MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

15 ciung 2026 poky Ne 50

IIpo jep)kaBHY peecTparliio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0O0io/T0TiYHHX NpenapaTiB) Ta BHeCeHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jsiikapcebKi 3acobu», MyHKTIB 3,
26, 30, 49 Tlopsiaky mepskaBHOI peecTpariii (repepeecTpaiiii) aiKapcbKuX 3acobiB,
3aTBep/pKeHoro roctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 (B pemakiiii octaHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHs 2024
poky Ne 529), aG3aily ABafLATh I’STOr0 MiANyHKTY 12 TyHKTY 4 IToM0KeHHS Tpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHu, 3aTBeppKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIepPTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMmyHOOio/lOTiuHMX ~ TIperapariB), 10 TIOflaHi Ha [Iep’KaBHY  peeCTpariito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peeCTpalliiHUX MaTepiasiB, MpPOBeeHUX
Jlep>KaBHUM  TTiINPUEMCTBOM  «Jlep>KaBHUM eKClepTHUM LeHTp MiHicTepcTBa
OXOPOHHU 3/I0pOB’Sl YKpaiHW», BHCHOBKIB 1110710 eheKTUBHOCTi, Oe3reyHoCTi Ta
AKOCTI, WJOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIEHHS! KOPUCTL/PU3MK JIIKAPCbKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 1070
BHECEHHS 3MiH [0 peeCTpaljiiHuX MaTepiajiB Ta peKoOMeHZallii Moro A0 Jep>kaBHOl
peectpailii (epepeectpariii) abo BHeCeHHs 3MiH /10 peeCcTparjiiHuX MaTepiasiB, II[0
HajiMmm o MiHicTepcTBa OXOpPOHU 3[0pOB’ST YKpaiHW JIUCTOM [I€P>KaBHOTO
MiANpUEMCTBa «Jlep)kaBHUM eKCepTHUM LieHTp MiHicTepcTBa OXOpPOHHU 370pOB’s
Ykpaiun» Big 08 ciuns 2026 poky Ne 72/5.2-26,

HAKA3YIO:

1. 3apeecTtpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOiosOTiuHiI TIperapaTu) Ta
BHECTH /10 []ep>KaBHOTO PeeCTpy JTiKapChbKUX 3ac00iB 3rifiHO 3 AoAaTKoM 1.



2

2. TlepepeectpyBatu  JiKapChKi 3acobu (MenuyHi iMmyHobionoriuni

rperiapaTv) Ta BHECTH [0 Jlep)KaBHOTO PpeECTPY JIiKapChbKHUX 3aco0iB 3riHO 3
JI01IaTKOM 2.

3. BHecTu 3miHU [0 peecTpaljifHUX MaTepiaiB Ha JiKapchKi 3acobu (MeauuHi
iMmyHobiosioriuni npernapaTty) Ta o [JepKaBHOTO peecTpy JiKapChKUX 3aco0iB 3riiHO
3 I0/IaTKOM 3.

4. ®apmarieBTHUHOMY Yyrpas/iHHIO (OmnekcaHpy ['pilieHKy) 3abe3mneunTd
OTIPWIIO/IHEHHSI 1IbOT0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

3[10pOB’Sl YKpaiHU.

5. KOHTpO/Ib 32 BUKOHAHHAM LIbOT'0 HaKa3y IOK/IaCTy Ha 3acTyrnHUKa MiHicTpa
Enema ApamaHoBa.

MiHnicTp BikTop JIAILIIKO



ITEPEJIIK
3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI
BHOCATBHCHA 1O AEP)KABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Aopatok 1

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Bif 15 ciyHA 2026 poky Ne 50

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6HUK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
ynakosKa) nocsio4YeHHs1
1. | AVKIAON 120 MI TabneTkun, BKPUTI AciHo Al Himeuunna ATNaHTIK MopTtyranis peecTpauis Ha 5 pokis 3a He UA/21120/01/03
NMiBKOBOIO dapma IHCTPYKUiA A4S MeANYHOro 3acToCyBaHHSA peyenmom nionszae
060/10HKO10, M0 120 Mpoaycoelu nikapcbkoro 3acoby (eCTD Bepcia 0014) Ta
Mr, M0 7 TabneTok y dapmaceyTika TeKCT MapkyBaHHs ynakoBku (eCTD Bepcis
6nictepi; no 1 a6o 4 w, C.A. 0010) MeToAay KOHTPO/IIO SIKOCTI JliKapCbKoro
6nictepu B 3acoby (eCTD Bepcist 0016) 3BiT 3rifHO AofaTKy
KapTOHHIM nayui 29 Mopsagky (eCTD Bepcist 0005) 3BiT 3rigHO
popatky 30 Mopsaaky (eCTD Bepcis 0011)
Pestome MYP Bepcisa 1.2 (eCTD Bepcis 0012)
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
2. | AVKILOM 60 MI TabneTku, BKPUTI AciHo Al HimeyunHa ATNaHTIK Moptyranis peecTpauis Ha 5 pokis 3a He UA/21120/01/01
NNiBKOBOO dapma IHCTPYKUiA ANS MeAUYHOro 3acToCyBaHHS peyernmom nionsieae
060/10HKOH0, Mo 60 Mpoaycoelu nikapcbkoro 3acoby (eCTD Bepcis 0014) Ta
M, Mo 7 TabneToK y dapmaceyTika TEKCT MapKyBaHHs ynakosku (eCTD Bepcis
6nictepi; no 1 a6o 4 w, C.A. 0010) MeToAmM KOHTPOSIO SAKOCTI NiKapCbKoro
6nictepu B 3acoby (eCTD Bepcis 0016) 3BiT 3rigHO gogatky
KapTOHHI navui 29 Mopsapky (eCTD Bepcisa 0005) 3BiT 3rigHO
nopatky 30 Mopsaaky (eCTD Bepcis 0011)
Pestome MYP Bepcis 1.2 (eCTD Bepcis 0012)
MepiofnYHICTb NOAAHHS perynsipHo




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
OHOB/IHOBAHOrO 3BIiTYy 3 6e3neku, BiANoBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
3[10poB'A YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTBL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
3. | AUKIAON 90 MI TabneTkun, BKPUTI AciHo Al Himeuunna ATnaHTIK MopTtyranis peecTpauis Ha 5 pokis 3a He UA/21120/01/02
NMiBKOBOIO dapma IHCTPYKUiA A8 MeANYHOro 3acTOoCyBaHHSA peyenmom nionszae
060/10HKO10, 1Mo 90 Mpoaycoelu nikapcbkoro 3acoby (eCTD Bepcia 0014) Ta
Mr, M0 7 TabneTok y dapmaceyTika TeKCT MapkyBaHHs ynakoBku (eCTD Bepcis
6nictepi; no 1 a6o 4 w, C.A. 0010) MeToay KOHTPOJIIO SIKOCTI JliKapCbKoro
6nictepu B 3acoby (eCTD Bepcist 0016) 3BiT 3riiHO AoAaTKy
KapTOHHIM nayui 29 Mopsagky (eCTD Bepcist 0005) 3BiT 3rigHO
popatky 30 Mopsaaky (eCTD Bepcis 0011)
Pestome MYP Bepcisa 1.2 (eCTD Bepcist 0012)
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
4. | AIbTIO3A PO34UH NS iH'EKLA, Tosapuct Ykpaina ToBapucTBo 3 Ykpaina peecTpauis Ha 5 pokis 3a He UA/21121/01/01
2 mr/mn, no 2 mny BO 3 06MEXEHO peuenmom nionsieae
chnakoHi; no 5 06MexeHo BiANOBiA&NbHI Pestome MYP Bepcisa 0.2 gogaeTbes.
dhnakoHiB y 10 CTHO chipma MepiognyHICTb NOJAHHA PerynsapHo
KOHTYPHili Bignosiga "HoBodhapm- OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
YapyHKOBIl NbHICTIO BiocuHTes" Mopsaaky 3aiicHeHHs chapmakoHarnagy,
ynakoBLi; no 1 a6o 2 hipma 3aTBepKeHOro Haka3omM MiHicTepcTBa OXOPOHU
KOHTYPHIi YapyHKOBI "HoBodhap 300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
yNakoBKM y naywi M- 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuULji
BiocuHTes Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y

pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMU Y NepiofnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
5. | BEAYO TabneTku, BKPUTI TOB YkpaiHa Mi6e Mm6X HimeuunHa peecTpauisi Ha 5 pokis 3a He UA/21122/01/01
NNiBKOBOIO «MIBE ApuHaiimiTTen peyenmom nionsi2ae
060/10HKOI0, 100 YKPAIHA» b Pestome MnaHy ynpasiHHA pusnkamm Bepcis
Mr/100 wmr; no 50 1.0. gopaeTbes. MepiognyHicTb NoAaHHA
Tabnetok y hnakoHi; perynspHo OHOB/OBAHOrO 3BITY 3 6e3neku,
no 1 dnakoHy y BiANOBIAHO A0 MopsAKY 34iACHEHHS
nauui chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa 0OXOPOHY 340POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpoOKamu, 3a3Ha4eHMU Yy NepioaNYHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.
6. | ANKNTODEHAK PO34uH NS iH'eKLA, TOB YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokis 3a He UA/21123/01/01
25 mr/mn; no 3 mn B "®APMAC "®APMACEN" peuenmom niossieae
amnyni EN" IHCTPYKUiS 415 MeAUYHOTO 3acTOCyBaHHSA
nonieTUIEeHOoBI; No nikapcbkoro 3acoby (eCTD Bepis 0010) KopoTka
5, 10 a6o 50 amnyn XapakTepucTuka nikapcbkoro 3acoby (eCTD
y nayLi 3 KapToHY Bepis 0007) TeKCT MapKyBaHHS ynakoBKW
nikapcbkoro 3acoby (eCTD Bepis 0004) MeTogu
KOHTPO/IHO SIKOCTI Nikapcbkoro 3acoby (eCTD
Bepcis 0009) 3BiT 3rigHO goaatky 29 Mopsaxy
(eCTD Bepcis 0002) 3BiT 3rigHo gogatky 30
Mopsigky (eCTD Bepcis 0002) Pestome MYP
Bepcis 0.2 (eCTD sepcis 0003).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIiAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
7. | AOP30MNTUK EKO Kpansi O4Hi, po3unH, | dapmaues MonbLia Padapm C.A. peuis peecTpauis Ha 5 pokis 3a He UA/21124/01/01
20 mr/mMn no 5 mn TUYHWIA peuenmom nionsieae
PO34MHY Yy h/1aKoHi- 3aB0[, Pestome MYP Bepcia 0.1 gogaetbcs
KpanesbHuui, no 1 «MONb®A MepiognyHiCTL NoAaHHA perynspHo
dhnakoHy B PMA» OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
KapTOHHI Kopoo6Li C.A. Mopsaaky 3aiicHeHHs chapmakoHarnagy,

3aTBepKEHOro HakasoMm MiHiCTepcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
8. | MOKCOHIANH TabneTku, BKPUTI AT YkpaiHa AT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/21125/01/01
NNiBKOBOIO «Jly6HMha «Jly6Hnhapm» Pestome MYP Bepcisa 0.2 gofaeTbes. peyenmom nionsi2ae
o60n0oHkoto no 0,2 pm» MepiognyHicTb NOAAHHA perynspHo
mr; no 10 TabneTok OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO 40
y 6nictepi, no 1 abo Mopsagaky 3ailicHeHHs chapmakoHarnaay,
3 6nicTepu B nauui 3 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
KapToHy 300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTULi
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpOHU
3/10poB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
9. | MOKCOHIANH TabneTkun, BKPUTI AT YkpaiHa AT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/21125/01/02
NNiBKOBOIO «Jly6Hnha «Jly6H1chapm» Pestome MYP Bepcia 0.2 gopaeTbes. peyenmom nionsi2ae
o6onoHkoto no 0,4 pm» MepioanyHICTb NOAAHHA PerynsipHo
mr; no 10 TabneTok OHOB/IIOBAHOrO 3BIiTY 3 6e3neku, BigNOBIAHO A0
y 6nicTepi, no 1 abo Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3 6nicTepun B nauLi 3 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
KapTOHY 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[0pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
10. | OKTEHIANHY MOPOLLIOK AT Ykpaina Pepak bepnin Himeuunna peecTpalis Ha 5 pokis - He UA/21103/01/01
Aurigpoxnoruna (cybeTaHuisn) y "dapmak" X nidnsieae
honbroBaHmx
nosieTnNeHoBux
naketax gns
chapmaLeBTUYHOro
3acTOCyBaHHs
11. | OKTIHIA po3uuH, no 30 mn, AT YkpaiHa AT "®apmak” YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/21104/01/01
50 mn, 200 mn, 300 "®apmak” peyenma

M a6o 500 mny
chnakoHi, no 1
hnakoHy B nauky;
ab6o no 200 mn abo
300 mMA y donakoHi

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BIiTYy 3 6e3neku, BiANoBiAHO [0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300p0B’'s1 YKpainu Big 27 rpyaHsi 2006 poky Ne




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
6e3 BK1aAaHHA B 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
nayky Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3nekun. Pestome MYP
Bepcia 1 fofaeTbCes.
12. | MOMME30 niogpinizat gna TOB YkpaiHa YOorPNa TypeuunHa peecTpauis Ha 5 pokis 3a He UA/21126/01/01
PO3YUHY ANS iH'EKLA «YOPNL MEANLUNH peyenmom niossieae
Ta iHdy3ili no 40 mr MEANLN ITAY CAH. BE Pestome MYP Bepcisa 3.0 gofaeTbes.
y donakoHi; no 1 H» TIOK. A.LL. MepiognyHiCTb NOAAHHA perynspHo
chnakoHy B OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO A0
KapTOHHIA KopooLi Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHU
3/10poB's YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTBL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
13. | NIPETOMAHIA Tabnetkun no 200 wr, MAKNEO IHAjis MAKNEO/AC IHAiA peecTpauis Ha 5 pokis 3a He UA/21127/01/01
MAK/NEOAC no 10 TabneTok y ac SAPMACBIOT Pestome MYP Bepcia 1.3 gopaerbes. peyenmom nionsieae
6nictepi, no 19 PAPMAC VKANC MepioanyHICTb NOAAHHA PerynspHo
6nictepiB y bOTUKA NIMITEL, OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNoBIAHO [0
KapTOHHIA ynakoBsL, nc Mopsaaky 3ailicHeHHs chapmakoHarnagy,
no 14 tTabneTtok y NIMITEL, 3aTBEpPKEHOro Haka3oM MiHicTepcTBa OXOPOHU
6nictepi, no 13 300pOB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
6nictepiB y 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULji
KapTOHHI ynakoBLi Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3HayYeHVMU y NepiognNYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
14. | CAHETIC® cnpei HasanbHWiA, TOB YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsi2ae UA/21128/01/01
nosoBaHuii, 0,05 %, "BANTAPTI 06EeXeHo peyenma
no 10 r y dpnakoHi 3 H BiANOBIA&/IbHI
posnuaoBayem; no PAPMA" CTIO
1 chriakoHy y nayui "Mikpochapm"
15. | COHHIKC® TabneTkn, BKpUTI TOB YkpaiHa TOB Ykpaina peecTpadis Ha 5 pokis Ne 10 — 6e3 He UA/21129/01/01
060/10HKO10, Mo 15 "ACTPA® "ACTPA®APM peyenma nionsieae
mr; no 10 TabneTok APM" " Pe3stome nnany ynpasniHHa pu3vkamu Bepcis 0.1 Ne 30 — 3a
y 6nicTepi; no 1 abo nofaetbes. MNepiognyHiCTb NOAaHHS perynsipHo peuyenmom

no 3 6nictepun y
KOpo6Li 3 KAPTOHY

OHOB/IOBAHOrO 3BiTY 3 6e3neku, Bi4NOBIAHO A0
Mopsigky 34ificHeHHA hapmakoHarnsgy,




Ne Ha3sBsa nikapcbko2o ®opma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
34,0p0B's YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
16. | ®EHIBYT Tabnetku no 250 wmr; TOB YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokis 6e3 He UA/21130/01/01
no 10 TabneTtok y "®apmaue "®apmaueBTn peyenma niosnsieae
6nictepi, no 2 BTUYHA YyHa KoMnaHis Pestome MYP Bepcia 1.1 gogaetbes.
6nictepu B KoMnaHis "®apKoC" MepiognyHicTb NOAaHHA perynsipHo
KapTOHHII nayi "¢papKoC" OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
17. | ®EHOKCIETAHON pignHa (cybcTaHuis) AT Ykpaina A&C AmepikaH KaHnapa peecTpauis Ha 5 pokis - He UA/21106/01/01
B KOHTeliHepax 3 "®apmak” Kewmikanc 1T/, nionsieae
TeMHOro ckia ans
chapmaLeBTUYHOro
3acTocyBaHHs
18. | ®OPUCTAN Kpansi opasbHi, neHmapk Yecbka MIDAPM ITanis peecTpauist Ha 5 pokis 6e3 nidnsieae UA/21131/01/01
po34uH, 1 mMr/mn; no dapmachb Pecny6nika C.M.A. Pestome nnaHy ynpasniHHA pusnkamu sepcis 0.2 peyenma
20 abo 50 mny loTUKan3 popaetbes. MepiognyHiCTb NoAaHHA perynspHo
dhnakoHi 3 Npo6bKoto- c.p.o. OHOB/IIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO A0

KpanenbHuueto, no 1
hnaKkoHy B
KapTOHHIN ynakoBLUi

Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
300p0B’s1 YKpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
peaakuii Hakasy MiHicTepcTBa OXOPOHU
3/10poB'sA YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.

B.o. HauanTLHUKA




dapMaineBTUYHOT0 yIIPaB/IiHHA Osnekcanpp
I'PINEHKO



ITEPEJIIK
INEPEPEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), AKI
BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKMX 3ACOBIB YKPAIHU

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 15 ciuns 2026 poky Ne 50

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHozo
3acoby yrnakoskKa) nocsioYyeHHs1
1. | A/INEPCET TabneTtkn, BKPUTI MIKPO JT1ABC IHais MIKPO NABC IHais MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 6e3 nionsieae UA/18311/01/01
NNiBKOBOIO NIMITEL NIMITEL, OHoBeHO iHdhopMaLiito B IHCTPYKLUIi AN peyenma

060/10HKOI0, N0 5 Mr;
no 10 TabneTtok y
6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI Kopoobui

MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby y posginax: "®apmMakonorivHi
BrnactueocTi", "MokasaHHsA",
"MpoTunokasaHHa", "B3aemogia 3 iHWKMMKN
nikapcbknMmn 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb Bnmsatu
Ha LWBWAKICTb peakLil Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLIMMU
MexaHismamu", "Cnocib 3acTocyBaHHA Ta
fosun”, "Oitn", "MNo6ivHi peakuii" BiANOBIAHO
[0 iHdhopmauii woao MegnyHoro
3aCTOCYBaHHSA pethepeHTHOro NikapcbKoro
3acoby (XYZAL® film coated tablets
5 mg), a Takox y po3aini "Mo6iyHi peakuii”
LLIO/0 BaXX/IMBOCTI 3BITYBaHHA NPO NoGiyHi
peakuji.

Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 2.0 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/1OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4YeHNMN Y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
nepiognYHOCTI NOAAHHS PEryISAPHMX 3BITIiB 3
6esneku.
2. | APBUTENDb Tabnetku no 40 mr, MIKPO JIABC IHais MIKPO NABC IHais MepepeecTpauis Ha HEOOMEXEHNA TEPMIH. 3a He UA/18379/01/02
no 10 Tabnetok y NIMITEL NIMITEL, OHoB/eHO iHhopMaLiito B IHCTPYKLUIi AN peyenmom nionsizae
6nictepi, no 3 MeAMYHOro 3acTOCyBaHHS NikapCbKoro
6nicTepy B KOPOOL 3acoby B posginax "®apmakotepaneBTnyHa
3 KapToHy; no 7 rpyna. Kog ATX" (lwoao dhopMy/itoBaHHs
Tabnetok y 6nictepi, rpynu, 6e3 3minun kogy ATX),
no 2 abo 4 6nicrepn "apmakonoriyHi BnactnsocTi”, "B3aemogis
B KOPOOLIi 3 KApTOHY; 3 iHWKMMU flikapCbkMMK 3acobamm Ta iHLwi
no 14 tabneTtok y BMAM B3aemogiit”, "OcobnmeocTi
6nictepi,no 1, 2, 4 3actocysaHHs", "[iTn", "Mo6iyHi peakuii”
abo 7 6nictepi B BiANOBIAHO A0 iHdopMaL,ii pedhepeHTHOro
KopoOLi 3 KapTOHY nikapcbkoro 3acoby (Micardis, 80 mg
tabletten), a Takoxx OHOBMEHO iH(hopMmaLito B
po3gini "MobiuHi peaxuii" iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro
3aco06y 040 BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuii.
Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 2.0 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/1OBAHOIO 3BITY 3 6e3neku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMN y
nepiogMYHOCTI NOAAHHS PErynspHMX 3BiTiB 3
6e3neku
3. | APBUTE/b Tabnetku no 80 wmr, MIKPO JIABC IHAiA MIKPO NABC IHAin MepepeecTpaLllisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/18379/01/03
no 10 TabneTtok y NIMITEL, NIMITEL, OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nidnsieae

6nicTepi, no 3
6nictepy B KOPO6L
3 KapTOHy; Mo 7
Tabnetok y 6nictepi,
no 2 abo 4 6nictepu
B KOPOO6LIi 3 KAPTOHY;
no 14 tabnetok y
6nictepi,no 1, 2, 4
abo 7 6nicTepis B
KOpOOGLIi 3 KAPTOHY

MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby B po3ginax "®apmakoTepaneBTuyHa
rpyna. Kog ATX" (lwoA0 dhopmMynoBaHHs
rpynu, 6e3 3miHu kogy ATX),
"®apmakonoriyHi BnactusocTi”, "Blaemogis
3 iHWMMU flikapCbKMMK 3acob6amm Ta iHLi
BMAM B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHs", "OiTn", "Mo6iuHI peakyii”
BiANOBIAHO A0 iHdopMmaL,i pedhepeHTHOro
nikapcbkoro 3acoby (Micardis, 80 mg
tabletten), a Takox OHOBNEHO iH()OpPMALLiO B
po3gini "Mob6iuni peakuii" iHCTPYKLiT Ans
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeAMYHOro 3acTOCYBaHHA NiKapCbKOro
3aco0y W00 BaXX/MBOCTI 3BiTYBaHHA Npo
no6iyHi peakuii.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 2.0 fofaeTbes.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku

APBUTE/b

TabneTku no 20 mr,
no 10 TabneTtok y
6nictepi, no 3
6nicTepy B KOpPOOL
3 KapToHY; no 7
TabneTtok y 6nictepi,
no 2 a6o 4 6nictepu
B KOPOOLLi 3 KAPTOHY;
no 14 TabneTtok y
6nictepi,no 1, 2, 4
abo 7 6nictepis B
KOpo6L,i 3 KapTOHY

MIKPO JIABC
NIMITEL

IHais

MIKPO NABC
NIMITE[

IHais

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1A
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B posginax "®apmakotepaneBTuyHa
rpyna. Kog ATX" (lwozo hopmynioBaHHSA
rpynu, 6e3 3miHu kogy ATX),
"®apmakonoriyHi BnactusocTi", "B3aemogis
3 HWMMK NiKapcbkMMK 3acobamu Ta iHLWi
BMAW B3aemogiin”, "OcobmBocCTi
3actocyBaHHs", "[iTn", "Mo6ivHi peakuii”
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (Micardis, 80 mg
tabletten), a Takox OHOBMEHO iHChopMaLto B
po3zini "Mo6iyHi peakyii" iIHCTPYKUIT ANns
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3aco6y W00 BaXX/IMBOCTI 3BITyBaHHS Npo
nobGiyHi peakwii.

