e3MneyHicTb NlikapcbKoro 3acoby
215. | YPOJNNIECAH | cupon, in bulk: no 90 MAT Ykpaina MAT "rannucphapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | - UA/9518/01/01
® My 6aHuj; no 48 "Tannudap TUny - 3miHu 3 skocTi. A®l. BupobHuuTtBo. 3MiHu B
6aHOK y kopobax M" npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
KapTOHHWX; in bulk: BMpo6HMLTBa ADI) -
no 180 mny He3HayHa 3MiHa y npoueci BupobHuutea APl xvento
chnakoHi; no 30 LUMLLIOK eKCTPaKTy pifKoro, a came BUKIaAeHHs TEKCTY
hnakoHIiB y Kopobax KOPOTKOro ONmncy TEXHOJIOMYHOrOo nNpouecy Ta
KapTOHHUX TEXHOJIOTYHOT CXeMW BUPOOHMLTBA B HOBIl peJaku;i.
3MiHa He BN/IMBaE Ha AKICTb, eDEKTUBHICTb Ta
6e3neyHicTb Mikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHn
3 AkocTi. A®l. BUpo6HMLTBO. 3MiHM B NpOLLECi
BMpOoOHULUTBa AP (iHLI 3MiHK) -
BUNYYEHHN cTagii «[oApibHEHHSA CMPOBUHM» Ta
YTOUYHEHHS KOHLEHTpaLlii CnMpTy €TU/I0BOro B OMNKCI
TEXHO/OrYHOro NPOLLECY Ta TEXHO/ONYHOT CXeMm
BMPO6HMLUTBA AP| XMESIO LUMLLIOK EKCTPaKTY PigKoro.
3MiHa He BMNMBAE Ha SKICTb, e(PEKTVBHICTb Ta
6e3MeYHiCTb JiKapCbKoro 3acoby
216. | YTPOXECT | kancynu no 100 wmr; BeseH Benbris BMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2651/01/02
AH® no 15 kancyny Xenckea CA Hepo3dacoBaHoT IcnaHis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 2 npoayKLii: thapmakoHarnagy. BeegeHHs abo 3miHu fo
6nictepu y Hekctdapma y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
KapTOHHiiA Kopo6Lli Mnoepmens, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
PpaHuis; thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BMPOGHMLTBO BiANOBIAAbHOI 3a 34iliCHEHHA thapmakoHarnaay;
Hepo3dacoBaHoT KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
npoayKuii, 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
nepBrHHa Ta BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
BTOPVHHA 3a 34iiCHEHHA thapmakoHarnsgy (BKIovaum
ynakoBKa, KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
KOHTPO/Ib SIKOCTI, tharina cuctemmn thapmakoHarnsgy) - 3miHa
[,03BiN Ha BUNYCK YMOBHOBaXEHOI 0C06Y 3a8BHWKA, BiANOBifabHOT 3a
cepii: Cingea thapmakoHarnag. fitoua pegakuis: dpancya Elimapg, /
®apma, C/, Francois Eymard. MponoHoBaHa pegakuis: [A-p
Icnanis AHgpea [le koo / Dr. Andrea De lacovo.
3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOT 0CObMn
3asBHVIKa, BigNoBiganbHOI 3a ddapmakoHarnsg
217. | YTPOXECT | kancynwu no 200 wr; BeseH Benbris BMPOGHMLTBO ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2651/01/01
AH® no 7 kancyny Xenckea CA Hepo3dhacoBaHol IcnaHis TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 2 npoayKuii: thapmakoHarnisgy. BeegeHHst abo 3miHM go
6nictepn y Hekctdapma y3ara/ibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHiiA KOpo6Li Mnoepmens, (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy

PpaHuis

dpapMakoHarnsay, 3MiHa ynoBHOBaXKEHOT 0cobu,
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n/n

Ha3ssa
JliKapcbKoe2
0 3acoby

Popma surnycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HukK

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4yeHHs

BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii,
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTPO/1b SIKOCTI,
[03BiN Ha BUNYCK
cepii:
Cingea ®apma,
Ch, Icnanis

BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 thapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHaA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI

3a 3AjiicHeHHs hapMakoHaraay (BKIyatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(haiina cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06Y 3a8BHWKA, BiANOBifa/IbHOT 3a
thapmakoHarnag,

Litova pepakuisi: dPpaHcya Elimapg, / Francois Eymard.
MponoHoBaHa pepakuis: A-p AHapea [e Akoso / Dr.
Andrea De lacovo.
3MiHa KOHTaKTHUX AaHunX YNOBHOBAXEHOI 0Co6u
3as1BHMKA, BifgnoBiga/bHOI 3a dhapMakoHarnsg

218.