Pe3tome nnaHy ynpasniHHA pu3mkamu
Bepcis 2.0 goaaeTbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTPOKaMK, 3a3HaYeHNMU Y

3a
peyenmom

He
nionsieae

UA/18379/01/01
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Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepiognYHOCTI NOAAHHS PEryISAPHMX 3BITIiB 3
6e3neku

APBUTENDb H

Tabnetku, no 80
mr/25 mr no 7
Tabnetok y 6nictepi;
no 4 ta 8 6nictepis
B KOPOOLIi 3 KApTOHY;
no 14 tabneTtok y
6nictepi;no 1, 2, 4
Ta 7 6nictepis B
KopoOLi 3 KapTOHY

MIKPO JIABC
NIMITEL

IHais

MIKPO NNABC
NIMITE[

IHais

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHoB/eHO iHdhopMaLio y po3ginax
"®apmakonoriyHi BnactusocTi”, "Blaemogis
3 iHWMMK NliKapCbKMMK 3acob6amm Ta iHLwi
BMAM B3aemogiin”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHA y nepios,
BariTHOCTi abo rogyBaHHA rpyaato”
(BHECEHHSA YTOUHEHb POPMY/IIOBAHHS
TekcTy), "Cnocib 3acTocyBaHHsS Ta fo3n",
"34aTHICTb BNAMBATY Ha LWUBWAKICTb peakLil
npv KepyBaHHi aBTOTPaHCNOPTOM abo
iHLWMMKY MexaHidmamun', "AiTn" (BHeCEHHs
YTOYHEHb DOPMYJIOBAHHS TEKCTY),
"MepenosyBaHHs", "Mo6iyHI peakui™
IHCTPYKLUT A8 MeAUYHOro 3acTOCYBaHHSA
niKapcbKoro 3acoby BiAMOBIAHO A0
iHchopmaLii pedhepeHTHOro nikapcbkoro
3acoby Micardis Plus® 40 mg/12.5 mg; 80
mg/12.5 mg; 80 mg/25mg, tablets.

PestomMe nnaHy ynpas/iHHA pu3mkamu
Bepcis 2.0 gogaeTbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/1OBAHOTO 3BITY 3 6e3neku, BignoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHNMU Y
nepiogMYHOCTI NOAAHHS PErynspHMX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18380/01/03

APBUTE/Db H

Tabnetku, no 40
mr/12,5 mr; no 7
Tabnetok y 6nictepi;
no 4 ta 8 6nictepis
B KOPOO6LIi 3 KAPTOHY;
no 14 tabnetok y
6nictepi;no 1, 2, 4
Ta 7 6nictepis B
KOpOOGLIi 3 KAPTOHY

MIKPO JTABC
NIMITEL,

IHais

MIKPO /TABC
NIMITES

IHais

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
OHoBeHO iHdhopMaLiio y po3ginax
"®apmakonoriyHi BnactnsocTi”, "Baaemogis
3 HWMMK NiKapCcbkMMK 3acobamu Ta iHLWi
BMAM B3aemogiin”, "OcobmBocCTi
3acToCyBaHHA", "3acTocyBaHHA y nepios,
BariTHOCTi abo rogyBaHHA rpyaat”
(BHECEHHSA YTOUHEHb (DOPMY/THOBaHHS
TekcTy), "Cnocib 3acTocyBaHHsA Ta Jo3mn",
"3paTHICTb BNAMBATU Ha LWBUAKICTL peakuil
Npu KepyBaHHi aBTOTPaAHCNOPTOM abo

3a
peyenmom

He
nionsieae

UA/18380/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

iHWKYMK MexaHi3mamun”, "[iTn" (BHECEHHS
YTOYHEHb (POPMYSIOBAHHS TEKCTY),
"Mepeno3yBaHHsa", "Mo6GIYHI peakujii™

IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby BignoBigHO A0

iHhopmalii pechbepeHTHOro NikapcbKoro

3acoby Micardis Plus® 40 mg/12.5 mg; 80

mg/12.5 mg; 80 mg/25mg, tablets.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 2.0 fofaeTbes.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:
3riHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.

APBUTE/Nb H

Tabnetkn, no 80
mr/12,5 mr; no 7
TabneTtok y 6nictepi;
no 4 Ta 8 6nictepis
B KOPOOLL 3 KAPTOHY;
no 14 TabneTtok y
6nictepi; no 1, 2, 4
Ta 7 6nictepis B
KOpo6L,i 3 KapTOHY

MIKPO JIABC
NIMITEL

IHais

MIKPO NABC
NIMITE[

IHais

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
OHOB/IEHO iH(hopMmaLLilo y po3ainax
"apmakonoriyni BnactneocTi”, "Blaemogis
3 iHWKMMU flikapCbkMMK 3acobamm Ta iHLwi
BUAM B3aemogiit”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof
BariTHOCTi abo rogyBaHHs rpyaat”
(BHECEHHSA YTOYHEHb YOPMY/IIOBAHHS
TekcTy), "Cnoci6 3acTocyBaHHs Ta 4o3n",
"3[aTHICTb BNMBATY Ha LUBWAKICTb peakLil
npy KepyBaHHi aBTOTPaHCNOPTOM abo
HWYMK MexaHi3mamn”, "[itn" (BHeCEeHHS
YTOYHEHb DOPMYJIOBaHHS TEKCTY),
"MepeposysaHHsa", "To6GIYHI peakujii™
IHCTPYKL|i 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO A0
iHhopmalii pedhepeHTHOro NikapcbKoro
3acoby Micardis Plus® 40 mg/12.5 mg; 80
mg/12.5 mg; 80 mg/25mg, tablets.

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 2.0 goaaeTbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6€3Meku, BignoBigHO

3a
peyenmom

He
nionsieae

UA/18380/01/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKamu, 3a3HaYEHNMU Y
nepiognYHOCTI NOAAHHS PEryIAPHMX 3BITIB 3
6esneku.

ACTUH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 20
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI Kopoobui

MIKPO JIABC
NIMITEL

IHais

MIKPO NNABC
NIMITE[

IHais

MepepeecTpauis Ha HEOOMEXEHNI TEPMIH.
OHoB/eHO iHhopMaLiito B IHCTPYKLUIi AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby B po3ginax "lNokasaHHA"
(pepakuiiHa npaBka), "B3aemogis 3 iHWyMK
nikapcbkumu 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakuii” BiANOBIAHO 4O OHOBMEHOI
iHhopmalii pedhepeHTHOro NikapcbKoro
3acoby (JIINPUMAP, TabneTku, BKpUTI
NAiBKOBOK 0O0IOHKOI0).

Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 1.1 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/1OBAHOTO 3BITY 3 6e3neku, BignoBigHO
o Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii YkpaiHu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMN Yy
nepiogMYHOCTI NOAAHHS PErynspHMX 3BiTiB 3
6e3neku.

3a
peyernmom

He
nionsieae

UA/18574/01/02

ACTUH®

TabneTtkn, BKPUTI
nNiBKOBOO
o6onoHkoto, no 40
Mmr; no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHIl KopooLi

MIKPO JTABC
NIMITEL,

IHais

MIKPO /TABC
NIMITES

IHais

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
OHoBeHO iHdhopMaLiito B IHCTPYKLUi Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby B po3ginax "lNokasaHHA"
(pepakuiiHa npaBka), "B3aemogist 3 iHWMMn
nikapcbk1MK 3acobamu Ta iHLWi BUuam
B3aemogiit", "Ocob6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBAEHOI
iHdhopmawii pedhepeHTHOro NikapcbKoro
3acoby (JIINPUMAP, TabneTku, BKpUTI
NAiBKOBO 060/I0HKOH0).

3a
peyenmom

He
nionsieae

UA/18574/01/03
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 1.1 gofaeTtbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMn y
nepioguYHOCTI NOAAHHSA perynspHuX 3BiTiB 3
6e3neku.

10.

ACTUH®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 80
mr; no 10 TabneTok
y 6nictepi, no 3
6nictepy B
KapTOHHIA KopoobLi

MIKPO JIABC
NIMITEL

IHais

MIKPO NABC
NIMITE[

IHais

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLUIT An1s
MeLMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B po3ginax "lMokasaHHs"
(pepakuiiHa npaBka), "B3aemogis 3 iHWMK
nikapcbknMmn 3acobamu Ta iHWi BUam
B3aemogiin", "OcobamMBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/EHOT
iHdhopmaii pechepeHTHOro nikapcbKoro
3acoby (JIIMPUMAP, Tabnetkn, BKpUTI
NNiBKOBOI 060/I0HKOIO).

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 1.1 gopaetbes.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAXEHOro Hakas3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ifHO 3i CTPOKaMK, 3a3HaYeHNMUN Y
nepiogVYHOCTI NOAAHHSA PErYNIAPHMX 3BITIiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/18574/01/04

11.

ACTUH®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 10
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI/ Kopobui

MIKPO JIABC
NIMITEL

IHais

MIKPO NNABC
NIMITE[

IHais

MepepeecTpauis Ha HEOOMEXEHUI TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeAMYHOro 3acTOCyBaHHA NMikapCbKoro
3acoby B po3ginax "lNokasaHHA"
(pepakuiiHa npaBka), "B3aemogis 3 iHWyMK
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogiin", "OcobmMBOCTI 3acTOCyBaHHS",

3a
peuyernmom

He
nionsieae

UA/18574/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBEHOI
iHhopmalii pethepeHTHOro nikapcbkoro
3acoby (JIINPUMAP, TabneTku, BKpUTI

NAiBKOBOI 0O0IOHKOID).

Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 1.1 gogaetbes.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainn 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMN y
nepiognMYHOCTI NOAAHHSA PerynspHUX 3BiTiB 3
6e3neku.

12.

SINENOP®

NbOASHUKM 3i
CMakoM JIMMOHY Mo
3,0 mr; no 10 a6o 12
NbOASHUKIB Y
6nictepi; no 1,2 abo
3 6nicTtepu y navi

AT "dapmak”

YKpaiHa

BMPOBHULITBO
roTOBOI NPOAYKL,i,
BUMYCK cepii,
nepBuHHE i
BTOPVHHE
nakyBaHHS:
nosrc
®APMACBIOTUK
AN3 C.J1., Icnanis;
BMPOBHULITBO
roTOBOI NPOAYKL,i,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
AP. MEA.
AYONEPMAYP
Al Weeiiyapis;
KOHTPO/Ib Cepii,
BUWMYCK Cepiii:
IHOAPMEWA,
C.J1., Icnanis;
KOHTPO/Ib Ccepili:
NABOPATOPIO
EYIBAPHE, C.A.,
Icnanis;
KOHTPO/b Cepili:
KIMOC C.N.,
Icnanis

IcnaHis/
LLiseiuapis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHoBMEeHo iHhopMmaLito B IHCTpyKLii ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y posginax "3acTtocyBaHHs y nepioj
BariTHOCTi abo rogyBaHHs rpyaat”,
"3[aTHICTb BNMBATY Ha LUBWAKICTb peakLil
npy KepyBaHHi aBTOTPaHCNOPTOM abo
IHLWIMMK MexaHi3mamun" BiANOBIAHO A0
iHchopmawii 3 6e3nekn 3acTocyBaHHs
niKkapcbkoro 3acoby Ta po3zin "MobiyHi
peakujii" 4OoNOBHEHO iHhopMaLielo Wwoa0
3BiTyBaHHSA Npo NobiyHi peakuji. BHeceHo
peakLiiiHi npaBkM A0 po3ainy "Ynakoska'.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcis RMP-PV-000286/1.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepiognYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/18556/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
13. | 3IMNENOP® NbOAAHUVKA 3i AT "dapmak” YkpaiHa BMPOGHMLTBO Icnanis/ nepepeecTpauis Ha HeobMeXeHnin TepMiH 6e3 nionsizae UA/18683/01/01
CMakoM Mefy Ta roToBOT NPOAYKLi, LLiBeiiuapis OHoB/eHo iHdhopMmaLito B IHCTpYKLiT Ans peuenma
anenscuHy no 3,0 BMNYCK cepil, MeAMYHOro 3acTOCyBaHHS NikapCbKoro
mr; no 10 a6o 12 NepBUHHE i 3acoby y po3ginax "3acTocyBaHHs y nepiof
NbOASHUKIB Y BTOPWHHE BariTHOCTi abo rogyBaHHsA rpyaar”,
6nicTepi; no 1, 2 abo nakyBaHHs: "3AaTHICTb BNAMBATY Ha LUBWAKICTL peakLiii
3 6nicTepu y navui no3si'c npu KepyBaHHi aBTOTPAHCNOPTOM abo
PAPMACBLIOTUK iHLIMMKY MexaHi3mamu'" BiANOoBIAHO A0
AN3 C.J1., IcnaHis; iHchopmawii 3 6e3nekn 3acTocyBaHHSA
BMPOGHMLTBO nikapcbkoro 3acoby Ta po3gin “MNobiyHi
roToBOT NPOAYKL;, peaxuii” JoNoBHEHO iHdhopmaLlieto Wwoao
nepBuHHe Ta 3BiTyBaHHs Npo No6iyHi peakuii. BHeceHO
BTOPUHHE pejakuiiiHi npaBkn A0 po3ainy "Ynakoska'.
nakyBaHHs:
AP. MEA. Pestome nnaHy ynpasniHHA pu3mkamu
AYONEPMAYP Bepcia RMP-PV-000286/1.
Ar, LWeeliuapis; MepiognyHICTb NOAAHHA perynspHo
KOHTPO/Ib Cepil, OHOB/OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
BWMYCK Cepiii: o Mopsaaky 34iicHeHHs dhapmakoHarisay,
IHOAPMEW, 3aTBepxeHoro Hakasom MiHicTepcTBa
C.J1., IcnaHis; OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
KOHTPO/Ib Cepili: 2006 poky Ne 898, 3apeecTpoBaHoro B
NABOPATOPIO MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
EYIBAPHE, C.A.,, poky 3a Ne 73/13340 (y pefakuii Hakasy
Icnanis; MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
KOHTPO/Ib cepili: 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
KIMOC C.11.,, 3riHO 3i CTPOKaMK, 3a3HaYeHNMUN y
Icnanis nepiognYHOCTI NOAAHHS PEryIAPHMX 3BITIB 3
6esneku.
14. | NOAAAIH po3unH Ans TOB "OKM YkpaiHa TOB "AKnM Ykpaina MepepeecTpauis Ha HEOBMEXEHWNI TEPMIH 6e3 nionsizae UA/18716/01/01
30BHILLHLOTO Ta "®apmaveBTu "®apmaueBTUYHa OHoB/eHO iHdhopMaLio y po3ginax peyenma
MicLLeBOro YyHa habpuka" habpuka" IHCTPYKLT ANA MeAMYHOro 3acToCyBaHHsA

3actocyBaHHs 10 %;
no 30 mn abo no
120 mn y chnakoHax;
no 30 mn a6o no
120 mn y chnakoHax,
no 1 cpnakoHy B
nauuj

nikapcbKkoro 3acoby: "lNokasaHHA"
(pepaxuiiHi npaBky), "NMpoTnokKasaHHs",
"B3aemogis 3 iHWKMMKU NiKapCbKUmu
3acob6amu Ta iHWi BUAY B3aEMogii",
"Oco61BOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogysaHHs rpyaar”, "Oitn",
"MepenosyBaHHsA", "Mo6iYHI peakuii” Wwoao
6e3nekn 3acTocyBaHHA Ail040i PEYOBUHM.

Pe3stome nnaHy ynpasriHHA pu3nkamu
Bepcia 1.2 pofaetbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEpPKEHOro Haka3om MiHicTepcTBa
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayitiHo2o

nocsi0OYeHHs

OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3Ha4YeHnMN y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

15.

NAKO3AM®

TabneTku, BKpUTI
nNiBKOBOIO
060n0Hkoto, No 50
Mr; no 14 tabnetok
y 6nictepi; no 4
6nictepn y
KapTOHHI navu,i

TOB "ACIHO
YKPAIHA"

YkpaiHa

Brpo6HMLUTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b Ta
BWMNYCK cepii
nikapcbKoro
3acoby:
xernedapm CA,
pevis;
KoHTponb cepii:
KioEnCiEc NTa,.,
Ipeuis

pevis

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1A
MeLMYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby B posginax "®apmakotepaneBTuyHa
rpyna. Kog ATX" (pefaryBaHHs TEKCTOBOI
YyacTuHW thapmakoTepaneBTUYHOI rpynu
3rigHO 3 MXHAPOAHUM Knacudikatopom
BOO3 6e3 hakTuHOI 3miHM Koy ATX),
"MokasaHHs" (pepakuiiHa npaska),
"MicLe3HaxomKeHHs 3asBHMKA" (YTOUHEHHS
iHcbopmauii) BignosigHo A0 iHdopMauii 3
6e3neku, ska 3a3HayeHa B marepianax
peecTpauiiiHoro AockE; 06'eAHAHHSA TEKCTY
iHCTpYKLii Ana po3ysaHb 50 mr; 100 mr; 200
Mr Ta SIK HaC/1iA0K OHOBJ/IEHO PO34in
"Cknag", "OCHOBHI (hi3nKo-XiMiYHi
BnactumsocTi", "Ynakoska" (eCTD Bepcia
0010). TeKcT MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby (eCTD Bepcis 0004).

Pestome nnaHy ynpasniHHA pu3mkamu
Bepcis 4.1 (eCTD, nocnigosHicTe Ne 0003)
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
o Mopsaaky 34iicHeHHs dhapMakoHarisay,
3aTBEPXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuiTl Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpPOHY 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HaYEHUMU Y
nepiognMYHOCTI NOAAHHS PEryIAPHMX 3BITIiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/18538/01/01

16.

NAKO3AM®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 100
Mmr; no 14 TabneTok

TOB "ACIHO
YKPAIHA"

Ykpaina

Brpo6HMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,

pevis

MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3aco6y B po3ginax "dapmakorepaneBTuyHa

3a
peuyerimom

He
niosnsieae

UA/18538/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
y 6nicTepi; no 4 KOHTPO/b Ta rpyna. Kog ATX" (peparyBaHHS TEKCTOBOIT
6nictepu y BUNYyCK cepii YacTUHU hapmakoTepaneBTUYHOI rpynu
KapTOHHI nauw,i nikapcbKkoro 3ri4HO 3 MDXKHApPOAHMM KnacudikaTtopom
3acoby: BOO3 6e3 chakTuHOoi 3MiHN Kogy ATX),
DxeHehapm CA, "Moka3aHHs" (pepakuiiHa npaBka),
Ipevs; "MicLe3HaxomKeHHs 3aaBHMKA" (YTOUHEHHSA
KoHTponb cepii: iHchopmawii) BignosigHo Ao iHdopmauii 3
KwEiCiEc Nra., 6e3neku, sika 3a3HayeHa B Martepianax
Ipeuis peecTpavuiiiHoro AoCkE; 06'€AHAHHSA TEKCTY
iHCTpYKLin Ana go3ysaHb 50 mr; 100 mr; 200
MF Ta SiK Hac/ifoK OHOB/IEHO PO34inu
"Cknag", "OCHOBHI i31KO-XiMiYHi
BnactmsocTi", "Ynakoska" (eCTD Bepcis
0010). TekCT MapKyBaHHS yrnakoBKU
nikapcbkoro 3acoby (eCTD Bepcis 0004).
Pestome nnaHy ynpasniHHS pu3nkamu
Bepcis 4.1 (eCTD, nocnigosHicTs Ne 0003)
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOTO 3BITY 3 6€3Meku, BigNoBiLHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
3aTBEPAKEHOro Haka3om MiHicTepcTea
OXOPOHU 3[10pPOB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMN y
nepiognMYHOCTI NOAAHHSA PErynspHMX 3BiTiB 3
6e3neku.

17. | NAKO3AM® TabneTku, BKPUTI TOB "ACIHO YkpaiHa Bupo6bHMLTBO, peuis MepepeecTpauisi Ha HEOOMEXEHMI TEPMIH 3a He UA/18538/01/03
nNiBKOBOIO YKPAIHA" nepBUHHE Ta OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nidnsieae
060/10HKO0, MO 200 BTOPVHHE MeAMYHOro 3aCTOCYBaHHA NiKkapCbKoro
Mr; no 14 TabneTok nakyBaHHs, 3acoby B po3ginax "®apmakoTepaneBTuyHa
y 6nicTepi; no 2 abo KOHTPONb Ta rpyna. Kog ATX" (pegaryBaHHs TEKCTOBOI
4 6nictepn y BUMYCK cepil YyacTuHM chapmakoTepaneBTUYHOI rpynu
KapTOHHI nauui nikapcbKoro 3riHO 3 MDKHapPOAHUM KnacudikaTtopom

3acoby: BOO3 6e3 chakTHOi 3MiHN Kogy ATX),
xenedpapm CA, "MokazaHHs" (pepakuiiHa npaeka),
Ipeuis; "Micue3HaxomKeHHs 3a8BHMKA" (YTOYHEHHS
KoHTponb cepii: iHchopmawii) BignosigHo Ao iHdopmauii 3
KioECiEc Nra., 6e3neku, ska 3a3HayeHa B martepianax
Ipeuis peecTpauiiiHoro AockE; 06'eAHAHHSA TEKCTY
iHCTpYKLi ana gosysaHb 50 mr; 100 mr; 200
MF Ta SiK Hac/ifoK OHOB/IEHO PO34iNnu
"Cknag", "OCHOBHI (Di31KO-XiMiYHi
BnactmeocTi", "Ynakoska" (eCTD Bepcis
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs1

0010). TekcT MapKyBaHHS yMakoBKU
nikapcbkoro 3acoby (eCTD Bepcis 0004).

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 4.1 (eCTD, nocnigosHicTb Ne 0003)
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMn y
nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.

18.

NAUEPAH

Tabnetku no 2,5 wr,
no 7 Tabnetok y
6nicTepi; no 2 abo 4
6nictepu y
KapTOHHIlA KOpooLi

CaH
PapmacboThK
an lHgacTpis
Nimiten

IHais

CaH
dapmacbioTuKan
IHpacTpi3 Nimiteq

IHais

nepepeecTpauis Ha HeobMeXeHuin TepMiH

OHoBreHo iHdopmaLito B po3gini "MobiyHi
peakujii" iIHCTpYKLii 415 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Lwoao
B&X/IMBOCTI 3BITyBaHHS Npo MobiyHi peakw;i.
Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 4.0 fofaeTbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BigNoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepiognYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/17764/01/01

19.

NAUEPAH

Tabnetku no 5 wmr,
no 7 Tabnetok y
6nicTepi; no 2 abo 4
6nictepu y
KapTOHHIl KopooLi

CaH
PapmacboThK
an lHgacTpis
Nimiteq

IHAjA

CaH
PapmacboTuKan
IHpacTpi3 Nimiteq

IHAjA

nepepeecTpais Ha HEOGMEXEHWI TEPMIH

OHoBreHo iHdopmaLito B po3gini "MobiyHi
peakuii” iIHCTPYKUii A1 MeguyHoro
3acTOCyBaHHA NikapcbKoro 3acoby Wwoa0
B&X/IMBOCTI 3BITyBaHHS Npo Mob6iyHi peakw;i.
PestomMe nnaHy ynpas/iHHA pu3mkamu
Bepcia 4.0 fofaeTbes.
MepiognyHiCTb NOAAHHSA perynsipHo

3a
peyenmom

He
nionsieae

UA/17764/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 30POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.
20. | NAUEPAH Tabnetku no 10 wr, CaH IHAaia CaH IHAis nepepeecTpauis Ha HeobMeXeHuin TepMiH 3a He UA/17764/01/03
no 7 TabneTok y dapmacbloTuK dapmacbloTukasn peyenmom nionsizae
6nicTepi; no 2 abo 4 an lHngacTpis IHpacTpi3 Nimiteq OHoBreHo iHdopmaLito B po3gini "MobiyHi
6nictepu y Nimiten peakujii" iIHCTpYKLii 415 MeauyHoro
KapTOHHIlA KOpooLi 3aCcTOCYyBaHHSA NikapcbKoro 3acoby Lwoao
B&X/IMBOCTI 3BITyBaHHS Npo Mob6iuHi peakw;i.
Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 4.0 fofaeTbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6e3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKkpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiognYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.
21. | MENOKCUKA | nopoluok AT Ykpaina UxeussaH Ekcenb KuTaii MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH - He UA/18764/01/01
M (cy6eTaHuin) y "KUTBCbKWN dapmMachioTika nionszae
nakeTax nNoABiHNX BITAMIHHUN Ko., Nna.
nonieTnneHoBnx 3ABOL4"
ans
thapmaLeBTUYHOro
3aCTOCYBaHHSA
22. | MPOrECTEP KpucTaniyHmi AT "dapmak” YkpaiHa Xebeii egsaHb KuTaii MepepeecTpauisi Ha HEOBMEXEHWI TEPMIH - He UA/18694/01/01
OH NMOPOLLOK XblOMeHBeNN nidnsieae
MIKPOHI3OB | (cy6cTaHuis) B dapmacbioTikasn
AHUIA MiLLIKax NoABIAHNX Ko., N14

nonieTUIeHOBNX
ans
hapmaLeBTUYHOro
3acToCyBaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
23. | CAring® Tabnetkun no 1 wmr; Megokemi Kinp BMPOGHMLTBO Kinp/ MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/18155/01/01
no 10 TabneTtok y nTa roToBOro MopTyranis peyenmom niosnsieae
6nicTepi; no 3 nikapcbKoro Pestome nnaHy ynpasniHHA pu3mkamu
6nictepu y 3acoby, NnepBuHHE Bepcis 2.1 goaaeTbes.
KapTOHHilA KopooLi Ta BTOPUHHE MepiognyHICTb NOAAHHA PerynspHo
nakyBaHHs, OHOB/1OBAHOTO 3BITY 3 6e3neku, BigNoBigHO
KOHTPO/Ib SKOCTI, o Mopsaaky 34iicHeHHs dhapMakoHarisay,
BUNYCK cepii: 3aTBEPAXEHOro HakasoM MiHicTepcTea
Mepokemi Nlimiteq, OXOPOHU 370POB’A YKpaiHu Big, 27 rpyaHa
Kinp; 2006 poky Ne 898, 3apeecTpoBaHoro B
BMPOBHULITBO MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
roToBOro poky 3a Ne 73/13340 (y pefakuii Hakasy
nikapcbKoro MiHicTepcTBa OXOPOHY 340POB'A YKpaiHu Bif,
3acoby, nepBuHHe 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
Ta BTOPUHHE 3riHO 3i CTPOKaMK, 3a3HaYeHNMUN Y
nakyBaHHs, nepiognYHOCTI NOAAHHS PEryISAPHMX 3BITIiB 3
KOHTPO/Ib AKOCTI: 6esneku.
[enopbic
dapmacbloTikanc
NTA, Kinp;
BMPOGHMLITBO
roToBOro
nikapcbKoro
3acoby, nepBuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
Ip6edhap -
IHoacTpia
dapmacbloTika,
C.A,, NopTtyranis
24. | CUHTOMIUN NiHimeHT 10 %; no AT YkpaiHa AT "ly6Hunchapm” Ykpaina nepepeecTpauisi Ha HeobMexeHuit TepMiH 6e3 nionsieae UA/4683/01/02
H 25ry Tybax; no 1 "Ny6Hnchapm" OHoBNEeHO iHhopMmaLito B IHCTpyKLUii ans peyenma
Ty6i y nauuj 3 MeJMYHOro 3aCTOCYBaHHS MiKapCbKOro
KapToHy 3acoby y posginax "OcobnmnsocTi
3actocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO
00 iHbopma,ii 3 6e3nekn 3acToCcyBaHHSA
[il040T PEYOBUHN, @ TakoX BHECEHO
YTOUHEHHS Y pOo34in
«PapmakoTepaneBTnyHa rpyna. Kog ATX»
6e3 3MiHu Koy ATX. BHeCEHO pepakLiiiHi
npaBky B IHCTPYKLiO AN MeANYHOro
3aCcTOCyBaHHS NikapcbKkoro 3acoby Ao
po3ziny "Ynakoska".
Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 1.1 gofaeTbes.
MepiognyHiCTb NOAAHHSA PerynsipHo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHA chapmakoHarnsgy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 30POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6esneku.
25. | TETPALUUKAI | nopoLuok My6niyHe YkpaiHa OYXKIAH OYKAHI Kutaii MepepeecTpauisi Ha HEOBMEXEHWIA TEPMIH - He UA/18805/01/01
HY (cy6eTaHuin) y akuioHepHe SAPMACBIOTIKA niosnsieae
FIAPOX/IOPU | nonieTnneHoBux TOBapuUCTBO N KO., NTA4.
A naketax ans "HaykoBo-
hapMaLeBTUYHOIO BVMPOGHWYNIA
3acToCyBaHHs LeHTp
"BopLyariscbk
uii Ximiko-
hapmavueBTny
HWiA 3aBog”
26. | LUTEPAN® TabneTtkn, BKPUTI ANKANOIL AL | Pecny6nika ANKANOIQ AL Pecny6nika MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH 3a He UA/1079/01/02
nNiBKOBOO Ckon'e MiBHiuHa Ckon'e MiBHiuHA OHoBNEHO iHthopMaL,ito B IHCTPYKLUIT 415 peyernmom nidnsieae
060/10HKO10, Mo 500 MakepoHis MakepoHis MeAMYHOro 3acTOCyBaHHSA NikapCbKoro

Mmr; no 10 TabneTok
y 6nictepi; no 1
6nicTepy y nauui
KapTOHHIlA

3acoby B po3gisiax "dapmakonoriyHi
BnactmsocTi", "lMNo6iyHi peakuii" BignosBigHO
[0 iHdhopMaLii pedpepeHTHOro Nikapcbkoro
3aco6y (Ciproxin, 500 mg, film-coated
tablets), a Takoxx oHOBMEHO iHthopMmaLito B
po3gini "Mo6iyHi peaxuii" iHCTPYKLiT AnA
MeAMYHOro 3acToCyBaHHA NMikapCbKoro
3aco6y 040 BaXX/IMBOCTI 3BITYBaHHS Npo
noGiyHi peakuiji.

Pe3tome nnaHy ynpasniHHA pu3mkamu
Bepcia 2.1 fofaeTbes.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIIOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 34ilicCHEHHA hapMakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB'A YKpaiHu Bif
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTPOKaMK, 3a3HaYeHNMmN y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsioyeHHs1
nepiognYHOCTI NOAAHHS PEryISAPHMX 3BITIiB 3
6esneku.
27. | UNTEPAN® TabNeTKN, BKPUTI ANIKANOIA AL | Pecny6nika ANKANOIL AL Pecny6ika MepepeecTpauisi Ha HEOBGMEXEHMIT TePMIH 3a UA/1079/01/01
N1iBKOBOO Ckon'e MiBHiuHa Ckon'e MiBHIYHA OHoB/eHO iHhopMaLiito B IHCTPYKLUIi AN peyenmom
060/10HKO10, N0 250 MakefioHist MakefoHis MeAMYHOro 3acTOCyBaHHS NikapCbKoro

mr; no 10 TabneTtok
y 6nicTepi; no 1
6nictepy y nauui
KapTOHHIW

3acoby B po3gisiax "dapmakonoriyHi
i", "Mo6iuHi peakuii" BigNoBigHO
[0 iHdhopMaLii pedepeHTHOro nikapcbkoro
3acoby (Ciproxin, 500 mg, film-coated
tablets), a Takox OHOBNEHO iHChopMmaLjto B
po3zini "Mo6iyHi peakuii" iIHCTPYKUIT ANns
MeAMYHOr0 3aCTOCYBaHHSA NiKapCbKoro
3aco6y LWo0A0 BaXX/IMBOCTI 3BITyBaHHS Mpo
no6iyHi peakwii.

Pestome nnaHy ynpasniHHS pusnkamu
Bepcia 2.1 gofaeTbes.
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Meku, BignoBigHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsay,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuLii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB'A YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3rifHO 3i CTPOKamu, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHSA PerynspHuX 3BiTiB 3
6e3neku.

B.o. Haua1bLHUKA
dapManeBTUYHOr0 yIpaB/IiHHA

Onexkcangp I'PINEHKO




HopaTox 3
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpaliiio)
NiKapcbK1UX 3aco06iB (MeguYHUX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bij 15 ciuns 2026 poky Ne 50

IIEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJVNUYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), OO0 AKUX BYJ/IK BHECEHI
3MIHUA 40 PEECTPAIIMHUX MATEPIAJIIB, AKI BHOCATBCSHA 4O JEPKABHOI'O PEECTPY JIIKAPCBbKUX
3ACOBIB

Hassa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka
¢popma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

ABOJE/Nb

Tabnetkn no 1,5
Mr; no 1 TabneTui
y 6nictepi, no 1
6nictepy y
KapTOHHIlA KOpooLi

3AT "IHTEN
FEHEPWKC
HOPL"

ntBa

NABOPATOPIOC
NNTEOH ®APMA,
C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpaviitHux maTepiani: 3miHu |
TMny - 3MiHK 3 AkocTi. API. CTabinbHICTb. 3MiHa
nepiogy NOBTOpPHUX BUNPOGyBaHb/nepiofy 36epiraHHA
abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEpXeHOMY [0Cbe cepTuddikara BiAnoBiLHOCTI
€Bponeiicbkiin hapmakonei, Wwo BKIYae nepiog,
NMOBTOPHOro BMNpPo6yBaHHS) (Nepiog NOBTOPHOTO
BMNPO6YBaHHs/Nepion, 36epiraHHs) - 36iNbLUEHHST a60
BBE/EHHS Nepiogy NOBTOPHOrO BMNPOGyBaHHs/nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCMIMKEHb Y
peasibHOMY Yaci - 36iMbLUEHHS Nepiogy NOBTOPHOro
BMNpO6yBaHHs 3 4 oo 5 pokis gnst AdI
neBoHoprecTpeny. 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI €Bponeiickbkili hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikaTa
Bi4NoBIAHOCTI ab0 BUyYEHHS cepTudikaTa
BiANOBIAHOCTI €Bponeiickbkiln thapmakonei: ana Adl;
[ANsa BUXiAHOro MaTepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdI;
AN 0ONOMDKHOI peyoBMHYM (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHSA
OHOBJ/IEHOrO cepTuchikaTa BiANOBIAHOCTI €BPONENChkili
chapmakonei Ne CEP 2003-127-Rev 03 (3aTBEpAXEHO:
R1-CEP 2003-127-Rev 02) ana A®| neBoHoprecTpeny
Bif y>Ke 3aTBepaxeHoro Bupo6Huka INDUSTRIALE
CHIMICA S.R.L., ITanis

3a
peyenmom

UA/17303/01/01

AQXoBI™

PO34MH A/isi

TOB «TeBa

YKpaiHa

BMPOGHULITBO

HimeyunHa/

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu |

3a

UA/18633/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

iH'ekUjin, 225 YkpaiHa» niKapcbkoro YropwHa/ TUny - 3MiHK 3 AKocTi. APl KoHTponb A®L. 3miHa y peyenmom

mr/1,5 mn; no 1,5 3acoby, nepBuHHe CuwA/ MeTogax BunpobyBaHHA AD| abo BUXIAHOTO

M1 PO3UNHY Y nakyBaHHs, JNutBa maTepiany/npoMiKHOro NpoAyKTy/pearenTy, Wwo

nonepegHL0 BTOPWHHE BUKOPVCTOBYETLCA Y NpoLeci BUpo6bHuLTBa ADI

HarnoBHeEHOMY nakyBaHHs, (He3HauHi 3MiHW y 3aTBEPKEHNX METOAAX

wnpuui; no 1 abo KOHTPO/Ib SKOCTI BMNpo6yBaHHA) HesHauHi 3mMiHu y npoueaypi

3 wnpuuy B niKapcbkoro NpoBefleHHS aHani3y Ha 3a/uwkoBuii binok A. 3MiHu |

KapTOHHilA KOpO6L

3acoby: Bettep
dapma-depTiryHr
'm6X Ta Ko. KI,
HimeuunHa,;
KOHTPO/b SIKOCTI
niKapcbkoro
3acoby: Bettep
dapma-depTiryHr
'm6X Ta Ko. KI,
HimeuunHa,;
KOHTPO/b SIKOCTI
niKapcbkoro
3acoby: Bettep
dapma-depTiryHr
'm6X Ta Ko. KI,
HimeuunHa,;
KOHTPO/b SIKOCTI
niKapcbkoro
3acoby (nmwe
cuna 3cyBsy Ta
cuna KoB3aHHs
nicns BTOPUHHOIO
nakyBaHHs):
BetTep ®apma-
®epTiryHr F'm6X Ta
Ko. KT,
HimeuuunHa,;
KOHTPO/b AKOCTI
nikapcbkoro
3acoby
(BnpobyBaHHA
KTITUHHOT
aKTUBHOCTI
niKkapcbkoro
3acoby): AT
dapmaLeBTUYHUI
3aBof TeBa,
YropumHa;
KOHTPO/b SIKOCTI
NiKapcbkoro

TUny - 3MiHK 3 akocTi. A®L. KoHTponb A®I. 3miHa y
mMeTofax BUNpobyBaHHs AP abo BuXigHOro
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AP (iHwi
3MiHM) He3HauHi BUnpaBrieHHs B 3BiTi 3 Banigauji
MEeTOAMKM Ha BU3HAYEHHS 3aNMLWKOBOro binky Ay A®I
$bpemaHesymadb
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3acoby (uinicHicTb
cuctemm
KOHTeliHep/3akyno
ptoBasibHMIA 3aci6
nicns BTOPUHHOIO
nakyBaHHs): Kypia
Hbto Oxepci, NINC,
CLUA; BTOpUHHE
nakyBaHHS:
Mepkne 'vbX,
HimeuunHa,;
BTOPWHHE
nakyBaHHs:
TpaHcapm
NoricTik TM6X,
HimeuuuHa; no3sin
Ha BUMYCK cepii:
Mepkne 'v6X,
HimeuunHa,
KOHTPO/b AKOCTI
nikapcbkoro
3acoby
(BnpobyBaHHsA
KNITUHHOT
aKTUBHOCTI
niKapcbkoro
3acoby) 3AT Tesa
Bantikc, Jlutea

A3UTPOMIL,
NH-KP

kancynm no 0,5r;
no 3 kancynuy
6nictepi; no 1
6nictepy y nauui 3
KapTOHY

NPAT
"XIMPAPM3
ABO[,
"YEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOAPM3ABO
[ "4EPBOHA
3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Onwuc Ta cknag. 3mMiHa Macu NOKPUTTA NiKapCbKUX

hopM 418 NepopasibHOro 3acToCcyBaHHA abo 3miHa
mMacu 060/10HKM Kancyn (TBepAi nikapcbki oopmu ans
nepopasbHOro 3aCTOCyBaHHS) - 3MiHa Mack 060/10HKN

Kancys, npu ubomy cneuudikauis 13 He 3MIHIETLCS,

[aHunii NoKasHWK 3MIHKETLCA TilbKM Y cneumdikauii
[ONS BXiJHOTO KOHTPO/II0 Ha Kancysn XenaTuHoBI
TBEpAi. 3MiHu | TMny - 3MiHK 3 AKOCTI. F0TOBUIA
nikapcbknii 3aci6. KOHTPOb JOMOMIXHMX PEYOBUH.
3miHa napamMeTpiB cneuudikadii Ta/abo AonycTuMmx

MeX A5 AONOMDKHOT peqoBUHN (iHLLI 3MiHM) - 3MiHK 3@
nokasHukamu «Po3nafgaHHa» Ta «Baxki metanm» y
crneundikaLii Ta MeToAax BXifHOro KOHTPO/IK Ha

Karcysnv XxenaTtuHoBI TBepPAi BigNOBIAHO [0 AOKYMEHTIB

BMPOGHWKIB. 3MiHu Il TUNY - 3MiHK 3 sKoCTi. [oTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
([OMOMIKHUX pEYOBMHAX) FOTOBOrO MiKapCbKOro

3a
peyerimom

He
nionsieae

UA/9068/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aco6y (iHLWi 3MiHK) - CynyTHSA 3MiHa - 3MiHW 3 SIKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. KOHTposIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX rOTOBOrO MikapCbKoro 3acoby
(IHWWi 3MiHK) - 3MiHK Y cKNagi 060N0HKN Kancyn
XEeNaTUHOBMX TBEPAMX Y 3B’A3KY 3i 3MIHOIO BUPOOHMKA
Kancyn 3 «Zhejiang Huaguang Capsules Co., Ltd.»
KnTaii Ha «Capsugel», Benbris, i Ak Hacnigok 3mMiHa
KpUTepiiB NPUAHATHOCTI A0 po3ainy «Onunc» y
MeToAax KOHTPOSIt0 AKOCTI /13 ans fo3ysBaHHA 0,5 T.
3MiHa KpuTepiiB NPUItHATHOCTI A0 po3ainy «Onnc» y
MeToAax KOHTPOso SKocTi /13 ana fosysaHHA 0,5 T.
3MiHM BHeceHO B po3zinu "Cknag" (4onoMiXHi
peyoBunHM) Ta “flikapcbka chopma” (OCHOBHI hi3nKo-
XiMiYHi BNaCTNBOCTI) B iHCTPYKLO A5 MeANYHOro
3aCTOCYBaHHA Ta K HACNIAOK - y TEKCT MapKyBaHHSA
yMakoBKM MiKapCbKOro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
3aTBEPAKEHHS.