®EPBEKC
ana
JloPoCnnX

MOPOLLOK AN1A
OpasIbHOr0 PO3UMHY;
8 callue y KapTOHHii
Kopoobui

YMNCA CAC

PpaHuis

YIMNCA CAC

PpaHuin

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHoBMEeHWA cepTudikat
Bif] y)Xe 3aTBepMKEHOro BUpo6Huka. MNMogaHHsA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
®apmakonei R1-CEP 1996-078-Rev 05
(3atBepaxeHo: R1-CEP 1996-078-Rev 04) ans gitoyoi
peyoBUHM KMCI0Ta ackopbiHOBa Bif, Bxe
3aTBepaxeHoro BupobHnka DSM NUTRITIONAL
PRODUCTS LTD.

6e3
peuyenma

UA/7741/01/01

219.

®EPBEKC
ana
JloPOCNNX
3
MA/TMHOB
um
CMAKOM

MOPOLLOK AN
OpasIbHOTO PO3UMHY;
8 calle y KapTOHHii
KopoobLi

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHuis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHOBMEeHWA cepTudikat
Bif} y)Xe 3aTBEPMKEHOro BUPo6HMKa. MogaHHA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €Bponeichkili
dapmakonei Ne R1-CEP 1996-078-Rev 05
(3aTBepmxeHo: R1-CEP 1996-078-Rev 04) ana gitoyoi
peyoBUHM KMCI0Ta ackopbiHOBa Bif, Bxe
3aTBepxeHoro Bupo6bHrka DSM NUTRITIONAL

6e3
peuyenma

UA/3128/01/01
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
PRODUCTS LTD.
220. | ®NYTICAN Kancysnv Teepai no TOB YkpaiHa KYCYM IHAjsA BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/18392/01/01
® 20 wr; no 10 kancyn "'nepdapm XENTXKEP MNBT TexHiYHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 peyenmom
y 6nictepi, no 3 abo nta" nTa Ne 460). BunpasneHHs TeXHIYHOT noMunkn y MKA N3,
6 6nicTepiB y Aka Oyna gonylueHa npy NpoBeAeHHi npoueaypu
KapTOHHI ynakoBLi "BunpaBneHHss TeXHIYHOI NOMU/IKK" Ta 3aTBepKeHa
Hakazom MO3 Big 12.01.2023 Ne68. TexHiuHa
nomwusIka noB'sA3aHa 3 NepeHeceHHaM iHdhopmadii, a
came He BpaxoBaHa 3aTBepXeHa 3MiHa LWoa0
BBE/EHHS 40aTKOBOI ynakoBku y chopmi "in bulk”, sika
6yna 3aTBepaexHa Hakaszom MO3 Big 19.10.2022 Ne
1886. 3a3HayeHe BUNPaB/IEHHA TEXHIYHOT MOMUIIKN
BiAnoBigae marepianam PeecTpauiiiHoOro AoChbE sKi
3HaXoAATbLCSA B apXiBi.
221. | ®NYTICAN Kancysnu Teepgi no TOB Ykpaina KYCYM IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: - UA/19700/01/01
® 20 wmr in bulk: no 10 "repdapm XENTXKEP MNBT TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015
Kancyn y 6nicrepi; nTaor nTa Ne 460). BunpasneHHs TexHi4YHoi noMusikn y MKA N3,
no 40 6nicTepis y fKa 6yna gonylieHa npy NpoBeAeHHi npoueaypu
KapTOHHI Kopoo6Li "BunpaBneHHsa TexHIYHOI noMukn" Ta 3aTBepapkeHa
Hakazom MO3 Big 12.01.2023 Ne68. TexHiuHa
nomMusika nos's3aHa 3 nepeHeceHHsaM iHhopmadii, a
came He BpaxoBaHa 3aTBepxeHa 3MiHa LLoAo
BBeEHHS [0AATKOBOI ynakoBku y doopMi “in bulk”, ska
6yna 3aTBepaexHa HakazoMm MO3 Big 19.10.2022 Ne
1886. 3a3HauyeHe BMNPaB/IEHHS TEXHIYHOT MOMUIKN
BiAnNoBigae matepianam PeecTpauiiiHOro Aochbe ski
3HaxXoaATbCA B apXiBi.
222. | ®OPTAKEN | kpanni gns CAHYM- HimeuunH CAHYM-Kenbbek HimeyunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 UA/11529/01/01
b D5 nepopasibHOro Ta Kenbbek a v6X i Ko. KI TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta peyenma
MicLeBoro vbX i Ko. thapmakoHarnsay (iHwi 3MiHn). 3MiHU BHECEHI Y TEKCT
3acTocyBaHHs,; Mo K MapKyBaHHsi nepBuHHOI (n. 6. IHLLE) Ta BTOpUHHOI (M.
10 mMn y donakoHi 3 17. IHWE) ynakoBKuM NikapcbKoro 3acoby, a Takox y
KpanesibHuueto; no 1 po3ginv "[ata 3akiH4eHHs TepMiHy npuaaTHocTi",
nakoHy B "Homep peecTpauiiHoro noceigyeHHs", "Homep cepii
KAPTOHHIN nauuj niKkapcbKoro 3acoby".
223. | DYPALUNI NMOPOLLOK A/1A TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 UA/17847/01/01
H- NPUroTyBaHHs "TepHodpap "TepHodhapm" TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
TEPHO®AP | po3uuHy ans Mm" KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
M 30BHILUHLOIO napameTpiB cneyugikauii Ta/abo AoNyCTUMUX MEX
3acTocyBaHHs o 20 rOTOBOrO JliKapCbKoro 3acoby (iHLWi 3MiHW) - BHeceHHs
mr; no 0,94 r 3MiH B creumaikaLiio Woao nepiognyHoCTi
MOPOLLIKY B calle; no Mikpob6ionoriyHoro koHTponto 13, a came: 3miHa
30 cawe y nayyj 3 PYTUHHOCTI NpoBeAeHHs aHanisy MBY ( gonyckaeTbes
KapTOHY NPOBOAUTW KOHTPO/Ib NEPLUOT Ta KOXHOT N'ATOl
HacTynHoi cepii 13, ane He pigwe Hix 1 cepii B pik)
224. | XAPBOHI TabneTkun, BKPUTI lneag, CWA BUMYCK Cepii, Ipnangis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15873/01/01
nNiBKOBOK CaileHcus, BTOPVHHA TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, Mo 90 IHK. ynaKkoBKa, thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo

Mr/400 mr; no 28

KOHTPO/b Cepii:

3060B's13aHb Ta YMOB BuAaYi peecTpauiiiHoro
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
TabneTok y lneap CalieHcuns noceifgyYeHHs, BkNtoYaouy Mnax ynpasniHHA pyu3nkamm
dhnakoHi ; no 1 AiteneHp HOC, (iHWi 3MiHW) - 3aBHUKOM HaJaHO OHOB/IEHWI NNaH
dhnakoHy B Ipnangis; ynpasiHHA pusmkamu Bepcisa 9.0. - 3MiHM BHECEHO 0
KapTOHHiiA Kopo6Li BMPOBHULITBO, yacTuH: |l «Cneuudpikauis 3 6e3nekn», Il «MnaH 3
nepBuHHA Ta thapmakoHarnagy», V «3axogy 3 MiHiMizauii pusukie»,
BTOPUHHA VI «Pe3tome nnaHy ynpasniHHA pyusnkamus, VI
ynakoBka, «JlogaTtkn» y 38’A3Ky 3 3aBEPLUEHHAM A0CIMKEHD
KOHTpO/b cepii: B20-146 Ta BUAANEHHAM AesKNX BaXKIVBUX
MaTeoH IHK., iAeHTUIKOBAHUX PU3NKIB, & TaKoX BUAa/IEHHS
KaHaga; BTOprHHa BIICYTHbOI iHdhopmaLyi.
ynakoska: [ineag, Pestome nnaHy ynpasniHHs pusnkamu sepcis 9.0
CaiieHcms, IHK., nonaeTtbea
CLUA; KOHTpONb
cepii: lNneag
CavieHcms, IHK.,
CLUA; BTOpMHHa
ynakoBska:
MinmayHT
Xenckea N114,,
Ipnangis;
KOHTPO/b cepii:
nna
J[leBesionMeHT,
nn, CWA
225. | XNOPO®DI/I | po3umnH B onil, 20 TOBAPUCT YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 6e3 UA/1556/02/01
naT Mr/m; BO 3 BWMYCK Cepii: TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
no 20 mn 'y doNakoHi; OBMEXEH ToBapucTBO 3 CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa
no 1 cpnakoHy B (e]}6} 06MEXEHO chopmMu abo po3mipy KOHTeHepa un
Kopoo6Li BIAMOBIOA BiANOBIAANbHICTIO 3aKynoproBasibHOro 3acoby (MepBMHHOI YNakoBKM)
NbHICTHIO "[AocnigHnii 3aBof (HecTepunbHiI Nikapcbki 3ac06u) Y 3B’A3Ky 3
«KOPIMOPA "THLCY, MOZepHi3aLjieto 06nagHaHHsA y BUPO6HMKa NEPBUHHOMO
UiA YKpaiHa,; nakyBaHHs TOB “®apmmall”, YkpaiHa npo6ku
«300POB’A BCi cTagii HinenbHOI, 0AAaTKOBO BBOAUTLCA NPO6Ka anteyHa Tun
» BMPOGHMLITBA, 2.1.a 3i cBOIMW reOMeTPUYHUMK po3Mipamu. FKICHWIA
KOHTPO/Ib SKOCTI, Ta KiNibKiCHWIA cknaj nakyBaslbHOro Matepiany He
BMNYCK cepil: 3MiHMBCA. 3aTBepxeHo: Mpobka HinenbHa Tmn 2.1.
TosapucTBo 3 BMPOGHMK TOB “®apmmall”, YkpaiHa 3anponoHoBaHo:
o6MmexeHo Mpo6ka HinenbHa Tun 2.1. BUpo6HMK TOB “®apmmay”,
BiANOBIf&/IbHICTIO YkpaiHa Mpobka anteyHa Tn 2.1.a BUpo6HMK TOB
"®GapmaLeBTnyHa “Gapmmaiy”, YkpaiHa
KOMnaHis
"3popos'a”,
YKpaiHa,;
BCi cTagii
BMPOOHULITBA,

OKPiM KOHTPO/0
AKOCTI Ta BUMYCKY
cepii:
ToBapucTBO 3
0o6MexeHo
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
BiANOBIA&NbHICTIO
"apmMaueBTnyHa
KoMMaHis
"3popos'sa"’,
YkpaiHa
226. | LE®TPUAK | nopowok ans MpuBaTHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/13240/01/01
COH PO3UnHY N5 iH'EKUA | aKuioHepHe akujioHepHe TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom | nidnsi2ae