A3UTPOMIL,
NH-KP

kancynn no 0,25 r;
no 6 kancyny
6nictepi; no 1
6nictepy y nauui 3
KapTOHY

NPAT
"XIMPAPM3
ABO[,
"YEPBOHA
3IPKA"

YkpaiHa

MPAT
"XIMOAPM3ABO
[ "4EPBOHA
3IPKA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib.
Onwuc Ta cknag. 3mMiHa Macu NOKPUTTA NiKapCbKUX

hopM /18 NepopasibHOro 3acToCcyBaHHA abo 3miHa
mMacu 060/10HKM Kancyn (TBepAi nikapcbki oopmu ans
nepopasbHOro 3aCTOCyBaHHS) - 3MiHa Mack 060/10HKN

Kancys, npu ubomy cneuudikauis 13 He 3MIHIETLCS,

[aHnii NoKasHWK 3MIHKETLCA TilbKM Y cneumdikawii
[ONS BXiJHOTO KOHTPO/II0 Ha Kancysn XenaTuHoBI
TBEpAi. 3MiHM | TMny - 3MiHK 3 AKOCTI. Fo0TOBUIA
nikapcbknii 3aci6. KOHTPOb JOMOMIXHMX PEYOBUH.
3miHa napamMeTpiB cneuudikadii Ta/abo AonycTuMmx

MeX A5 AONOMDKHOT peqoBUHN (iHLLI 3MiHM) - 3MiHK 3@
nokasHukamu «Po3nafgaHHa» Ta «Baxki metanm» y

crneundikavii Ta MeToAax BXifHOro KOHTPO/IK Ha

Karncysnv XxenaTtuHoBI TBepPAi BigNOBIAHO A0 AOKYMEHTIB

BMPOGHWKIB. 3MiHu Il TUNY - 3MiHK 3 sKoCTi. [oTOBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3MiHa y cknagi
([OMOMIKHUX peYOBMHAX) FOTOBOrO MiKapPCbKOro
3aco06y (iHWi 3MiHK) - CynyTHSA 3MiHa - 3MiHN 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KOHTpoib roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis cneuudikawin

Ta/abo [oMyCTUMUX MeX roTOBOrO /liKapcbKoro 3acoby

(iHLWi 3MiHKM) - 3MiHK Yy cKNazi 06010HKK Kancyn

XenaTnHOBWX TBEPAUX Y 3B’A3KY 3i 3MIHOI BUPOGHMKA
Kancyn 3 «Zhejiang Huaguang Capsules Co., Ltd.»
Kutaii Ha «Capsugel», Benebrisi, i ik HacNigoK 3mMiHa

KpUTepiiB NPURHATHOCTI A0 po3ainy «Onunc» y

3a
peyerimom

He
niossieae

UA/9068/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
MeToAax KOHTPOSIt0 AKOCTI /13 ans fo3ysaHHA 0,5 T.
3MiHa KpuTepiiB NPUIAHATHOCTI A0 po3ainy «Onunc» y
MeToAax KOHTPOso SKocCTi /13 ana fosysaHHA 0,5 T.
3MiHM BHeceHO B po3zinu "Cknag" (40noMiXHi
peyosunHM) Ta “flikapcbka thopma” (OCHOBHI hi3nKo-
XiMiYHi BNACTNBOCTI) B iHCTPYKLi1O AN15 MeANYHOro
3aCTOCYBaHHA Ta K HACNIAOK - y TEKCT MapKyBaHHSA
yMakoBKM MiKapCbKOro 3acooby.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
5. | AIMA®IKC MOPOLLOK Ta KegpioH ITanisa KEAPIOH C.IM.A. ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17426/01/01
PO3YMHHVK ANS C.M.A. TMny - AQMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHUYoi |  peyenmom
pO34uHy ons OinbHUUI (BKNOYaoUn AinbHUL Ana APl TpoMKHOIo
iHdpysili, 500 npoAyKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuLI
MO/10 mn; AN NPOBefeHHA NakyBaHHS, BUPOOHNMKA,
onakoH Ne 1 3 BiANOBI4A/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS
nopotukom no 500 KOHTPOSH0 cepii) abo nocTavasibHMKa BUXIGHOTO
MO y komnnexTi 3 mMarepiany, peareHTy abo AONOMiXHOI pEYOBVHN
PO3YNHHMKOM (AKLLO 3a3HAYEHO Y AOCLE)
(Boga ans BunyyeHHst Bupo6Huyoi ginbHuui-KEAPIOH C.M.A.,
iH'ekujin) mo 10 mn po3TalloBaHoi 3a agpecoto BIA MPOBIHCIAJE (nok.
y thnakoHi Ne 1 Ta BOJIOFHAHA) - 55027 FANTNIKAHO (1Y), ITanis, K
Habopom ans AinbHULI, BiANOBiAa/IbHOI 32 BUPOGHMLTBO BOAW A5
PO3YMHEHHS i iH'EKLiNA, L0 BUKOPUCTOBYETHLCS Y SIKOCTi PO3YMHHMKA
BBEJEHHA Y NikapcbKoro 3acoby. 3annwatTbCsa 3aTBEPMKEHI
KapTOHHI KOpoobLyi AOiNbHUUI BigNOBIgaNbHI 32 BUPOOHMLTBO BOAW A5
iH'exuii: KEQPIOH C.M.A., po3TalloBaHa 3a apecoio
C.C.7 BIC KM. 19,5 — 80029 CAHT'AHTIMO (HA),
ITanisa Ta AJIb®ACITMA C.M.A., po3TawoBaHa 3a
agpecoto BIA EHPIKO ®EPMI, 1 — 65020 A/IAHHO
(NE), ITania. Takox go po3ainy 3.2.P.3.1
Manufacturer(s) (solvent) BHeceHo pefakuiiHi
YTOYHEHHS.
6. | AIMA®IKC NMOPOLLOK Ta KeapioH ITania KEAPIOH C.IM.A. ITanis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17426/01/02
PO3YMHHUK ANA C.IN.A. TMNy - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT peyenmom
pO34uHy aoNns OinbHUUI (BKNOYaUY AibHUL Ana APl TPOMKHOIo
iHcpysiid, 1000 npoAayKTy abo rotToBOro Nikapcbkoro 3acoby, AinbHULI
MO/10 mn; AN NPOBEAEHHS MakKyBaHHS, BUPOOHMKa,

onakoH Ne 1 3
NOPOLLKOM MO
1000 MO y
KOMINEKTi 3
PO34YNHHNKOM
(Boga ans
iH'ekujin) mo 10 mn
y thnakoHi Ne 1 Ta
Habopom ans

BiANOBI4A/IbHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
mMaTepiany, peareHTy abo fOMOMIKHOI pe4OBUHN

(AKLL0 3a3HAaYEHO Y OCbE)
BunyueHHs BUpo6HMYOT AinbHuLi-KEAPIOH C.M.A.,
posTalloBaHoi 3a agpecoto BIA MPOBIHCIANE (nok.
BONOITHAHA) - 55027 FTANTNIKAHO (J1Y), ITanis, sk

AOinbHULI, BiANOBIAaNbHOI 38 BUPOGHULTBO BOAM ANS

iH'EKLLiINA, LLIO BUKOPUCTOBYETLCS Y AKOCTi PO3YMHHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
PO3YNHEHHS i NikapcbKoro 3acoby. 3anuwatTbCsa 3aTBEPMKEHI
BBE[EHHS Y AiNbHUUI BignoBigasbHi 3a BUPOGHMLTBO BOAW A5
KapTOHHI/ KopoobLi iH'exuii: KEOPIOH C.IM.A., po3TalloBaHa 3a agpecoi
C.C.7 BIC KM. 19,5 — 80029 CAHT'AHTIMO (HA),
ITania Ta AJIb®ACITMA C.M.A., po3TawloBaHa 3a
agpecoto BIA EHPIKO ®EPMI, 1 — 65020 A/IAHHO
(MNE), ITania. Takox go po3giny 3.2.P.3.1
Manufacturer(s) (solvent) BHeceHO pegakuiiiHi
YTOYHEHHS.
7. | AKCANAPA pO34uH Ans Akca IHais Akca IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/19824/01/01
iHcpy3iiA, 10 mr/mn MapeHTepen MapexTepenc N74. TUny - 3MiHK Wwoao 6e3nekn/ethekTVBHOCTI Ta peyenmom | nidsis2ae
no 100 mny c Nimiteq, hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
donakoHi; no 1 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
chnakoHy B A5 MeAMYHOro 3acToCyBaHHS Ha MiAcTasi perynspHo
KapTOHHIiA OHOB/IHOBAHOTO 3BIiTY 3 6e3neky NikapcbKoro 3acoby,
ynakoBLi abo pocnimxeHb 3 6e3nekn 3acToCyBaHHS JiKapCbKOro
3acoby B nicrsipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy negiatpuyHux gocnimkeHs (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHVM YMOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHS NikapCbkoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLLi
BMAM B3aemogiit”, "OcobIMBOCTi 3aCTOCyBaHHSA",
"Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI
iHchopmawuii 3 6e3nekn Ajto40i pevyoBUHM
(napauetamony) 3rigHo 3 pekoMmeHaauismm PRAC.
8. | AKCE®® TabneTkun, BKpUTI HOBEN TypeyuunH HOBEN INAY TypeuunH BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3767/01/01
060/10HKOIO MO INIAY CAHAT a CAHAI BE TVNy - 3MiHKM 3 SIKOCTI. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
250 wmr; no 10 BE TIOKAPET A.LL. KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
Tabnetoky TIIXKAPET napameTpiB cneundikauii Ta/abo AONYCTUMMX MEX
6nicTepi; no 1 abo A.LL. rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHW) -BUNYYEHHS
2 6nictepu y TecTy «laeHTudikayis. Metog cnektpodpoTomeTpii» 3i
KapTOHHI cneumdikaLii Ta METO/iB KOHTPO/O rOTOBOro
ynaxoBLii NikapcbKoro 3aco6y OCKifIbKN BiH € JOMOMKHUM.
OCHOBHVM TeCTOM iAeHTudiKaLii Aito4oi pevyoBrHN
Led)ypoKCUMY akCceTuny 3anvaeTbCs
«laeHTudikauis. Metog BEPX», skuii € GinbLu
CYYaCHWM i CeNeKTVBHUM..
9. | AKCE®® TabneTkn, BKPUTI HOBEN TypeyuunH HOBEN INAY TypeuunH BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/3767/01/02
060/10HKOI0 MO INIAY CAHAT a CAHAI BE TNy - 3MiHK 3 SIKOCTI. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
500 wmr; no 10 BE TIOXKAPET A.LL. KOHTposb roToBoro fikapcbKoro 3acoby. 3MiHa
Tabnetok y TIOKAPET napameTpiB cneunqikalii Ta/abo 4oNyCTUMUX MeX
6nicTepi; no 1 abo A.LL. rOTOBOrO /1iKapCbKOro 3aco0y (iHLLi 3MiHW) -BUNYYEHHSI
2 6nictepu y TecTy «laeHTudikauis. Metog cnekTpodoToMeTpii» 3i
KapPTOHHIN crneumqikauii Ta MeToiB KOHTPOJIt0 TOTOBOrO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
ynakoBLiji niKapcbKoro 3acoby OCKi/IbKU BiH € AOMOMDKHUM.
OCHOBHWM TECTOM ifieHTUIKaLT Aito40i peyoBUHN
LedypoKCrMy akceTusny 3a/MaeTbes
«lpeHTudpikauis. Metog BEPX», fkuii € 6inbLu
CYYaCHWM i CE/TIEKTUBHUM..
10. | ANITEP Tabnetku no 4 wmr; TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/17735/01/01
no 10 TabneTtok y «MIKPOXIM «MIKPOXIM», TNy - AOMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHUYOI peyenmom | niosisi2ae
6nicTepi; no 3 » YkpaiHa AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npoMixHoro
6nicTepn y nayuj 3 (ropuanyHa npoaykTy abo rotToBOro NikapCcbKoro 3aco6y, AiflbHUL
KapToHy agpeca AN NPOBefeHHA NakyBaHHS, BUPOOHMKA,
BMPOGHMKA; BIANOBIAA/ILHOrO 3a BUNYCK Cepiil, MiCLie NpOBeAEHHS
BiANOBigabHUIA 3a KOHTPO/IH0 cepil) abo nocTayasibHMKa BUXigHOro
BMPOGHMLUTBO Ta mMaTtepiany, peareHTy abo fOMNOMDKHOI peHOBUHN
KOHTPO/b/BMNPOGY (AKLLLO 3a3HaYeHO Yy A0CbE). BunyyeHHs dyHKLuii
BaHHS cepii, He "BiANOBIAa/IbHOTO 3a BUNYyCK cepii” AN BUPOOHNYNX
BK/IOHA0UN AdinbHUUb TOB HB® "MIKPOXIM" 3a agpecoto:
BWMYCK Cepil; Ykpaina, 93400, J/lyraHcbka 0611., M. CEBEPOAOHELBK,
BiANOBigabHUI 3a Byn. Mpomucnosa, 6ya,. 24-8., Ta AT "®dapmak” 3a
BUNYCK cepil, He anpecoto: Ykpaina, 04080, m. Kuis, By/. Kupuniscbka,
BK/IHOHa0un 74, anbTepHATVBHOI AiNTbHUALEIO LLIO BUKOHYE (DYHKLItO
KOHTPO/b/BMNPOGY "BiANoOBiAaNbHOrO 3a BMUMNycK cepii” 3anuwaeTtbea TOB
BaHHA cepii); HB® "MIKPOXIM" 3a agpecoto: YkpaiHa, 01013 m.
AT «DAPMAK», Kwis, Byn. Bygingyctpii, 6ya. 5. BunyuenHs
YkpaiHa BiOYyBa€ETHCA Y 3B'A3KY 3 BTPATOK HEOOXiAHOCTI y
(BignoBiganbHuiA oyHKLT "BiANOBIAANLHOrO 3@ BUNYCK cepii” ANns unx
3a BUPOGHMLTBO OiNbHULb.
Ta 3MiHU BHECeHO B po3ginu "BupobHuk" Ta
KOHTPONb/BUNPOBY "Micue3HaxompkeHHs BUPO6HMKa Ta afpeca Micus
BaHHsA cepii, He NPOBaKEHHS IOT0 AiANbHOCTI" B IHCTPYKLiO A5
BK/THOHAI0UM MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOoro 3acoby.
BUNYCK cepil) Buny4yeHo iHCTPYKUio 4151 MEAVYHOIO 3aCTOCYBaHHSA
Ta TEKCT MapKyBaHHS yNakoBKU MiKapCbKoro 3acoby
Ans BUpo6HuYoi ainbHuui TOB HB® «MIKPOXIM» 3a
agpecoto: YkpaiHa, 93400, JlyraHcbka 06/1., M.
CeBepogoHeubk, Byn. MNMpomucnosa, 6yg. 24-B. TepMiH
BBE/EHHS 3MiH - NPOTArom 6 micAuiB nicns
3aTBEPAKEHHS.
11. | ANNITEP TabneTtkn no 8 mr; TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a He UA/17735/01/02
no 10 Tabnetok y «MIKPOXIM «MIKPOXIM», My - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoOHUYOT peyenmom | niosis2ae
6nictepi; no 3 » YkpaiHa AinbHUUI (BKNOYaoun AinbHuLi Ana APl npoMiXHOro
6nicTepn y nauuj 3 (ropuanyHa npoaykTy abo rotToBOro NikapCbkoro 3acoby, AifbHUL
KapToOHy agpeca AN NPOBefeHHA NakyBaHHS, BUPOOHWMKA,
BMPOGHUKa,; BiANOBI4A/ILHOIO 3a BUNYCK CEPiii, MicLie NPOBeAEHHS

BiANOBigabHUI 3a
BMPOGHMLTBO Ta
KOHTPONb/BUNPOBY
BaHHs cepii, He

KOHTPO/II0 cepii) abo noctayasibHyKa BUXigHOro

matepiasy, peareHty abo AONOMiXHOT Pe4OBVHN

(AKLW0 3a3HAYEHO Y f0CbE). BunyyeHHs chyHKuiT
"BigNoBiAaIbHOrO 3a BUNycK cepii” Ans BUPO6HNYUX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BK/IKOHa0UN AdinbHUUbL TOB HB® "MIKPOXIM" 3a agpecoto:
BUMNYCK Cepil; Ykpaina, 93400, /lyraHcbka 061., M. CEBEPOAOHELBK,
BiANOBigaIbHUIA 3a Byn. NMpomucnosa, 6ya,. 24-8., Ta AT "dapmak” 3a
BUNYCK cepil, He agpecoto: YkpaiHa, 04080, m. Kuis, By/1. Kupuniscbka,
BK/IIOHa0un 74, anbTepHATVBHO Ai/TbHUALEIO LLIO BUKOHYE (DYHKLItO
KOHTPO/b/BMNPOGY "BiANOBIAaIbLHOrO 3a BMMNyCK cepii” 3anuwaeTbes TOB
BaHHs cepil); HB® "MIKPOXIM" 3a agpecoto: YkpaiHa, 01013 m.
AT «PAPMAK», Kwis, Byn. Bygingyctpii, 6ya. 5. BunyuenHs
YkpaiHa BiAOYBa€ETHCA Y 3B'A3KY 3 BTPATOK HEOOXiAHOCTI y
(BignoBiganbHuiA OyHKLi "BiANOBIAANLHOrO 3@ BUNYCK cepii” ANns unx
3a BUPOGHMLTBO OiNbHULb.
Ta 3MiHU BHECEHO B po3ginv "BupobHuk" Ta
KOHTPONb/BUNPOBY "MicLe3HaxomKeHHs1 BUPOOHMKa Ta afpeca Micus
BaHHA cepii, He NPOBaYKEHHSN 10r0 AisSNILHOCTI" B IHCTPYKLUito a1si
BK/THOHAI0UM MeAMYHOro 3acTOCYBaHHS /TiKapCbKOro 3acoby.
BUNYCK cepil) BunyyeHo iHCTPYKUio ANs MEAVYHOIO 3aCTOCYBaHHSA
Ta TEKCT MapKyBaHHS yNakoBKW MikapCbKoro 3acoby
Ans BUpo6HuYoi ainbHuui TOB HB® «MIKPOXIM» 3a
agpecoto: YkpaiHa, 93400, /lyraHcbka 06/1., M.
CeBepogoHeubk, Byn. MNMpomucnosa, 6ya. 24-8. TepMiH
BBE/EHHS 3MiH - MPOTArom 6 micAuiB nicns
3aTBEPAKEHHS.
12. | ANNEPCET TabneTkun, BKpUTI MIKPO IHAiA MIKPO NNABC IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/18311/01/01
NNiBKOBOIO NIABC NIMITEL Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenma
060/10HKOI0, M0 5 NIMITEL thapmakoHarnsgy. BeegeHHs abo 3miHu fo
mr; no 10 y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
TabneTok y (BBEAEHHSA y3araslbHEHNX AaHUX NPo cUcTemy
6nictepi; no 1 abo hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
no 3 6nictepu B BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KapTOHHIA Kopoo6Li KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLL0 BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CObY 3asBHKA,
BignoBiAabHOI 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6u 3asiBHMKA, BIAMNOBIAa/IbHOT 3a
dhapMakoHarnisg B YKpaiHi.
13. | AIONYPUHO | Tabnetkn no 100 CaHpo3 CnoseHis BMPOGHULITBO 3a HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiiiHux martepianis: 3miHu II 3a UA/9524/01/01
N CAHAO3® mr; no 10 dapmacbHoTi MOBHUM LNKIOM: IHAis/ TMNy - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib. peyenmom
Tabnetok y Kans g.4. Cantotac dapma PymyHis/ 3MiHN y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
6nictepi; no 5 'M6X, HimeuunHa; CnoseHis/ [04aTKOBOI Ai/bHULI BUPOBHULITBA ANS YacTUHU abo
6nicTepiB y BMPOGHULITBO in TypeyunHa BCbOr0 BMPOGHMYOro NpoLLecy roToBOro /likapCbKoro

KapTOHHIA KopoobLi

bulk
(anbTepHaTnBHA
AiNbHUUSA):

3aco06y (iHWi 3MiHN) - AoAaBaHHA AinbHuui CaHao3
pyn Carnuk YpyHnepi Inaknapi CaHaii Be TikapeT
A.C., TypeuumnHa / Sandoz Grup Saglik Urunleri llaclari
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

Canpo3 MpaiiseT
Nimitea, IHgis;
KOHTpOsb cepii

(anbTepHaTnBHA

OiNbHULSA):
C.K. CaHpgo3
C.P.J1., PymyHis;
nepBUHHE i
BTOPWHHE
nakyBaHHs1, 403BiN
Ha BUMNycK cepil
(anbTepHaTMBHA
LinbHUUSA):
Nex
dapmaueBTNYHA
KoMnaHis 4.4.,
CnoBeHisi;
BMPOGHULITBO in
bulk

(anbTepHaTMBHA

OiNbHVLSA):
CaHpos 'pyn

Carnuk YpyHnnepi
Inaknapi CaHai

Be Tikapet A.C.,

TypeyunHa

Sanayi Ve Ticaret A.S., Turkey (Hagani no Tekcty ans
HaliMeHyBaHHS AiNlbHULL BUKOPUCTOBYETLCA
CKOpoYeHe no3HayeHHs «Gebze-2») BiAnoBigabHOI
3a BMpo6HUUTBO in bulk gns yactuHm abo BCbOro
BMPOBHMYOro NPoL,Eecy rotToBOro NPOAYKTY - AiNbHULSA,
Ha Skl NpoBOAATLCA OyAb-Ki BUPO6HUYI onepauii, 3a
BUHSATKOM BUMNYCKY Cepiil, KOHTPOIIO cepii, NepBUHHOIO
Ta BTOPVMHHOTO NakKyBaHHSA, 4151 HECTEPUSIbHUX
nikapcbkunx 3acobiB. 3miHa NiMiTy B npoLeci
BMPOOHMLTBA SIK HACNIAOK BBEAEHHS HOBOI AiNIbHUL
BMPOGHMLITBA Hepo3dacoBaHoi Npoaykuii Gebze-2, a
came pOo3LUMPEHHST MeXi HAaCUMHOI LWiNIbHOCTI Ta
CUNy4yoCTi Nig, Yyac NpoBeAeHHs BUNPOBYyBaHb Y
npoueci BUpobHuLTBa. OCKiNbKM BUPOOHULITBO
Tabnetok 13 A/IONYPNHON CAHAO3®, no 100 Ta
300 Mr nepeHocuUTbCA 3 AinbHUL Kalwe Ha ginbHuLo
Gebze-2, 3 ypaxyBaHHAM NOTY)XHOCTEN 061aaHaHHS
Ha ginbHuUi Gebze-2, po3wmip cepii 6yB BU3HaueHuii Sk
2 700 000 Ttabnetok ana Tabnetok A/IONYPUHON
CAHAO3®, no 100 mr Ta 900000 TabneTok ans
Tabnetok AJ/IONYPNHON CAHAO3®, no 300 mr
3arBepaeHo:
3.2.P.3.1 Manufacturer(s) SALUTAS PHARMA GMBH
Otto-von-Guericke-Allee 1 39179 Barleben
Germany
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing, Testing,
Primary & secondary packaging and batch releaser
SANDOZ PRIVATE LIMITED, KALWE SITE
Plot No. 8-A/2 & 8-B
TTC Industrial Estate
Kalwe Block, Village-Dighe
Navi Mumbai 400 708
India
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing
S. C. SANDOZ S.R.L.

Livezeni street, no. 7A
RO-540472 Targu-Mures
Romania
Brief description of manufacturing step(s) performed
by manufacturing site(s):

Testing site
LEK PHARMACEUTICALS D.D.

Trimlini 2D, 9220 Lendava,

Slovenia
Brief description of manufacturing step(s) performed
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
by manufacturing site(s): Primary and Secondary
packager, Batch releaser

3anponoHoBaHo:
3.2. P.3.1 Manufacturer(s)
SALUTAS PHARMA GMBH
Otto-von-Guericke-Allee 1
39179 Barleben
Germany
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing, Testing,
Primary & secondary packaging and batch releaser
SANDOZ PRIVATE LIMITED, KALWE SITE
Plot No. 8-A/2 & 8-B
TTC Industrial Estate
Kalwe Block, Village-Dighe
Navi Mumbai 400 708
India
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing
S. C. SANDOZ S.R.L. Livezeni street, no. 7A
RO-540472 Targu-Mures
Romania
Brief description of manufacturing step(s) performed
by manufacturing site(s): Testing site
LEK PHARMACEUTICALS D.D.
Trimlini 2D, 9220 Lendava,
Slovenia
Brief description of manufacturing step(s) performed
by manufacturing site(s): Primary and Secondary
packager, Batch releaser
Gebze-2 (Address in English translation)
Sandoz Group Health Products
Pharmaceuticals Industry and trade Inc.
Organized Industrial Zone
Ihsan Dede Street 900th Street 41400
Gebze Kocaeli
Gebze-2 site (Address in Turkish translation)
The manufacturer: Sandoz Grup Saglik Urunleri llaclari
Sanayi Ve Ticaret A.S.
Site address: Organizesanayi Bolgesi, Ihsan Dede
Cad NO 900 Sokak, Gebze, 41400, Tiirkiye Note: The
address of Gebze-2 manufacturer site is mentioned in
Turkish language on GMP certificate, so address
provided in English and in Turkish language (same as
mentioned on GMP).
Brief description of manufacturing step(s) performed

by manufacturing site(s): Manufacturing.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS.
14. | ANONYPUHO | Ttabnetku no 300 CaHpo3 CnoBeHis BMPOGHMLTBO 3a HimeuyunHa/ | BHeCeHHSs 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu Il 3a UA/9524/01/02
N CAHOO3® Mmr; no 10 dapmachbHoTi NMOBHWUM LMK/IOM: IHais/ TMny - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6. peuenmom
Tabnetoky Kan3 g.4. Caiotac ®apma PymyHis/ 3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
6nicTepi; no 5 'mM6X, HimeuunHa; CnoseHis/ [04AaTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHM abo
6nictepiB y BUPOBHMLTBO in TypeyunHa BCbOro BUPOOHNYOrO NPOLLeCY rOTOBOrO /iKapCbKoro

KapTOHHI Kopoobui

bulk
(anbTepHaTMBHA
AinbHULA):
CaHnpos lMNpaiBeTt
Nimiteq, IHAis;
KOHTpONb cepil
(anbTepHaTMBHa
AinbHUUS):
C.K. CaHpo3
C.P.J1., PymyHis;
NepBUHHE i
BTOPWHHE
nakyBaHHs, [03BiN
Ha BUNycK cepil
(anbTepHaTnBHA
AinbHUUA):
Nex
dPapmaueBTMYHa
KOMnaHis 4.4.,
CnoBeHis;
BUPOBHMLTBO in
bulk
(anbTepHaTMBHA
AinbHMLA):
CaHpos 'pyn
Carnvk YpyHnepi
Inaknapi CaHait
Be TikapeT A.C.,
TypeuunHa

3ac006y (iHWi 3MiHN) - oaasaHHA AinbHuui CaHpo3
I'pyn Carnvk YpyHnepi Inaknapi CaHaii Be TikapeT
A.C., TypeuunHa / Sandoz Grup Saglik Urunleri llaclari
Sanayi Ve Ticaret A.S., Turkey (Hagani no Tekcty gns
HaliMeHyBaHHS OiNlbHUL BUKOPUCTOBYETHCSA
CKkopo4eHe no3HauveHHs «Gebze-2») BignosiganbHOI
3a BMPO6HMLTBO in bulk Ans yactTnHn abo BCbOro
BMPOOHNYOro NpoLecy rotoBoro NPOAYKTY - AiNbHULA,
Ha SKiii NnpoBOAATLCS ByAb-Ki BUPO6HUYI onepadii, 3a
BMHATKOM BUMYCKY CepiiA, KOHTPOSO cepii, NEPBUHHOIO
Ta BTOPVHHOIO NakyBaHHSA, 4151 HECTEPUSIbHUX
nikapcbknx 3acobis. 3MiHa NiMiTy B NnpoLeci
BMPOGHMLTBA AK HACNIAO0K BBEAEHHS HOBOT AifIbHUL
BMPOGHMLTBA Hepo3dhacoBaHoi Npoaykuii Gebze-2, a
came PO3LUMPEHHSA MeXi HACUMHOI LWi/IbHOCTI Ta
CMMYYOCTi Mif yac NpoBeAEeHH BUNPO6yBaHb Y
npoueci BUpobHuuTBa. OCKiNbkM BUPOOHULITBO
Tabnetok 13 A/IONYPNHON CAHAO3®, no 100 Ta
300 mr nepeHocuTbCA 3 AinbHULI Kalwe Ha ginbHuLo
Gebze-2, 3 ypaxyBaHHAM NOTYXHOCTe obnagHaHHS
Ha ginbHULi Gebze-2, po3Mip cepii 6yB BU3HaUEHWIA Sk
2 700 000 Tabnetok ans Tabnetok AJIONYPUHON
CAHOO3®, no 100 mr Ta 900000 TabneTok ans
Tabnetok AJ/IONYPNHO/ CAHOO3®, no 300 mr
3arBepaKeHo:
3.2.P.3.1 Manufacturer(s) SALUTAS PHARMA GMBH
Otto-von-Guericke-Allee 1 39179 Barleben
Germany
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing, Testing,
Primary & secondary packaging and batch releaser
SANDOZ PRIVATE LIMITED, KALWE SITE
Plot No. 8-A/2 & 8-B
TTC Industrial Estate
Kalwe Block, Village-Dighe
Navi Mumbai 400 708
India
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing
S. C. SANDOZ S.R.L.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

Livezeni street, no. 7A
RO-540472 Targu-Mures
Romania
Brief description of manufacturing step(s) performed
by manufacturing site(s):
Testing site
LEK PHARMACEUTICALS D.D.
Trimlini 2D, 9220 Lendava,
Slovenia
Brief description of manufacturing step(s) performed
by manufacturing site(s): Primary and Secondary
packager, Batch releaser
3anponoHoBaHo:
3.2. P.3.1 Manufacturer(s)
SALUTAS PHARMA GMBH
Otto-von-Guericke-Allee 1
39179 Barleben
Germany
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing, Testing,
Primary & secondary packaging and batch releaser
SANDOZ PRIVATE LIMITED, KALWE SITE
Plot No. 8-A/2 & 8-B
TTC Industrial Estate
Kalwe Block, Village-Dighe
Navi Mumbai 400 708
India
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing
S. C. SANDOZ S.R.L. Livezeni street, no. 7A
RO-540472 Targu-Mures
Romania
Brief description of manufacturing step(s) performed
by manufacturing site(s): Testing site
LEK PHARMACEUTICALS D.D.
Trimlini 2D, 9220 Lendava,
Slovenia
Brief description of manufacturing step(s) performed
by manufacturing site(s): Primary and Secondary
packager, Batch releaser
Gebze-2 (Address in English translation)
Sandoz Group Health Products
Pharmaceuticals Industry and trade Inc.
Organized Industrial Zone
Ihsan Dede Street 900th Street 41400
Gebze Kocaeli
Gebze-2 site (Address in Turkish translation)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
The manufacturer: Sandoz Grup Saglik Urunleri llaclari
Sanayi Ve Ticaret A.S.
Site address: Organizesanayi Bolgesi, Ihsan Dede
Cad NO 900 Sokak, Gebze, 41400, Tiirkiye Note: The
address of Gebze-2 manufacturer site is mentioned in
Turkish language on GMP certificate, so address
provided in English and in Turkish language (same as
mentioned on GMP).
Brief description of manufacturing step(s) performed
by manufacturing site(s): Manufacturing.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS.
15. | AIbMIHAOA TabneTku, BKPUTI ACTPA3EH LLBeuis BMPOOHULITBO Lseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/20307/01/01
nNiBKOBOIO EKA Ab TabneTok, My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyernmom
o6onoHkoto, no 60 BMNPOGYBaHHS, KOHTpO/b roToBoro fikapcbkoro 3acoby. 3miHa
Mr; o 14 nakyBaHHs napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
Tabnetoky nikapcbkoro rOTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHM) NpUBEaEHHS
6nicTepi; no 4 3acoby, BUMycK cneumdikauii M3 y BignosigHicTb 40 MoHorpadil
6nictepu y cepit: «Ticagrelor tablets»(3097)E® 3 BignosigHUMM
KapTOHHI Kopobui AcTpa3eHeka Ab MeToAamMn KOHTPOs0. BBeAeHHS 3MiH npoTarom 6
MiCALIB MiC/1A 3aTBEPKEHHS. 3MiHuM | Tuny - 3MiHKn 3
sKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby. 3miHa y MeToAax BMnpobyBaHHS
roTOBOrO JliKapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHa
nocunaHb Ha aHaNiTUYHi METOAMKM MOCUNaHHAMMN Ha
€ BignosigHo fo moHorpadii «Ticagrelor
tablets»(3097)E® Ta BUAaneHHs 3 fOCLE BigNOBIAHUX
aHaniTMYHMX MeToamnK. BBeeHH:A 3MiH npoTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS
16. | A/IbMIHOA TabneTku, BKpUTI ACTPA3EH LBewis BMPOGHMLITBO LBeuis BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/20307/01/02
nNiBKOBOIO EKA Ab TabneTok, TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuenmom
o6onoHkoto, no 90 BMNPOGYBaHHS, KOHTposb roToBoro fikapcbKoro 3acoby. 3miHa
Mmr; no 14 nakyBaHHs napameTpiB cneuudikauii Ta/abo JONYCTUMMX MEX
Tabnetok y nNiKapcbkoro rOTOBOrO J1iKapCbKOro 3acoby (iHLUi 3MiHWN) NpUBEAEHHS
6nicTepi; no 1 abo 3acoby, Bunyck cneumdikauii M3 y BignosigHicTb 4O MoHOrpadil
4 6nictepn y cepit: «Ticagrelor tablets»(3097)E® 3 BignosigHNMK
KapTOHHIlA KopooLi AcTpa3eHeka Ab MeToamMu KOHTPOso. BBeeHHs 3MiH NpoTarom 6
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHW | Tuny - 3MiHKn 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOTO
nikapcbKoro 3acoby. 3miHa y MeToAax BUnpobyBaHHS
roTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW) - 3MiHa
nocunaHb Ha aHaNiTUYHi METOAMKM MOCUIaHHAMMN Ha
€0 BignosigHo A0 MoHorpadii «Ticagrelor
tablets»(3097)E® Ta BUAaANEHHS 3 fOCLE BifgNOBIAHUX
aHasliTUYHNX MeToAVK. BBeAEHHS 3MiH NpoTArom 6
MiCsILiB MicNs 3aTBEpPIKEHHS
17. | AMIOOAPOH | Ta6netknno 0,2, MpuBatHe YkpaiHa MpuBaTHe YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux martepianiB: 3MiHu | 3a UA/8904/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 10 TabneTtok y
6nictepi; no 3
6nicTepy B nav, 3
KapTOHY

akuioHepHe

TOBapUCTBO
"Jlekxim-
Xapkis"

akuioHepHe
TOBapUCTBO
"Nlekxim-Xapkis",
YkpaiHa,;
MpAT "TexHonor",
YkpaiHa

TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI abo
BU/TYUYEHHA cepTudikaTa BignoBiAHOCTI EBponechkiii
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudpikat
Bifl y>Ke 3aTBEep)KEHOro BUPO6HYKa - NOAAHHSA
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI €BpONechbkili
thapmakonei Ne CEP 2003-216-Rev 10 (3aTBEpXEHO:
R1-CEP 2003-216-Rev 08) ansa Aito4oi pevoBuHN
amioflapoHy riipoxnopuay Bif BXe 3aTBepyKeHoro
BMPOGHUWKA, sIKMiA 3MiHMB Ha3By 3 GLENMARK LIFE
SCIENCES LIMITED, India Ha ALIVUS LIFE
SCIENCES LIMITED, India.

peyenmom

18.

AMIOAAPOH

Tabnetkn no 0,2,
in bulk: no 3000
Tabnetoky
KOHTeliHepax
nnacTMacoBux

MpuBatHe
akujioHepHe
TOBapuCTBO

"Jlekxim-
Xapkis"

YKpaiHa

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"Jlekxim-XapkiB"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |
Tnny - 3MiHK 3 aKkocTi. CepTudikat BignosigHOCTI/IE-
cepTudikaT BigMoBigHOCTI EBpoNenchkiii
hapmakonei/MoHorpadii. MogaHHs HoBOro abo
OHOBJ/IEHOrO cepTucpikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponeiicbkin thapmakonei) - OHoBNeHWn cepTuddikat
Bif] y)Xe 3aTBepAXeHOro BUPOGHMKA - NOJaHHS
OHOBJIEHOIO cepTudikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP 2003-216-Rev 10 (3aTBEpAXeHO:
R1-CEP 2003-216-Rev 08) ans Aito4oi pevoBrHN
amiofiapoHy riapoxnopuay Bif BXe 3aTBeppKeHoro
BMPOGHWKA, AKniA 3MiHMB Ha3By 3 GLENMARK LIFE
SCIENCES LIMITED, India Ha ALIVUS LIFE
SCIENCES LIMITED, India.

UA/8905/01/01

19.

AMILUNTPOH
® nnoc

MopoLUOK AN
opasibHOro
pO34nHy, no 5ry
calue; no 10 cawwe
y nadui 3 KapToHy

ToBapucTeo
3
[0[aTKOBOIO
BiAgnosigaib
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
KOHTPO/1b rOTOBOro NikKapcbKoro 3acoby (iHLi 3MiHW)
YTOUHeHHs hopMy toBaHHSA HOPMYBaHHS TeCcTy
06yMOB/IEHO NPVBEAEHHAM Y BiNOBIAHICTb [0 BUMOT
[oY pitouoi pegakuii (BHECEHO BUMOTHY Y Bif,COTKaXx).
3MiHu | TURY - AGMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AibHUL (BKIHOYAKUU AinbHUL aAns Adl,
NPOMIXXHOro NPoAYyKTY abo roToBOro NikapcbKoro
3aco6y, AiNbHULI A8 NpoBeAEeHHS NakyBaHHS,

6e3
peyenma

UA/16181/01/01
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

yrnakoska)

BMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK cepild, Micue
NpoBefeHHs1 KOHTPO/IO cepii) abo nocTavyanbHUKa
BVXiJHOTO Matepiany, peareHTy abo AONOMiXHOT
PEeYOoBMHM (SIKLLIO 3a3HAYEHO Y J0CLE) BunyyeHHs
BMpo6HMKa Unichem Laboratories Limited, IHgis,
Litoy0T pevoBuHN heHinedqpuHy rigpoxaopua, Wwo
BXOAMTb A0 CKNady roToBOro fikapCcbKoro 3acoby.
CynyTHS 3MiHa - 3MiHK 3 fkocTi. ADI. KoHTponb APl
(iHWi 3miHK) BignoBigHO MPONOHYETLCS BUyYEHHS
HOPMYBaHHS Ta METOANKN BU3HAYEHHS 3aUTULLKOBUX
PO3YMHHIIKIB, & TAKOX 3a3HAaYEeHHS BUAY YNaKoBKM Ta
TepMiHy NMpUAATHOCTI 415 LUbOro BUpo6Huka y BAH/,
Ha A®I. 3miHn Il TMnY - 3MiHK 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXi4HOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
BYKOPUCTOBYIOTLCA Y BUpo6HMYOMY npoueci A®l, abo
3MiHa BMPOGHMKa (BKIOYatoun, Ae HeobxigHo, Micue
npoBefeHHs KOHTPOIo AKocTi) AdI (3a BiAgCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepkeHOMy [,0Cbe)(BBEAEHHS
HoBOro BMpo6Huka A®| 3 HagaHHAM MacTep-haiina Ha
A®l) BBeeHHs HOBOro Bupo6Huka APl Shenzhen
Oriental Pharmaceutical Co., Ltd., Kutaii, gjto4oi
peyoBuHM theHinedprHy rigpoxiopus, Lo BXoAnTb 40
CKnafly roToBOro nikapcbkoro 3acoby. CynyTHS 3miHa -
3MiHK 3 aKocTi. APl. KoHTposb API (iHLWi 3MiHK)
BifJNOBIAHO NPOMNOHYETLCS HABEAEHHSA HOPMYBaHHA Ta
METOAVKMN TECTY «3aNLLKOBI PO3YMHHMKN», & TaKoX
3a3HaYeHHs BUAY yNakoBKW Ta TEPMiHY NePeKOHTPOs0
015 uboro BMpo6Huka y BAH/ Ha A®l. [itoua
pepakuis: 3aTBepAxeHi BUPOOHUKM Aito40i pevyoBUHA
eHinedpuHy rigpoxnopug: Unichem Laboratories
Limited, India; Malladi Drugs & Pharmaceuticals
Limited Unit-3, India MponoHoBaHa pefakLis:
MponoHoBaHi BUPOOHWKN it040i PEYOBUHMN
theHinedpuHy rigpoxnopua: Malladi Drugs &
Pharmaceuticals Limited Unit-3, India; Shenzhen
Oriental Pharmaceutical Co., Ltd., China

UA/16182/01/01

20.

AMILUTPOH
® NNoC BE3
LYKPY

NopoLUOK AN
OpasIbHOrO
po3uMHy, mo 5ry
cauwe; no 10 cawe
y nayLi 3 KapToHy

ToBapucTBo
3
[04aTKOBOO
BignoBigab

HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
npoaykTy abo rotToBOro NikapCcbkoro 3acoby, AifbHULI
NS NPOBefeHHA NakyBaHHS, BUPOOHMKA,
BIANOBIAA/ILHOrO 3a BUNYCK Cepiil, MiCLie NpOBeAEHHS
KOHTPO/IH0 cepil) abo nocTayasibHMKa BUXigHOro
mMaTtepiany, peareHTy abo fOMNOMDKHOI peHOBUHN

(SKLLLO 3a3HAYEHO Y A0CHE) - BunyyeHHst BUPO6HUKa

6e3
peyenma
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Unichem Laboratories Limited, IHAis aitoyoi peyoBuHU
heHinedpiny rigpoxnopug. CynyTHs 3miHa - 3MiHu 3
akocTi. A®Il. KoHTponb A®I (iHwi 3miHW) BignosigHo
MPOMNOHYETLCA BUNYYEHHSI HOPMYBaHHS Ta METOANKN

BU3HAYEHHS 3a/INLLKOBUX PO3UYNHHWKIB, & TakoX
3a3HayeHHs BUAY ynakoBku Ta TEpMiHy NpugaTHoCTi

015 uboro BUpo6bHuka y BAH Ha A®I. 3miHu | Tuny -
3MiHU 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHM) YTOYHEHHS

chopMy toBaHHA HOPMyBaHHSA TeCTy 06YMOB/IEHO
npuBeeHHsAM Y BiANOBIAHICTb A0 BUMOr AdY gitouoi

pefakuii ( BHeCeHHsi BUMOrM y BiagcoTkax). 3miHu Il

TMny - 3MiHK 3 siKocTi. A®l. Bupo6HMUTBO. 3MiHa

BMPOGHMKa BUXIAHOrO/MPOMIXHOIO NPoAyKTYy/peareHTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npoueci AdI,

a60 3MiHa BUPOGHWMKa (BKNOYatouu, ae HeobxigHo,
MicLie NpoBeAeHHs KOHTPOIo aKkocTi) AdI (3a

BiICYTHOCTI cepTudpikaTa BiANOBIgHOCTI EBpONechbkili

hapmakonei y 3aTBepKeHOMY [0CLE)(BBEAEHHS

HOBOro BMPOGHMKa A®| 3 HaflaHHAM MacTep-haiina Ha
A®Il) BBegeHHsi HoBoro BMpo6Huka Shenzhen Oriental

Pharmaceutical Co., Ltd.,Kutaii, gitouoi peqoBuHM
heHinedpuHy rigpoxnopua, Wwo BXoauTb A0 cKnagy

roTOBOrO Jlikapcbkoro 3acoby. CynyTHsl 3MiHa - 3MiHu 3

AKocTi. A®l. KoHTponb A®I (iHWi 3miHK) BigNoBigHO
NPOMNOHYETLCA HaBeAEHHSI HOPMYBaHHS Ta METOLMKN

TECTy «3a/MLLKOBI PO3UYMHHUKN», & TAKOX 3a3HauYeHHs

BUAY YNakKoBKW Ta TEPMiHY NEPEKOHTPOI0 A1 LibOro
BMpo6HuKa y BAH[ Ha A®I. [litova pepakuis:
3aTBepaKeHi BUPOOHUKN [ito40i peyoBUHM
heHinedpuHy rigpoxiopua:

Unichem Laboratories Limited, India; Malladi Drugs &
Pharmaceuticals Limited Unit-3, India MponoHoBaHa
peaakuisi: NMponoHoBaHi BUPOGHUKN Aito40i peyoBUHN
theHinedpuny rigpoxnopua: Malladi Drugs &
Pharmaceuticals Limited Unit-3,India;
ShenzhenOrientalPharmaceuticalCo., Ltd., China

21.