no1,0r; 1, a6bo 5, TOBapuCTBO TOBapUCTBO thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
a60 50 dpnakoHiB 3 "Jlekxim- "Jlekxim-Xapkis" NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
MOPOLLKOM Yy nauLi 3 Xapkis" (nakyBaHHs i3 ONA MeAnyHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
KapToHy; 1 abo 5 dhopmum in bulk OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
dhnakoHiB 3 ipMn-B1pobHUKa a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
MOPOLLKOM Y Qilu 3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
6nictepi, no 1 Pharmaceutical pe3ynbTaT OUiHKM 3BiTY 3 AOC/IMKEHb, MPOBEAEHUX
6nictepy y nauui 3 Co., Ltd, KuTait); BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
KapToHy; 1 chnakoH 3 TOB "Nekxim- (3MiHY Y3rogKeHo 3 KOMNETEHTHUM YNOBHOBAXXEHUM
nopowuxkom Ta 1 O6yxiB", YkpaiHa opraHom)
amnyna 3 (nakyBaHHS i3 3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
PO3YNHHUKOM dhopmum in bulk 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
(NigokaiH, po3umH hipMun-BNPOGHMKa "Oco6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
Ans iH ekuyiin, 10 Qilu BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi LWoao 6e3neku
mr/mn, no 3,5 mn) y Pharmaceutical 3aCTOCyBaHHS Aitl040i peYOBUHY 3rigHO 3
6nictepi; no 1 Co., Ltd, KuTaif) pekomeHpauieto PRAC.
6nictepy y nauui 3 CynyTHSA 3MiHa - 3MiHW Woa0 6e3neku/eekTUBHOCTI
KapToHy; 1 chnakoH 3 Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
nopoiuxkom Ta 1 3000B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
amnyna 3 nocBigYeHHs, BKoYaoun MnaH ynpaeniHHA pu3nkamm
po3unHHKKoM (Boga (3acTocyBaHHSA TEKCTY, SKWIA NOTOKEHNI 3
ONns iH'exuin, no 10 KOMMETEeHTHUM opraHoM) 3asiBHUKOM HafaHo
M/1 B amnyni) y OHOBJIEHWIA N1aH ynNpaB/liHHA pusukamu Bepcisi 4.1
6nictepi; no 1 3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHchopmavis,
6nictepy y nauuij 3 V «3axoau 3 MiHimi3auii pusmkiB», VI «Pe3tome nnaHy
KapTOHY ynpaBiHHA pusukamu», VIl «onatkn» y 3B’a3Ky 3
[OMOBHEHHAM NPOEKTY IHCTPYKLi AN MEANYHOTO
3aCTOCyBaHHS OHOB/IEHNMU JaHUMK 3 6e3nekn Aitoyoi
peyoBuHKW. Pe3tome nnaHy ynpasniHHS pusukamu
Bepcisa 4.1 gogaetbes.
227. | ULE®TPUAK | nopowok ans MpuBatHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/17237/01/01
COH PO34UHY A5t iH'EKLIA | aKLioHepHe akuioHepHe My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidsasieae
nolr;1a6ob5, abo TOBapuCTBO TOBapUCTBO hapmakoHarnsay. 3miHa y KopoTKiii XapaKTepucTuLi
50 cpnakoHiB 3 "Jlekxim- "Jlekxim-Xapki" NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
NOPOLLKOM Y naui; Xapkis" (BUPOGHULTBO 3 0151 MeANYHOro 3acTOCyBaHHSA Ha MiAcTasi perynsipHo