AMILUNTPOH
® POPTE

NopoLUOK A8
0pasIbHOTO
po34unHy no 23 ry
cawe; no 23ry
calue; no 10 cawe
B Nnauuj 3 KapToOHY

ToBapucTeo
3
[0aTKOBOO
BiAnosigaib
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0,aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
TMNy - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT
OinbHUUI (BKNOYaoUY AinbHUL Ana APl TpOMKHOIo
npoAyKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuLI
AN NPOBefeHHA NakyBaHHS, BUPOOHNMKA,
BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS
KOHTPO/II0 cepii) abo noctayasibHyKa BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI pEYOBVHN
(AKLLO 3a3HaYeHOo Y A0Cbe) BunyyeHHs BUPOGHMKA
Unichem Laboratories Limited, |HAis gjto4oi pevyoBunHM

6e3
peyenma

UA/13912/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

deHinedpiHy rigpoxnopug. MNocnigoBHa 3miHa:
BiZJNOBIAHO NPOMNOHYETHLCS BUMYYEHHS HOPMYBaHHSA Ta
METOAVKN BU3HAYEHHS 3aUIMLLKOBMX PO3YMHHUKIB, @
TaKoX 3a3HayeHHs BUAY ynakoBku Ta TepMiHy
npuaaTHoOCTI AN Lboro BUpobHuka y BAH Ha AdI.
CynyTHS 3miHa - 3MiHKM 3 AkocTi. A®I. KoHTponb AdI
(iHWi 3miHW) 3MiHK 1l TUNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXi4HOro/MpOMiXXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUpo6HMYOMY npoueci A®l, abo
3MiHa BMPOGHUKa (BKIOYatouu, Ae HeobxigHo, Micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpONEchkili
thapmakonei y 3aTBepkeHOMY [,0CbE)(BBEAEHHS
HoBOro BMpo6Huka A®| 3 HagaHHAM MacTep-haiina Ha
A®l) BBeeHHs HOBOro BMpo6Huka Shenzhen Oriental
Pharmaceutical Co., Ltd.,KuTaii, gitouoi pe4oBuHu
cheHinedpuHy rigpoxnopua, Wwo BXoAUTb A0 cKnagy
roTOBOrO JlikapcbKoro 3acoby. MNocnigoBHa 3miHa:
BifiNOBIAHO NPONOHYETHLCS HABEAEHHS HOPMYBAHHSA Ta
METOAVKMN TECTY «3aMLLKOBI PO3UMHHUKN», & TaKoX
3a3HaYeHHs BUAY yNnakoBKW Ta TEPMiHY NepeKOHTPOIo
ANnA uboro BupobHuka y BAH/[ Ha A®| BeeeHHsA
[o[aTKkoBoro BupobHuka A®l 06ymoBieHo
NoricTMYHMMK NoTpebamu, Ta He € HacnNiAKOM
Henepegb6ayeHx 06CTaBuH y NpoLeci BUpoGHULTBA.
[itoya peyoBuHa: MponoHoBaHi BUPOOHWKK Aito4oi
peyoBUHU heHinedpuHy rigpoxaopus BUPOOHNKN:
Unichem Laboratories Limited, India; Malladi Drugs &
Pharmaceuticals Limited Unit-3, India MponoHoBaHa
peaakuisi: NMponoHoBaHi BUPOGHUKN Aito40T peyoBUHN
dheHinedpuHy rigpoxnopug sBupobHukmn: Malladi Drugs
& Pharmaceuticals Limited Unit-3, India;
ShenzhenOrientalPharmaceuticalCo., Ltd., China.
CynyTHS 3MiHa - 3MiHK 3 fkocTi. ADI. KoHTponb AdI
(iHWi 3MiHW)

22.

AMNIoOAMMNIH-
DAPMAK

Tabnetkn no 5 mr;
no 10 TabneTtok y
6nicTepi, no 1 abo
no 2 6nictepu B
naJui 3 KapToHy

AT
"papmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu Il
UMy - 3MiHK 3 AKkocTi. ADI. (iHWi 3MiHK) 3MiHW Y 3B'A3KY
3 OHOBNEHHAM ASMF ans Aitoyoi pevoBrHN
AmnoguniHy 6ecunaty BupobHuka Anek Prayog Pvt
Ltd, Ingis. 3arsepmxeHa Bepcia: NCL/AB/01, Rev: 03
3anponoHoBaHa Bepcis: NCL/AB/01, Rev: 06

3a
peyenmom

UA/4556/01/01

23.

AMNIoOAMMNIH-
DAPMAK

Tabnetku no 10
mr; no 10
Tabnetok y
6nictepi, no 1 abo
no 2 6nictepu B

AT
"papmak”

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [0 peecTpayiiiHux maTepiasnis: 3MiHu |l
IRy - 3MiHY 3 AKkocTi. ADI. (iHWi 3MiHK) 3MiHW Y 3B'A3KY
3 OHOBJIEHHAM ASMF ans fito4oi pevyoBuHU
AmnoguniHy 6ecunaty BupobHuka Anek Prayog Pvt
Ltd, Ingis. 3atBepmkeHa Bepcis: NCL/AB/01, Rev: 03

3a
peyenmom

UA/4556/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
nayi 3 KapTOHY 3anponoHosaHa Bepcis: NCL/AB/01, Rev: 06
24. | AMOKCUUMAN | kancynu no 500 AHTUBIOT PymyHis AHTUBIOTUKW PymyHis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/18798/01/02
IH mr; no 10 kancyn y VKM CA CA Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossi2ae
6nictepi, no 1 thapmakoHarnagy. BunyyeHHs (cvuna gii) - Buny4eHHs
6nictepy y [03yBaHHA 250 Mr. 3MiHN BHECEHO A0 IHCTPYKLUi ANs
KapTOHHI navu,i MeJMYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby Ao
po3ginis "Cknag", "Nikapcbka chopma”, "Cnocio
3acToCyBaHHA Ta 031", "YnakoBka" LWOA0 BUYYEHHSA
[o3yBaHHa 250 Mr, 3 BigNOBIAHUMYM 3MiHAMUW [0 TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
(BUYYEHHS TEKCTY MapKyBaHHA 4719 [03yBaHHSA 250
Mr). BBegeHHsA 3MiH MpOTAroM 6-Tv micsALiB nicns
3aTBEPAKEHHS.
25. | AHANbIH Tabnetkn no 0,5r; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 6e3 UA/1410/01/01
no 10 Tabnetok y "TepHodhbap "TepHodapm" TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3acib. peyenma
6nictepax M" KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo 4oNyCTUMUX MEX
rOTOBOrO JlikapcbKoro 3acoby (iHwi 3miHM) CynyTHSA
3MiHa - 3MiHM 3 sIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNpPo6yBaHHSA rOTOBOrO /1iKapCbKOro 3acoby
(iHWi 3miHKM y MeTofax BMNpO6yBaHb (BKIOYaKun
3aMiHy abo AOMOBHEHHS)) BHECEHHS 3MiH B
cneumaikauito M3 Woao 3mMiHU PYyTUHHOCTI
NpoBeAEeHHA aHasizy MiKpob6ioaoriYHOro KOHTPOsI0
N3, a came CKOPOYEHHS Ki/TbKOCTI KOHTPOIO cepili
«He pyTWHHWIA TECT: AOMNYCKAETLCA NPOBOANTYU
KOHTPO/b NepLLOT Ta KOXHOI N'ATOI HACTYMHOI cepil
N3, ane He pigLwe Hix 1 cepii B pik», Ta CynyTHA
3MiHa, a caMe 3a3HayeHHs KOPEKTHOro NOCU/IaHHA Ha
gitove BugaHHsa APY B MeToAax KOHTPO/I0 rOTOBOro
NiKapcbKoro 3acoby 3a nokasHnkom «MikpobionoriyHa
yncrora»
26. | AHOAN®EH IC | Tabnetku; no 10 ToBapucTBo YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHnux maTtepianis: 3MiHu | 6e3 He UA/15886/01/01
Tabnetok y 3 [0[aTKOBOK MRy - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta peuyenma nidnsieae
6nicTepi; no 1 [0[aTKOBOIO BiANOBIAA/IbHICTIO hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
6nicTepy B nau; Bignosigasb "IHTEPXIM" NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLT
no 10 TabneTtok y HicTIO 719 MeANYHOro 3acToCyBaHHs Ha NiAcTasi perynigpHo
6nicTepi "IHTEPXIM" OHOBJ/IHOBAHOTO 3BiTY 3 6e3neky NikapcbKoro 3acoby,

abo pocnigkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKOro
3acoby B nicnsipeecTpauiiiHnii nepiod, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BiAANOBIAHO A0 NnaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHW BHECEHI A0 IHCTPYKUIT AN MefuyYHOro
3aCTOCYBaHHs iKapcbKoro 3acoby Ao po3gdinis
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

"MpoTunokasaHHsa", "OcobNMBOCTI 3aCTOCyBaHHS",
"Mepepo3ysaHHsa", "MobiyHi peakuii” Woao 6esnekn
3acToCcyBaHHS fjl040i pevyoBUHU (MeTaMi3on) 3a
pekomeHgauieto PRAC EMA. TepMiH BBeEHHS 3MiH
npoTArom 6 micsAuiB nicns 3aTBepakeHHs. CynyTHA
3MiHa - 3MiHM LWoao 6e3nekn/edreKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(u) fo
3060B's13aHb Ta YMOB BUaui peecTpauiiHoro
NOCBiAYEeHHS, BKoYatoun MnaH ynpasiHHSA pu3nkamu
(iHLWi 3MiHK). 3asBHUKOM HaAaHo OHOBNEHUI MnaH
ynpasiHHA pu3nkamu Bepcis 2.2. 3MiHWM BHECEHO [0
YacTuH:
| «3aranbHa iHdopmauis», Il «Cneumndikauis 3
6e3nekn», Il «MnaH 3 dapmakoHarnagy», V «3axoan
3 MiHimi3auii pusukie», VI «Pe3tome nnaHy ynpasniHHA
pusnkamm», VIl «logatkun» y 38’A3Ky 3 OHOBJ/IEHHAM
PYTUHHUX Ta BNPOBaKEHHAM A04aTKOBUX 3aX04iB 3
MiHimi3aLji pu3mkiB Ha nigcTasi pekoMmeHaauii PRAC.
Pestome MnaHy ynpaBniHHA pu3nkamu Bepcis 2.2
[0a€ETbCA.

27.

AHXENIK

TabneTku, BKpUTI
060/10HKO0; MO 28
Tabnetok y
6nicTepi 3
KaneHgapHo
LUKaJU10t0, B
KapTOHHI navu,i

Baiiep Al

HimeuumnH
a

nepBuHHa Ta
BTOPMHHA
ynakoBka,
KOHTpOsb cepii,
BiAnoBiganbHUii 3a
BWMYCK Cepil:
Baiiep AT,
HimeuunHa,
BMPOGHMLITBO
Hepo3dacoBaHol
npoaykuii: baiiep
Baiimap Mm6X i
Ko. KT, HimeuunHa

HimeuunHa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 4yacToTu Ta/abo TepMmiHis
nofaHHA perynsapHO OHOB/IIOBAHMUX 3BITIB 3 6e3nekn
nikapcbkunx 3acobiB 3MiHM y 4acToTi Ta AaTax nogaHHs
perynsipHoO OHOBJ/IKOBAHOTO 3BITY 3 6e3neku. [itovya
pepakuis: Yactota nogaHHa perynspHo
OHOB/OBAHOIO 3BITY 3 6e3nekn 5 pokis. KiHueBa gata
[ON5 BKIOYeHHA AaHunx o PO3B6 — 10.12.2019 p. [ara
nogaHHs — 09.03.2020 p. MponoHoBaHa pefakyis:
YacToTa nogaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekmn 5 pokis. KiHueBa garta A5 BKIIOYEHHS JaHnX
0o PO3b —10.12.2029 p. Aarta nogaHHsA — 10.03.2030
p. PekomeHA0BaHO [0 3aTBEPAXEHHS BiANOBIAHO [0
nepiogMYHOCTI NOAAaHHS PEryNSPHO OHOB/IOBAHNX
3BITIB 3 6e3nekn Nikapcbknx 3acobiB y €C

3a
peyenmom

UA/2242/01/01

28.

APBUTENDb

Tabnetku no 20
mr, no 10
Tabnetok y
6nictepi, no 3
6nictepu B
KOpOOGLIi 3 KAPTOHY;
no 7 Tabnetok y
6nictepi, no 2 abo
4 6nictepu B
KOpoOLi 3 KapTOHY;
no 14 TabneTtok y

MIKPO
NABC
NIMITEL

IHais

MIKPO JTABC
NIMITEL

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHu go
y3arasibHeHUX JaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3arasibHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiAANOBIAA/IbHOI 32 34iliCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0co6bw, BignoBigasbHOT
3a 34jiicHeHHs chapmakoHarnsagy (BkaYakym

3a
peyenmom

UA/18379/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
6nictepi,no 1, 2, 4 KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
abo 7 6nicTepis B chaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
KOpOGLIi 3 KAPTOHY [aHnx YNoBHOBaXXEHOT 0CO6Y 3asBHMKA,
BigNoBiAa/IbHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMNOBIAa/ILHOT 3a
dhapMakoHarisg B YKpaiHi.
29. | APBUTE/Ib Tabnetku no 40 MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/18379/01/02
mr, no 10 NABC NIMITEL, MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
Tabnetoky NIMITEL thapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepi, no 3 y3araslbHeHUX AaHux nNpo cuctemy gapmakoHarnsgy
6nictepy B (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
KOpOO6Lii 3 KApTOHY; hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
no 7 Tabnetok y BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsgy;
6nicTepi, no 2 abo KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
4 6nictepn y 3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BoHa
KOpoOLi 3 KapTOHY; BiAMiHHa Bif, yNOBHOBaXeHOI 0co6bw, BignoBigabHOI
no 14 TabneTtok y 3a 3gilicHeHHs thapmakoHarnagy (Bkvarun
6nicTepi, no 1,2,4 KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
abo 7 6nictepis B thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHUX
KOpo6L,i 3 KapTOHY AaHnX yrnoBHOBaXXEHOT 0CO6U 3asIBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHariA4. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnsg B Ykpaii.
30. | APBUTE/Ib Tabnetku no 80 MIKPO IHAja MIKPO NABC IHAjA BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/18379/01/03
mr, no 10 NABC NIMITEL TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenmom
Tabnetoky NIMITEL thapmakoHarnagy. BeegeHHs abo 3miHu oo
6nicTepi, no 3 y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
6nictepn B (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
KOpoOL,i 3 KapPTOHY; hapMakoHarnisgy, 3mMiHa yrnoBHOBaXXEHOT 0cobu,
no 7 TabneTtok y BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
6nictepi, no 2 abo KOHTaKTHOT 0co6U 3 chapmakoHarnsay 3asBHuKa 45
4 6nictepu y 3AjiicHeHHs chapmakoHarnsagy B YKpaiHi, Ko BOHA
KOpPOO6Lii 3 KApTOHY; BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
no 14 tabneTtok y 3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
6nicTepi, no 1,2,4 KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
abo 7 6nicTepi B thaiina cuctemm chapmakoHarnisgy). 3MiHa KOHTaKTHUX
KOpOGLLi 3 KAPTOHY [aHnx ynoBHOBaXEHOT 0COOY 3asiBHMKA,
BiANOBIAabHOI 3a hapMakoHarnsg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
dhapmMakoHarnag B YKpaii.
31. | APBUTE/Ib H | TabneTtku, no 40 MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a He UA/18380/01/01
mr/12,5 mr; no 7 NABC NIMITEL Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosnsizae
Tabnetoky NIMITEL chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
6nictepi;no4Ta 8 NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
6nicTepis B 0151 MeMYHOro 3acTocyBaHHA Ha NigcTasi perynspHo

KOpOoOLi 3 KapTOHY;
no 14 TabneTtok y

OHOB/IOBAHOrO 3BiTY 3 6e3neKun NiKapcbkoro 3acooby,
ab0 focnimkeHb 3 6e3nekn 3acToCyBaHHS JTiKapCbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
6nictepi;no 1, 2, 4 3acoby B nic/iAspeecTpaviiiHuii nepiod, abo sk
Ta 7 6nictepis B pe3ynbTaT OUiHK/ 3BITY 3 AOC/IKEHb, MPOBEAEHNX
KOpPOO6Lii 3 KApTOHY BiANOBIAHO A0 MiaHy negiatpuyHnx gocnigkeHs (PIP)
(3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIi AN MeANYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn
3acToCcyBaHHS Nikapcbkoro 3acoby.
TepMmiH BBEAiEHHS 3MiH - NpoTArom 6 micauis nicns
3aTBEPAKEHHS
32. | APBUTE/IbH | Tabnetku, no 40 MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18380/01/01
mr/12,5 mr; no 7 NABC NIMITEL, MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
Tabnetoky NIMITEL thapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepi;no4Ta8 y3araslbHeHUX AaHux Npo cuctemy apmakoHarnsgy
6nicTepis B (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KOpOO6Lii 3 KApTOHY; hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
no 14 tabneTtok y BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
6nicTepi, no 1,2,4 KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
Ta 7 6nictepis B 3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BoHa
Kopo6Li 3 KapTOHY BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigaibHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkaoyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 32 hapMakoHariA4. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi
33. | APBUTE/Ib H | TabneTtku, no 80 MIKPO IHAja MIKPO NABC IHAjA BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a He UA/18380/01/02
mr/12,5 mr; no 7 NABC NIMITEL TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenmom | nidssizae
Tabnetoky NIMITEL thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
6nictepi; no41a 8 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
6nictepis B 0151 MeQMYHOro 3acToCcyBaHHA Ha NiAcTasi perynspHo

KOpPOO6Lii 3 KApTOHY;
no 14 tabnetok y
6nictepi;no 1, 2, 4
Ta 7 6nictepis B
KOpOOGLIi 3 KAPTOHY

OHOBJIIOBAHOrO 3BiTY 3 6E3MeKn NiKapcbKoro 3acooby,
abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS JlikapCbKoro
3aco6y B nic/isipeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOCMILKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHux gocnimkers (PIP)
(3MiHY Y3ropKeHo 3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT AN MeAUYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLlii 3 6e3neku
3aCTOCyBaHHs NiKapCbKoro 3acoby.