a6ono 1 a6o 5
dhnakoHiB 3
NMOPOLLKOM B
6nictepi, no 1
6nictepy y nauui

nakyBaHHs in bulk
hipMun-BUPOGHIMKa
Reyoung
Pharmaceutical
Co., Ltd.,
KnTaiicbka
HapogHa

OHOBJOBAHOrO 3BiTY 3 6Ge3NeKun NiKapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mnekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHy Y3rogkeHo 3 KOMNETEHTHNM YNOBHOBAXEHUM
OpraHom) -
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Ne Hassa Popma surnycky 3asiBHUK KpaiHa Bupo6HukK Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
n/n | nikapcbkoe | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1 | peecmpayiliHo2o
0 3acoby ynakosKa) nocsioYeHHs1
Pecny6nika); TOB 3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
"Nekxim-O6yxiB", 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
Ykpaina "Oco6nmBOCTI 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
(BMPOGHMLTBO 3 BIANOBIAHO [0 OHOBMEHOT iHhopmaLii Wwoao 6e3neku
nakyBaHHs in bulk 3aCTOCYBaHHS Ajil040i PeYOBUHU 3rigHO 3
hipMn-BUpobHUKA pekomeHpauieto PRAC.
Reyoung CynyTHS 3MiHa - 3MiHM WoA0 6e3nekn/edeKkTUBHOCTI
Pharmaceutical Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
Co., Ltd., 30608B'sA3aHb Ta YMOB BuAadi peecTpauiiHoro
KnTaiicbka noceifgyYeHHs, BkNtoYaouy Mnax ynpasniHHA pyu3nkamm
HapogHa (3acTocyBaHHSA TEKCTY, KNI NOTOMKEHNT 3
Pecny6nika) KOMMNETEHTHUM OpraHoMm) - 3asiBHUKOM HaZaHo
OHOBJIEHUIA NNaH ynpaB/iHHA pyu3nkamu Bepcis 5.1
3MiHN BHECEHO A0 YacTuH: | «3aranbHa iHchopmavis,
V «3axoau 3 MiHimizaLii pusmkis», VI «Pe3tome nnaHy
ynpaBniHHA pusnkammu», VIl «logatkun» y 3B’3Ky 3
[IOMNOBHEHHAM MPOEKTY IHCTPYKLIT 415 MeANYHOro
3aCTOCyBaHHS OHOB/IEHNMU JaHUMK 3 6Ge3nekun Aitoyoi
peyoBuHKW. Pe3stome nnaHy ynpasniHHSA pyu3vkamu
Bepcis 5.1 goAaeTbCs.
228. | ULUTPAMO Tabnetku no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/17370/01/01
H MAKCI® TabneTok y "®apmauesT "®GapmaLieBTnyHa TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenma
KOHTYpHIl n4yHa chipma thipma "AapHuusa” KoHTposb roTOBOro Nikapcbkoro 3acoby. 3MiHa
YapyHKOBIli "OapHnus" napameTpiB cneuudgikaLii Ta/abo AoNyCTUMUX MEX

ynakosui; no 1, no 2
a60 no 5 KOHTYpPHUX
YapyHKOBUX
yMakoBOK y navui

roTOBOrO NikapCbKoro 3acoby (BUTyYEHHst HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
SIK 3anax Ta cMak, abo igeHTudikauis 6apBHUKIB Un
CMakoBUX 406aBOK)) BunyueHHs nokasHuka
"Po3nagaHHs" 3 BIANOBIAHUM METO40M BMNPOOYBaHHS
3i cneumdikayii Ha Hepo3dacoBaHy npoaykuito i M3
Ta 3 METOAIB KOHTPOSIIO AKOCTI Y 3B'A3KY 3
ONTUMI3aLjielo MOTOKOBOr0 KOHTPOH. [laHa 3miHa
Bignosigae Bumoram nyHkTy 5.3.5.2.1 "Bunpo6yBaHHs
YHKLIOHaNIbHNX XapakTepucTukK. BunpobysaHHs Ha
po3nagaHHsa" HactaHoBu 3 skocTi "CT-H MO3Y 42-
3.1:2004 Nikapcbki 3acobun. PapmaueBTUyHa
po3po6bka”, BignoBigHO A0 SIKOro BUNpobyBaHHS Ha
po3nafaHHs MOXHa He NPOBOAUTH Y pasi KOHTPO/0
TECTY PO3YMHEHHS.

*y pa3i BHeCeHHs 3MiH 00 iHCmpyKYii npo medu4yHe 3acmocysaHHs

B.o. Haua/ILHUKA
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IIEPEJIIK
JIIKAPCBKIX 3ACORIB, AKVIM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA

Aoparok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
3popoB’Aa  YkpaiHu «[po  pepxaBHY
peecTpauiio (nepepeecTpauiio)
NiKapCbKNUX 3aco6iB (MeanuHNX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHA 3MiH [0  peecTpauiiHnx

MaTepianis»
Big 31 mnHa 2024 poky Ne 1350

BHECEHHI 3MIH /IO PEECTPAIIIMHNX MATEPIAJIIB

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina liocmasa lMpoyedypa
n/n JliKapCcbKO20
3acoby
1. APTPOKON PO3YMH NS iH'EKLN, TOB "YOPNLA YkpaiHa K.O. Pomdrapm ) 3acifgaHHa HTP . . . )
100 Mr/2 m71; N0 2 M MEAVILIMH" KomnaHi C.P.J1. PymyHis | No 25 ig BiAMOBMTU 'y 3ATBEP/KEHHI - 3MiHM | TuNy - SMIHM LOAO
B amnyJii; no 5 amnyn 11.07.2024 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy. BHeceHHs abo 3miHa(u) Ao

B KOHTYPHiii
YapyHKOBIll ynakoBLj;
no 1 abo 2 KOHTYpHi
YapyHKOBIi YNakoBK/ B
KapTOHHI Kopobuj

3060B'A3aHb Ta YMOB BMAAui pEECTPALiiHOTO NMOCBIAYEHHS, BK/IHOYAKUN
MnaH ynpasniHHA pusnkamu (3acTOCYBaHHS TEKCTY, SKWUIA NOTOMXEHWI 3
KOMMeTeHTHUM opraHom) (B.1.11. (a) IAHM), y 3B'A3KY i3 HEBIANOBIAHICTIO
3adB/IEHOr0 TNy 3MiH BuMoram [lopsgKky NPOBEAEHHA eKcnepTusn
peecTpauiiHnx martepianisa Ha fikapcbki 3aco6u, WO NoAawTbCcs Ha
[JepxaBHy peecTpauito (nepepeectpauilo), a TakoX eKcrnepTusun
marepianiB MPO BHECEHHS 3MiH [0 peecTpaliiiHuX MaTepiasiB NpoTArom
[ii peecTpauiiHoro noceifyeHHs, 3aTBepAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (3i 3miHamu)

B.o. Haua/ILHUKA

(I)apMaI.lEBTI/I‘—IHOI"O ynpaBJIiHHﬂ

Onekcanap I'PIHEHKO
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