TepMmiH BBeflEHHS 3MiH - NpoTArom 6 micauis nicns
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3aTBEPAXKEHHS
34. | APBUTENIb H | Tabnetku, no 80 MIKPO IHAiA MIKPO NNABC IHAaiA BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/18380/01/02
mr/12,5 mr; no 7 NIABC NIMITEL Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
Tabnetok y NIMITEL thapmakoHarnsgy. BeefeHHa abo 3miHu fo
6nictepi;no4T1a 8 y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
6nicTtepis B (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcTeMy
KOpoOLi 3 KapTOHY; hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
no 14 tabnetok y BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
6nicTepi, no 1,2,4 KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
Ta 7 6nictepis B 3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHa
KOpOO6Li 3 KapTOHY BiAMiHHa Bif, YNOBHOB&XeHOi 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
dhaiina cuctemmn thapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHMKA,
BignoBiAabHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMNOBIAa/IbHOT 3a
hapMakoHarnsg B YKpaiHi
35. | APBUTE/NIb H | Tabnetku, no 80 MIKPO IHAisa MIKPO NNABC IHAin BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a He UA/18380/01/03
mr/25 mr; no 7 NABC NIMITEL, MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsieae
Tabnetok y NIMITEL hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
6nictepi;no4Ta8 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
6nicTepis B A5 MeMYHOro 3acToCcyBaHHS Ha MiAcTasi perynspHo
KOpOOGLIi 3 KAPTOHY; OHOBJ/IOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro 3acoby,
no 14 tabneTtok y abo pocnigxeHb 3 6e3nekn 3acToCyBaHHS NiKapCbKOro
6nicTepi, no 1,2,4 3acoby B nicrsipeecTpaviiiHvii nepiod, abo sk
Ta 7 6nictepis B pesynbTaT OLiHK/ 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
Kopo6Li 3 KapTOHY BiANOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLUIT 4151 MEAUYHOTO
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta “Mo6ivHi peakuii”
BiANOBIAHO 40 OHOBNEHOI iHGhopMaLii 3 6e3nekn
3acTOCyBaHHS MikapCbKoro 3acoby.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS
36. | APBUTE/Ib H | TabneTtku, no 80 MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 3a UA/18380/01/03
Mmr/25 mr; no 7 NABC NIMITEL Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peuyenmom
Tabnetoky NIMITEL hapmakoHarnsagy. BeegeHHs abo 3miHu o
6nictepi;no4Ta 8 y3araJlbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
6nictepis B (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy

KOpPOO6LIi 3 KAPTOHY;
no 14 TabneTtok y
6nicTepi, no 1,2,4
Ta 7 6nictepis B
KOpo6L,i 3 KAPTOHY

hapmMakoHarnagy, 3MiHa yrnoBHOBaXXEHOT ocobu,

Bi4NOBiAA/IbHOI 3a 34iICHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3fjiicHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiMiHHa Bif YNOBHOBaXKEHOI 0Cc0o6W, BignoBigaibHOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3a 3gjlicHeHHs chapmakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0CObY 3asBHMKA,
BiANOBIAabHOI 3a hapmakoHarnfg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu 3asiBHMKA, BiANOBIAa/IbHOT 3a
hapMakoHarnsag B YkpaiHi
37. | ACKOUVH® TabneTku Lwunyui TOB YkpaiHa KYCYM IHAaiA BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3MiHu | - UA/21113/01/01
MAKC in bulk: Ne 1800 «TNEQPAP XENTXKEP MBT TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
(10x180) wwunyumnx M NTA» nTa Cuctema KoHTeliHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
Tabnetok: no 10 pO3Mipy ynakoBK/ roTOBOrO JliKapCbKoro 3acoby (iHLwui
LUMMYYMX 3MiHY) - BBEAEHHS A,04aTKOBOI yNakoBku y hopMi in
Tabnetok y bulk y 3B'A3Ky 3 BUPOGHWUYOIO HEOOXIAHICTIO
no/inponisIeHoBIMN
Ty6i; no 180 Ty6 y
KapTOHHilA
kopobui; in bulk:
Ne 2400 (20x120)
LUMNYYmX
TabneTok: no 20
LUNYYnX
Tabnetok y
no/inponisIeHoBiMN
Ty6i; no 120 Ty6 y
KapTOHHI/ KOopooLi
38. | ACKOUUH® TabneTky Wwunyui, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 6e3 UA/18993/01/01
MAKC no 10 a6o no 20 «TNEQPAP XENTXKEP MNBT TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenma
LUMAYYnx M NTA» nTa CucTema KoHTelHep/3akynoptoBasibHUiIA 3aci6. 3MiHa
Tabnetoky pO3Mipy ynakoBK/ roTOBOrO JlikapCbKoro 3acoby (iHLwui
noninponisieHoB.i 3MiHW) - BBEAEHHSA [04aTKOBOI YNakoBku y chopMi in
Ty6i, no 1 1y6i y bulk y 3B'A3Ky 3 BUPOGHMYOIO HEOBXIAHICTIO
KapTOHHI/ Kopobui
39. | ACnIPUH TabneTku, BKpUTI Baiiep LBeiiuapi BMPOGHMLTBO "in HimeuyunHa/ | BHeCeHHSs 3MiH [0 peecTpayiiiHux maTepiasis: 3MiHu Il 6e3 niossieae UA/7802/01/01
KAPAIO® KMLLKOBOPO3YNHHO KoHcbromep a bulk", kOHTpONb ITanis MRy - 3MiHK WoA0 6e3nekn/edpekTUBHOCTI Ta peyenma
10 060/10HKOLD, MO Kep Al SKOCTi: baviep AT, hapMakoHarnisgy. 3MiHN y KOpOTKili XapakTepucTuui
100 wmr; no 14 HimeuunHa,; nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
TabneTtoky BMPOGHMLTBO "in O/ MeMYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
6nictepi; no 2, no bulk", kOHTpOIb OaHUMM 3 SIKOCTI, AOKNIHIYHUMW, KNIHIYHMW SaHUMKU Ta
4 abono7 AKOCTi, NEPBUHHE, JaHuMu 3 dhapMakoHarnagy. 3MiHy BHECEHO B
6nicTepis B BTOPVHHE IHCTPYKL,i10 AN15 MeANYHOro 3aCTOCYyBaHHSA NiKapCbKoro
KapTOHHIM nauui nakyBaHHs Ta 3acoby A0 po3giniB "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
BUNYyCK cepil: "Mo6iuHi peakuii”. TepMiH BBEAEHHSA 3MiH NpPOTArom 4
Baviep MicALiB NiCNsA 3aTBEPAYKEHHS.
BitTepcenss

'vM6X, HimeuunHa;
BMPOGHMLTBO "in-
bulk", kKOHTpO/Ib




49

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
sKocTi: baliep
Xenckep
MaHyhakTypiHr
C.P.N., Itanis;
KOHTPOb AKOCTI:
KyppeHTa M'M6X i
Ko. BTK,
HimeuynHa
40. | ACTUH® TabneTku, BKpUTI MIKPO IHgjis MIKPO NNABC IHAisa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/18574/01/01
nNiBKOBOIO NABC NIMITEL TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssizae
060n0Hkoto, no 10 NIMITEL thapmakoHarnsgy. 3MiHa y KOpoTKiii XxapakTepucTumui
mr, no 10 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
TabneTok y [ANA MeAMYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
6nictepi, no 3 OHOB/IIOBAHOrO 3BiTY 3 6e3MeKn NiKapcbkoro 3acooby,
6nictepy B abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS JlikapCbKoro
KapTOHHIlA KOpooLi 3aco6y B nic/ispeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHux gocnigxeHs (PIP)
(3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
"Ocob6nmBocTi 3acTocyBaHHS", "MobiuHI peakwi
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn
Litoyoi pevoBUHY (aTopBacTaTuHy KasbLiito Tpurigparty)
3rigHo 3 pekomeHgauismm PRAC. TepMiH BBeAEeHHSA
3MiH NpoTSArom 6 MicsiLiB Mic/asi 3aTBEPAKEHHS.
41. | ACTUH® TabneTtku, BKPUTI MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/18574/01/01
nNiBKOBOO NABC NIMITEL, MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
060/10HKOH0, Mo 10 NIMITEL thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, no 10 y3arasibHeHUX JaHux npo cuctemy hapmakoHarnsgy
Tabnetoky (BBEAEHHSA Y3arasibHEHUX AaHWX NP0 cucTemy
6nicTepi, no 3 chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
6nictepu B BiAANOBIAA/IbHOI 32 34iliCHEHH:A hapmakoHarnsgy;
KapTOHHI KopoobLi KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0co6bw, BignoBigasbHOT
3a 3fjiicHeHHs chapmakoHarnagy (Bkaoyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNKa,
BignoBiAa/IbHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIANOBIAa/ILHOT 3a
hapmakoHarnsg B Ykpaii.
42. | ACTUH® TabneTku, BKpUTI MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/18574/01/02
nNiBKOBOIO NABC NIMITEL, MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyernmom nionsieae

0060/10HKOH, M0 20

NIMITEA

hapMakoHarisgy. 3miHa y KOpoTKili XxapakTepucTuL
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
Mmr, rno 10 nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
Tabnetok y AN5 MeMYHOro 3acTOCyBaHHS Ha NifcTasi perynspHo
6nicTepi, no 3 OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku NikapcbKoro 3acoby,
6nictepu B abo fgocnifxeHb 3 6e3nekn 3acToCyBaHHS J1iKapCbKoro
KapTOHHIlA KOpO6L 3acoby B nicnspeecTpauiliiHuii nepios, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
BigNOBIAHO A0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT ANS MeAUYHOTO
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakw;i
BiANOBIAHO O OHOBMEHOT iHGhOpMaLlii 3 6e3neku
Ait040i peyoBrHY (aTopBacTaTuHy KasbLito Tpurigpary)
3rigHo 3 pekomeHgauisimm PRAC. TepMiH BBeAEHHS
3MiH NPOTArom 6 MicsLiB MicNs 3aTBEPKEHHS.
43. | ACTUH® TabneTkun, BKpUTI MIKPO IHAiA MIKPO NNABC IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18574/01/02
NNiBKOBOIO NIABC NIMITEL Tuny - 3miHK Woao 6e3nekn/edekTNBHOCTI Ta peyenmom
060/10HKO10, M0 20 NIMITEL thapmakoHarnsgy. BeefeHHa abo 3miHu fo
mr, no 10 y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
TabneTok y (BBEAEHHSA y3araslbHEHNX AaHUX NPo cUcTemy
6nictepi, no 3 hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
6nictepy B BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KapTOHHIA KopoobLi KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHVKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLLO BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnfgy). 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CObY 3asBHMKA,
BignoBiAabHOI 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BiAMNOBIAa/IbHOT 3a
dhapMakoHaraisg B YKpaiHi.
44, | ACTUH® TabneTtku, BKPUTI MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/18574/01/03
nNiBKOBOO NABC NIMITEL, MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsieae
o6onoHkoto, no 40 NIMITEL hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui

mr, rno 10
Tabnetok y
6nicTepi, no 3
6nictepu B
KapTOHHI KopoobLi

nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT
011 MeQUYHOro 3acToCyBaHHA Ha MigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn NikapCbKoro 3acoby,
abo pgocnimkeHb 3 6e3nekn 3acTOCyBaHHS NikapCbKOro
3acoby B nicnsipeecTpaviiiHnii nepiod, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BiANOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLUIT 4151 MEAUYHOTO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
"Oco6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
BiANOBIAHO [0 OHOBMEHOT iHdhopMmaLii 3 6e3neku
[ito40i peyoBrHY (aTopBacTaTUHy KasbLijiio Tpurigpary)
3riHO 3 pekoMeHgauissmm PRAC. TepMiH BBefeHHS
3MiH NPOTAroM 6 MiCALIB MiC/A 3aTBEPKEHHS.
45. | ACTUH® TabneTku, BKpUTI MIKPO IHgjis MIKPO NNABC IHAisa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/18574/01/03
nNiBKOBOIO NABC NIMITEL TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuenmom
060n0HkKot0, No 40 NIMITEL thapmakoHarnagy. BeegeHHs abo 3miHu oo
mr, no 10 y3ara/ibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
TabneTok y (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
6nicTepi, no 3 hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
6nictepu B BiANOBIAA/IbHOI 32 34iliCHEHHA hapmakoHarnagy;
KapTOHHIlA KOpooLi KOHTaKTHOT 0Co6U 3 chapmakoHarnsay 3asBHuKa 45
3AiicHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnisgy). 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXEHOT 0CO6Y 3asiBHMKA,
BiANOBIAabHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAa/IbHOT 3a
dhapmMakoHarniag B YKpaiHi.
46. | ACTUH® TabneTkun, BKpUTI MIKPO IHAiA MIKPO NABC IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/18574/01/04
NNiBKOBOK NABC NIMITEL, Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsieae
060/10HKO10, M0 80 NIMITEL hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTumui
mr, no 10 NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
TabneTok y [ANA MeANYHOro 3acTOCyBaHHS Ha NiAcTasi peryisapHo
6nictepi, no 3 OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
6nictepu B abo gocnimkeHb 3 6e3nekn 3acTOCyBaHHS JliKapCbKOro
KapTOHHIlA KopoobLi 3acoby B nic/iApeecTpaviiiHuii nepiod, abo sk
pes3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLUiT AN MeAUYHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLlii 3 6e3neku
Liro4oi pevoBUHY (aTopBacTaTvHy KasibLito Tpurigparty)
3riHO 3 pekoMeHgauismm PRAC. TepmiH BBeAeHHS
3MiH NPOTAroM 6 MiCALIB MiC/A 3aTBEPKEHHS.
47. | ACTUH® TabneTku, BKpUTI MIKPO IHais MIKPO NABC IHais BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/18574/01/04
nNiBKOBOIO NABC NIMITEL, MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyernmom
060/10HKOH0, MO 80 NIMITEL thapmakoHarnsigy. BeegeHHs abo 3miHun go

mr no 10 TabneTok
y 6nictepi, no 3
6nictepu B

y3ara/ibHeHUX JaHux nNpo cucTemy cpapmakoHarnsgy
(BBEAEHHS Y3ara/lbHEHUX AaHWX NP0 CUCTEMY
chapmMakoHarsisgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

KapTOHHilA KopooLi BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa A1
3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BOHA
BiAMiHHa Bif, yNOBHOBaXKeHOI 0co6w, BignoBigasibHOI

3a 3filicHEHHSs hapmakoHarnsgy (Bkaovaumn
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsay). 3MiHa KOHTaKTHUX
[aHVX YNOBHOBAaXEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 32 hapMakoHarisg. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
hapmakoHarnsg B Ykpaii.
48. | ATEHATUB MOPOLLIOK Ta OxTtadapma ABcTpist BMPOGHULITBO Bif, Lsewist/ BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/17557/01/02
1000 MO PO3YMHHUK AN dapmaueBT nnasmu Ao in bulk HimeyunHa/ TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenmom

PO34urHy ons nka NpOAYyKTY, ABCTpist CuncTema KoHTelHep/3aKkynoproBasibHUiA 3aci6. 3MiHa

iHcpysiid, 50 MpoaykTioHC nepBUHHA napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX

MO/mn; 1 conakoH rec. Mm.6.X. yrnakoBka Ta NepBMHHOT YNakoBKM rOTOBOTO J1iKapCbKOro 3acoby

3 nopotukom (1000 MapKyBaHHsA (BUTYYEHHS HE3HAYHOrO NoKasHuka (Hanpuknag,

MO) Ta 1 donakoH MOPOLLKY An1s 3acTapifnioro nokasHuka)) - 3miHu o cneuudikauii Ha

3 PO34YUMHHMKOM pO34nHy Ans npo6ku, a came BUyHeHHS BUNPOGYBaHHSA Ha BaKKi

(20 mn) B iHcpy3ilA, BUMYyCK mMeTanu. 3miHun | Tuny - 3MiHn 3 AKocTi. FoToBMiA

KapTOHHIA KopoobLi cepii KiHLEBOro nikapcbknii 3aci6. Cuctema

npoayKTy KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
(nopowok ans napameTpiB cneundikauii Ta/abo JONYCTUMMX MEX
pO34nHy Ans NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
iHdpysii Ta (8onoBHeHHs cnevumdikayii HOBUM NOKAa3HUKOM 3
PO3YNHHNK): BiAMNOBIAHUM METOA0M BUNPOBYBaHHS) - [loNOBHEHHS
OkTadhapma AB, cneumdikauii Ha NPo6Ky HOBMMW NOKa3HMKamu 3
LLseuis; BiANOBIAHMMUN MeTOAaMV BUNPOBYBaHHS, a came
BUNPOOYBaHHSA [ofaBaHHs BMNPOOyBaHHA "chparmeHTauis” 3
{00 Bi3yaslbHOro KpuTepiem NpUHATHOCTI «<5 doparmeHTiB (48 pierces-
KOHTPO/IO, 12 stoppers)» Ta "NMPOHUKHICTL" 3 KpUTEpiEM
nepesipku NPUAHATHOCTI «<10 N AN KOXHOT NPOo6KM». 3MiHK |
yinicHocTi ans TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib.
NOpPOLLKY ANs Cuctema KoHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa
pO3UMHYy AN napameTpisB cneundikauii Ta/abo AONYCTUMMX MEX
iHdy3iiA, NepBUHHOT YMakoBKM FOTOBOrO MiKapCbKOro 3acoby
MapKyBaHHS, (3BYXXEHHSA [0MYCTUMUX MEX, BU3HAYEHUX Y
BTOPVHHE cneumdikauii) - BHeceHHs 3MiH fo crneumdikadii Ha
nakyBaHHS NPo6KK, a came-3BY>KEHHSI AONYCTUMUX MeX Ta 3MiHa
KiHLLeBOro OAVHWLb 3BITHOCTI AN151 TECTY Ha eHAOTOKCUHW. [itoya
NPOAYKTY peAakuisi: rpaHNYHNA BMICT EHA0TOKCUHIB 4718 NPpo6Kn
(nopowok ans cTaHoBuTb < 0.25 EU/cm2 MNponoHoBaHa pefakuis:
pO34nHy Ans rpaHNYHWI BMICT €HA0TOKCUHIB 4151 NPOOKM CTaHOBUTb
iHdpysin Ta <1 EU/pc. 3miHun | Tuny - 3miHK 3 sikocTi. FoToBuiA
PO3YMHHNIK): nikapcbknii 3aci6. Cuctema
OkTathapma KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
[Jeccay 'm6X, napameTpis cneundikauivi Ta/abo AONYyCTUMMX MEX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
HimeyumnHa; NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
BMNpPOBYyBaHHA (iHLWi 3MiHW) - Po3LWIMpEHHs TeMnepaTypHOro
LL{0A0 Bi3yasIbHOrO [nianasoHy 36epiraHHs MOPOXHIX CKASAHWUX (DNAKOHIB i
KOHTpPO/IO, NAALWOK, a came 3 «+15 go +25°C» fo «+2 fo +30°C».
nepesipku 3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkwii
yinicHocTi ans 3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
NOpPOLLKY ANs napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
po3unHy ans rOTOBOrO /1iKapCbKOro 3acoby (BHECEHHS 3MiH A0
iHdDy3iiA: [0CbE NiCNs OHOB/IEHHS 3arasibHOI CTaTTi Ha rOTOBY
OkTathapma nikapcbky chopmy y AdY/EBponelickkiii hapmakonerl) -
PapmaLeBTuka 3MiHn [0 cneumdikauii Ha CTEPUNbHUIA PO3UYNHHIK
MpopykTioHcrec. (Bofa Ans iH'EKUIA) 3 METOI NPUBEAEHHS Y
M.6.X., ABCTpisi; Bi4NOBIAHICTb A0 OHOBEHOT MOHOrpadii 0169
BMPOGHMLITBO "CTepunbHa Boga AN iH'ekLjii" €Bponeiicbkol
PO3YMHHMKA: dhapmakonei, 3o0kpema: - BUNyYeHHs NMOKa3HUKIB
Contogapm "KnucnotHicTb abo nyxHicTte", "Xnopugu", "Hitpatun”,
dapmavoiiTiwe "Cynbchatin”, "AMOHIn", "Kanbuii Ta MarHii" i3
EpuofirHicce cneuudikaLii Ha CTepusIbHUIA PO3YMHHKK (BoAa AN
vM6X, HimeuunHa iH'EKUIN).
BHeceHHs1 pefiakLiiiH1x npaBok
49. | ATEHATUB MOPOLLIOK Ta OxkTadapma ABcTpist BMPOGHULITBO Bif, Lsewist/ BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/17557/01/02
1000 MO PO3YMHHUK AN dapmaueBT nnasmu fo in bulk HimeyunHa/ TMNy - 3MiHK 3 SIKOCTi. 3MiHU 0 peecTpaviiHoro peuenmom
PO3YuHy AN nka NPOAYKTY, ABCTpis NOCBIAYEHHA BHACNIAOK IHLWINX PErYATOPHNX
iHcpy3iid, 50 MpopaykTioHC nepBUHHA npoueayp. MM®/BA3® (macTep-chainn Ha
MO/mn; 1 conakoH rec. Mm.6.X. yrnakoBka Ta nnasmy/3arasibHuii chaiin Ha BakUMHHWIA aHTUTEH).
3 nopotukom (1000 MapKyBaHHs Bk/1t04EHHS HOBOTO, OHOBJ/IEHOTO 260 3MIHEHOTO
MO) Ta 1 cdonakoH MOPOLLKY An1S mMacTep-haiina Ha niasMy y peectpadiiiie A0Cbe Ha
3 PO3YMHHWKOM pPO34MHYy OoNs nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)

(20 mn1) B
KapTOHHIA Kopoo6Li

iHcpy3ilA, BUMYyCK
cepii KiHLEBOro
NpoAyKTY
(nopowok ans
pO34nHy Ans
iHdpysii Ta
PO3YNHHNK):
OkTadhapma AB,
LLseuis;
BMNpobyBaHHsA
LLLOZ0 Bi3yasIbHOTO
KOHTpONIO,
nepesipku
yinicHocTi gns
NOpPOLLKY AN
pO3UnHy Ans
iHdy3iiA,
MapKyBaHHS,
BTOPWHHE

(BK/THOUEHHS OHOB/IEHOr0/3MIHEHOro MacTep-galina Ha
nnasmy, SKWO 3MiHW He BNMBaIOTb Ha BNAacTUBOCTI
roTOBOro Nikapcbkoro 3acoby). BkitoueHHs
OHOBJ/IEHOTO MacTep-haiina Ha niasmy y
peecTpadiiiHe foCbe. 3MiHM He BN/IMBaOTh Ha
B1aCTUBOCTI FOTOBOIO J1iKAPCLKOTo 3acoby.
3artBepmkeHo: PMF 2nd step procedure
(EMEA/H/PMF/000008/05/AU/030/G).
3anponoHoBaHo: Approval of PMF - 2nd step
procedure (EMEA/H/PMF/000008/05/11/031/G)
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nakyBaHHs
KiHL,EBOrO
NpoAyKTY
(nopowok ansa
pO34nHy AnA
iHdpysin Ta
PO3UYNHHUK):
OkTadhapma
[Jeccay 'm6X,
HimeuunHa,
BMNpPOBYyBaHHA
LLIOZ0 Bi3yasIbHOTO
KOHTpONIO,
nepesipku
yinicHocTi gns
NOpPOLLKY AN
pO34nHy AnA
iHdDy3iiA:
OkTadhapma
PapmaLeBThka
MpopykTioHcrec.
M.6.X., ABCTpisi;
BMPOGHMLITBO
PO3YMHHMKA:
Contogapm
dapmavoiiTiwe
EpuofirHicce
m6X, HimeyunHa

50.

ATEHATUB
500 MO

NOPOLLIOK Ta
PO3YMHHWK AN1A
pO34nHy Ans
iHcpy3ii, 50
MO/mn; 1 donakoH
3 nopotukom (500
MO) Ta 1 chnakoH
3 PO3YMHHUKOM
(10 mn) B
KapTOHHI Kopoobui

OkTagapma
dPapmaueBT
nka
MpopaykTioHe
rec. m.6.X.

AscTpist

BMPOGHULITBO Bif,
nnasmu go in bulk
NpoAyKTy,
nepBuHHA
ynakoBka Ta
MapKyBaHHS
MOPOLLKY A5
pO34nHy AnA
iHdpy3iid, BUMYyCK
cepii KiHLEeBOro
NpoAyKTY
(nopowok ansa
pO3unHy Ans
iHdpysin Ta
PO3UYNHHUK):
OkTachapma AB,
LLiBeuis;
BUNPOBYBaHHSA
LLIOA10 Bi3yasIbHOTO

LWsewis/
HimeuyunHa/
ABCTpIs

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
Cuctema KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
napameTpiB cneundikaiii Ta/abo 4ONyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
(BMNyYeHHs1 HE3HAYHOrO NokKasHvKa (Hanpuknag,
3acTapinioro nokasHvka)) - 3miHu o cneuudikauii Ha
npobku, a came BUyYEHHS BUNMPOOYBaHHS Ha BadKKi
mMeTanu. 3miHu | Tuny - 3MiHW 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBNHHOT YNakoBKM FOTOBOrO MiKapCbKoro 3acoby
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM 3
BiAMNOBIAHMM METOL0M BUNPOOYBaHHS) - JONOBHEHHS
cneumdikauii Ha NPO6KM HOBUMYK NOKa3HUKaMU 3
BiANOBIAHUMM MeToAaMN BUNpobyBaHHSA, a came
[ofaBaHHA BMNPO6yBaHHA “thparmeHTauis” 3
KpuTepiem NpuitHATHOCTI «<5 dparmeHTiB (48 pierces-

3a
peyenmom

UA/17557/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOHTpPONIO, 12 stoppers)» Ta "NMPOHUKHICTL" 3 KpUTEpiEM
nepesipku NPUAHATHOCTI «<10 N A1 KOXHOI NPOBKM». 3MiHu |
yinicHocTi ans TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib.
NOpPOLLKY AN Cuctema KoHTelHep/3akynopoBasibHUiA 3aci6. 3miHa
pO34UMHYy ANns napameTpiB cneuyudikaLii Ta/abo 4onyCcTUMMNX MeX
iHdy3iiA, NepBMHHOT YMakoBKM FOTOBOrO MiKapCbKOro 3acoby
MapKyBaHHS, (3BYXXEHHSA [0MYyCTUMUX MEX, BU3HAYEHUX Y
BTOPVHHE cneumdikauii) - BHeceHHs 3MiH fo crneumdikayii Ha
nakyBaHHS NPo6KK, a came-3BY>KEHHSI AONYCTUMUX MeX Ta 3MiHa
KiHLLeBOro OAVHWLb 3BITHOCTI A5 TECTY Ha eHAO0TOKCUHW. [itoya
NpoAyKTy pefakLisi: rpaHNYHUA BMICT €HA0TOKCUHIB A151 NPOGKM
(nopowok ans cTaHoBuTb < 0.25 EU/cm2 MNponoHoBaHa pefakuis:
pO34nHy Ans rpaHNYHWI BMICT €HA0TOKCWHIB 4151 NPOOKM CTaHOBUTb
iHdDy3iit Ta <1 EU/pc. 3miHn | Trny - 3miHKn 3 sikocTi. FoToBUiA
PO3YMHHNK): nikapcbknii 3aci6. Cuctema
OkTadpapma KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
[Jeccay 'm6X, napameTpiB cneuyudikaLiii Ta/abo 4onyCcTUMMX MeX
HimeyumnHa; NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
BUNPOBYBaHHSA (iHWi 3MiHW) - PO3LWIMPEHHS TeMnepaTypHOro
LL{0A0 Bi3yasIbHOrO Aiana3oHy 36epiraHHa NOPOXHIX CKASAHUX (h1aKOHIB i
KOHTPOSIO, NASAWOK, a came 3 «+15 0o +25°C» o «+2 o +30°C».
nepesipku 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
uinicHocTi gns 3aci6. KoHTposib roToBOro nikapcbkoro 3acoby. 3miHa
MOPOLLKY A/1s napameTpiB cneundikauii Ta/abo AONYyCTUMMX MEX
pPO34MHY N roTOBOro Nikapcbkoro 3acoby (BHeCeHHs 3MiH 40
iHODy3iiA: [OCbE MiCNS OHOBMIEHHSA 3araslbHOI CTATTi HA rOTOBY
OkTadapma nikapcbky chopmy y AdY/EBponelickkii hapmakoner) -
dapmaLeBTUka 3MiHM 1o cneyudikalii Ha CTEPUNBHUIA PO3UYUHHKK
MpopykTioHcrec. (BoAa AN iH'eKLjA) 3 METOIO NPUBEAEHHS Y
M.6.X., ABCTpis; BIANOBIAHICTb A0 OHOBIEHOT MOHOrpadii 0169
BMPOGHMLITBO "CTepwibHa Boga Ans iH'ekLiin” €BponeiicbKoi
PO3YMHHMKA: dhapmakonei, 30kpema: - BUyYeHHsi NOKa3HUKIB
Contochapm "KncnoTHicTb abo nyxHicte", "Xnopugn", "Hitpatn",
dapmavoiiTile "Cynbthatun”, "AMoHII", "KanbLiit Ta marHin” i3
EpuoiirHicce cneumdikauii Ha cTepUNbHUIA PO34YMHHKK (BoAa ANA
v6X, HimeyunHa iH'EKUIN).
BHeceHHs peAakuiiiH1x npaBok
51. | ATEHATUB MOPOLLOK Ta OkTacapma AscTpist BMPOGHULITBO Bif, LWsewis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17557/01/01
500 MO PO3YMHHVK ANS dapmauesT nnasmu go in bulk HimeuyunHa/ TMny - 3MiHK 3 SKOCTi. 3MiHU [0 peecTpaviiiHoro peyenmom
pO34nHy Ans nka NPOAYKTY, ABCTpIst NOCBIAYEHHS BHACNIAOK iHLLIWX PEerynsTOPHUX
iHcpy3ii, 50 MpopaykTioHe nepBuHHa npoueayp. MM®/BA3® (macTep-chainn Ha
MO/mn; 1 donakoH rec. m.6.X. yrnakoBka Ta nnasmy/3arasibHuii haiin Ha BakUMHHUIA aHTUTEH).
3 nopotukom (500 MapKyBaHHS Bk/t04EHHS1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOTO

MO) Ta 1 chnakoH
3 PO3YMHHUKOM
(10 mn) B
KapTOHHI/ Kopobui

NOpPOLLKY A5
pO34nHy AnA
iHdpy3iid, BUMYyCK
cepii KiHueBoro

MacTep-haiina Ha nnasmy y peectpadiiHe f0Cbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IHOUEHHS! OHOBJIEHOr0/3MIHEHOTO MacTep-ghaiina Ha
naasmy, KO 3MiHW He BN/IMBAaKTb Ha BNACTUBOCTI
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Ymosu Peknam

Homep

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY

(nikapcbka
¢opma,

yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYyeHHs1

NpoAyKTYy
(nopowok ans
pO34nHy AnA
iHdpysiin Ta
PO3YNHHNIK):
Oktadapma AB,
LLseuis;
BMNpobyBaHHA
LLIOZ0 Bi3yasIbHOTO
KOHTpONIO,
nepesipku
yinicHocTi gns
NOpPOLLKY AN
pO34nHy AnA
iHdy3iiA,
MapKyBaHHS,
BTOPWHHE
nakyBaHHS
KiHLLeBOro
NpoAykTy
(nopowok ans
pO34nHy Ans
iHdDy3iit Ta
PO3YMHHNK):
Oktadhapma
[Leccay 'mbX,
HimeyumnHa;
BMNPO6YBaHHS
LLOA0 Bi3yaslbHOrO
KOHTPONIO,
nepesipku
yinicHocTi ans
NOPOLLKY A1
pO34nHy Ans
iHODy3iiA:
OkTadapma
dapmavlesTmKa
MpopykTioHcrec.
M.6.X., ABCTpis;
BMPOGHMLITBO
PO3YMHHMKA:
Contochapm
dapmavoiiTie
EpuoiirHicce
m6X, HimeyunHa

roTOBOro Nikapcbkoro 3acoby). BkitoyeHHs
OHOB/IEHOro0 MacTep-thaiina Ha nnasmy y
peecTpaLiiiHe fOCbE. 3MiHM He BM/IMBaOTh Ha
B/1ACTMBOCTI rOTOBOrO /liKapCbKOro 3acoby.
3artBepmkeHo: PMF 2nd step procedure
(EMEA/H/PMF/000008/05/AU/030/G).
3anponoHoBaHo: Approval of PMF - 2nd step
procedure (EMEA/H/PMF/000008/05/11/031/G)

3a

UA/10001/01/01

52.

BAKTOK/1AB

TabneTtku, BKPUTI
n/1iBKOBOO

Mikpo Jlabc

IHais

Nimiten

Mikpo /labc

Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |

Tnny - 3MiHK Wwoao 6e3nekn/ehekTNBHOCTI Ta

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
060/10HKO10; Mo 10 thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
TabneTok y cTpuni; y3araslbHeHUX AaHux Npo cuctemy dapmakoHarnsgy
no 1 ctpuny y (BBEAEHHSA Yy3araslbHEHNX AaHUX NPO cUcTemy
KOpOOGLLi 3 KAPTOHY chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BoHa
BiAMiHHa Bif, YyNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOT 0COOU 3asBHUKA,
BigNoBiAaIbHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIANOBIAA/ILHOT 3a
papMakoHarnsg B YKpaiHi
53. | BAKTOMIK Ma3sb Ha3asibHa, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19147/01/01
2%,n03rB «NIEQ®PAP XENTXKEP MNMBT TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. peyenmom
anoMiHieBili Ty6i 3 M NTO» nTa CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
HaKOHEeYHUKOM Ta pO3Mipy YNakoBK/ roTOBOrO Nikapcbkoro 3acoby (iHLwi
KOBMayKoM, LLIO 3MiHW) - BBEEHHS A,04aTKOBOI yNakoBkn y dopmi in
HarBUHYYETbLCS; NO bulk y 3B'A3Ky 3 BUpOGHNYOI0 HEOOXIAHICTIO
1 Ty6i y KAPTOHHIl
ynakoBLi
54. | BAKTOMIK Ma3b Ha3asibHa, TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | - UA/21047/01/01
2%, in bulk: Ne «NEQ®AP XENTXKEP NBT TUnYy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
324 (1x324) 1y6: M NTAO» nTa CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no3rs pO3Mipy ynakoBK/ roTOBOrO JlikapcbKoro 3acoby (iHLwi
altoMiHieBili Ty6i 3 3MiHW) - BBEAEHHS A04aTKOBOI YNakoBKu y hopMi in
HaKOHEeYHUKOM Ta bulk y 3B'AA3Ky 3 BUPO6GHMYOIO HEOOXIAHICTIO
KOBMaYKoM, L0
HarBMHYy€eTbCS, NO
324 1y6 Yy
KapPTOHHIi KOpooOLi
55. | BEH3W/MNEHI | nopolok ans MAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3791/01/01
unniH PO34nHy Ans "Knismegnp "KniBmegnpenapa MRy - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta peyenmom
iH'ekuin no 500 enapar” T thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
000 OJi; hnakoHu MapKyBaHHsA NepBUHHOT Ta BTOPUHHOI YNakoBOK
3 nopowkom; 10 nikapcbKoro 3acoby. BHeceHHs 3MiH o MKA N3
donakoHiB 3 (po3giny "MapkyBaHHS") - 3ri4HO 3aTBEPKEHOMY
MOPOLLKOM Y TEKCTY MapKyBaHHs. BBefieHHs 3MiH npoTsarom 6-tu
KOHTYPHili MiCAILB NiC/1A 3aTBEPAKEHHS.
YapyHKOBIl
ynakosui; no 1
KOHTYPHili
YapyHKOBIl
ynakoBLii B nauli
56. | BEH3W/NEHI | nopowok ans MAT YkpaiHa MAT YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux martepianis: 3MiHu | 3a UA/3791/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
unniH pO34unHy Ana "Kuismegnp "Kuismegnpenapa Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
iH'ekuili no 1 000 enapar” T thapmakoHarnsgy (iHwi 3MiHWN) - OHOB/IEHHS TEKCTY
000 OJ; hnakoHn MapKyBaHHS NePBUHHOT Ta BTOPUHHOI YNakoBOK
3 nopolukom; 10 NiKapcbKoro 3acoby, a TakoX NpUBEAEHHS TEKCTY
h/1aKoHIB 3 MapKyBaHHS ynakoBku (419 fgo3ysaHHa 1 000 000 O/)
MOPOLLKOM y Yy BigMoBigHICTb [0 BUMOT Hakaly MO3 Ykpainu Big
KOHTYPHIl 23.07.2015 p. Ne460. BHeceHHst 3MiH fo MKA 13
YapyHKoBIli (po3giny "MapkyBaHHSA") - 3ri4HO 3aTBEPAKEHOMY
ynakosLi; no 1 TEKCTy MapKyBaHHSA. BBefeHHA 3MiH MpPOTAroM 6-Tu
KOHTYPHIl MiCALB NicNa 3aTBePOXEHHS.
YapyHKoBIl
yNakoBLi B NayLi
57. | BIMANPOCT Kpansi O4YHi, Mikpo Jlabc IHais Mikpo /labc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/20178/01/01
® po3unH 0,03 %; no Nimiteq Nimiteq TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom
2,5wmn;5mMn; 7,5 thapmakoHarnsgy. BeegeHHs abo 3miHu o
My hNaKoHi- y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
KpanenbHuui; no 1 (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chnakoHy- hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
KpanesbHULi B BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KapTOHHI Kopobui KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigaibHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkaoyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 32 hapMakoHariA4. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi
58. | BOHANYP TabneTku, BKpUTI ToBapucTeo YkpaiHa PAPMATEH CA peuis BHECEHHS 3MiH [0 peecTpayiiiHux maTepiasis: 3MiHu Il 3a UA/18843/01/01
nNiBKOBOIO 3 My - 3MiHK 3 AKoCTi. ADL. (HLWi 3MiHW) - 3MiHK Y peuenmom
060/10HKOI0, N0 obmexeHo 3B'5A3KY 3 OHOBNEHHAM ASMF ans Aitoyoi pevyoBuHm
150 mr; no 1 Bignosigasb Hartpito ibaHapoHaTy MOHOrigpaTy BXe
Tabnetyiy HiCTIO 3aTBepxeHoro BnacHuka Pharmathen SA.
6nictepi; no 1 «BYCT 3arBeppxeHa Bepcist: DMF, version 05, August 2013,
6nictepy B PAPMA» with Amendment-01 November 2013; 3anponoHoBaHa
KapTOHHI KopoobLi Bepcin: DMF, version 6.0, dated April 2024.
59. | BPUH30OMNT Kpan/sii OuHi, EnEnCi Ipysis K.T. POM®APM PymyHis BHECEHHS 3MiH 4,0 PeECTpaLiiHNX MaTepiasiB: * 3MiHN 3a UA/20656/01/01
nnoc cycneHsis, 10 Pomdapm KOMMNAHI C.P.J1. | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3acio. peuyenmom
mr/Mn + 5 mr/imn, KomnaHi (BpO6HMLTBO, 3MiHN Y BUPO6HULITBI. 3amiHa abo BBeAEHHS
no 5 mny ciakoHi Lbxoppxns nepBuHHE [,04aTKOBOI Ai/TbHULi BUPOOHULTBA AN15 YacTUHU abo
3 NpobKoto- nakyBaHHs, BCbOro BUPOBGHMYOro NpoLecy roToBoro Nikapcbkoro
KpanesibHuLelo Ta KOHTPO/Ib ¢Pi3nKo- 3aco6y (AinbHULA ANS BTOPUHHOIO NakKyBaHHS).
KapTOHHIM nauui XiMIYHMX 3amiHa BUPOGHUYOT AiNbHMLI BTOPUHHOIMO NakKyBaHHS
NOKa3HKiB N3 Bupo6bHuka K. T. POM®APM KOMIMAHI C.P.J1.

nNiKapcbkoro
3acoby Ta BMNycK

3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii
3aci6. 3MiHM Y BUPOOHMUTBI. 3MiHa iMnopTepa/3miHu,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
cepir; LLIO CTOCYIOTbCS BUNYCKY Cepil Ta KOHTPOJIH0 AKOCTI
BTOPVIHHE roToBOro MikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
naKkyBaHHs Ta OiNbHUL, Ha 5K 34iCHIOETLCA
KOHTPO/b KOHTPO/b/BUNPOBYBaHHA cepii). 3amMiHa AinbHULI Ha
MiKPOBGIONOFIYHNX SKil 3AIACHIOETLCS KOHTPO/Tb SIKOCTI (KOHTPO/1b
NoKasHWKiB MiKpO6iO/IoriYHMX NOKA3HWKIB Nikapcbkoro 3acoby) M3
niKapcbkoro BUpo6HuKa K.T. POM®APM KOMMAHI C.P.J1.
3acoby)
60. | BPIHEPA Kpanni ouHi, CEHTICC IHgjis CeHricc ®apma IHAisa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/18598/01/01
cycneHsis; no 5 SAPMA MeT. N14,. TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS peuenmom
My chiakoHi 3 MpaiiseT Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
KpanesnbHeLelo; No Nimiteq BMPO6HMKa (BK/THOYAKOUM, 3a HEOOXIAHOCTI, MicLe
1 chnakoHy 3 npoBeAeHHsA KOHTPOJII0 SKOCTI), a60 BNacHuka macrep-
KpanesbHuLeo y thaiina Ha A®I, abo noctavasnbHuka APl/BrxigHoro
KapTOHHIA Kopoo6Li marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
3aCTOCOBYIOTLCH Y BUPOOHMLUTBI API (SIKLLO 3a3HAaYeHO
y [OCbE Ha NikapcbKuii 3acib) 3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHoMy A0Cbe, ab0 BUPOOHMKa
HOBOI JOMOMIXXHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[ocbe). 3MiHa HaliMeHyBaHHS! BUPo6HuKa AdI
6puH30Namigy, a came NpYBeAEeHHs 3aTBEPAKEHOIO
HalimeHyBaHHA ICROM S.p.A,, Italy (IKPOM C.n.A,
ITanis) fo oHoBrieHoro - ICROM S.r.L., ltaly (IKPOM
C.p.J1., ITanis).
Brpo6Huya ginbHuusa Ta yci BUpobHuui onepawi
3IMLLINANCE HE3MIHHUMMU.
61. | BPOHNEC® Kancynu Teepai no ANKANOIL, Pecny6nik ANKANOIL AL Pecny6nika BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/17598/01/01
375 wr; no 10 AL Ckom'e a MNisHi4yHa Ckom’e MiBHiuHa TMNy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenma
Kancyn y 6nictepi; MakefoHist MakefoHisA 3MiHM Yy BUPOGHMUTBI. 3MiHa po3Mipy cepil
no 3 6nictepu y (BKIHOYalOUM gianasoH po3mipy cepii) roToBoro
KapTOHHI nikapcbKoro 3acoby (36inbweHHs go 10 pasis
ynaxoBLii NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - BBEAEHHS
[ofaTtkoBoro po3mipy cepii 13 738,00 kr rpaHynaTy
a6o 1 800 000 TBepAUX Kancyn B JOMOBHEHHS [0 BXe
3aTBepMKeHnX po3MipiB cepiii 103 000 kancyn, 600
000 kancyn, 900 000 kancyn
62. | BPOHXAJIC- | Tabnetku, no 50 Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | Ges UA/1932/01/01
XEE/b Tabnetok y Xainbmitte a Xainbmitrens Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenma
KOHTeliHepi; no 1 Nb Xeesb Xeenb M'm6X hapmakoHarnsagy. BeegeHHs abo 3miHu o
KOHTellHepy B 6X

KopoobLi

y3arasibHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHS Y3ara/ibHEHUX AaHWX NP0 cUcTeMy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
Bi4NOBiAA/IbHOI 3a 34iICHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
3fjiicHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiMiHHa Bif YNOBHOBaXKEHOI 0Cc0o6W, BignoBigaibHOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3a 3gjlicHeHHs chapmakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
hapmakoHarnag B Ykpaiti
63. | BYCY/Ib®AH | KOHUeHTpaT Ans AKkopA, Monbla BMPOGHMLITBO IHais/ BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/19494/01/01
AKKOPL, NPUroTyBaHHSA Xenckea niKapcbkoro YropwmHa/ TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuenmom
pO3YuHy AN Moncka Cn. 3acoby, nepBuHHe Icnanis/ hapmakoHarnsagy. BeegeHHs abo 3miHv o
iHdpy3iiA, 6 Mr/m; 3.0.0. Ta BTOPUHHE Benwvka y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
no 10 mny nakyBaHHs: IHTac BpuTaHis/ (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thnakoHi; no 1 dapmacbloTikasnc Monbua/ hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
chnakoHy y nauui Nimiteq, IHAis; ManbTa BiANOBIAA/IbHOI 32 34iliCHEHHA hapmakoHarnagy;

KOHTPOb AKOCTI:
BeccniHr XaHrepi
KdpT., YropumHa;
KOHTPOb AKOCTI:
®APMABANIL
nro.
Mikpo6ionoriyHa
nab6opaTopis,
YropumHa;
KOHTPOb AKOCTI:
Papmagokc
Xenckea Jita,.,
ManbTa; KOHTPOsIb
AKOCTi Ta
BTOPUHHE
naxkyBaHHs:
NABOPATOPI
®YHOACIO JAY,
IcnaHis;
Aoparkose
BTOPUHHE
naxkyBaHHs:
AKKOP[,
XENCKEA
NIMITEL, Benuka
BpuTaHis;
fAojarkose
BTOPUHHE
nakyBaHHs:
CuHonTn3
IHpacTpian Cn. 3
0.0., MonbLua;
BiANOBiAa/IbHWIA 32
BUNYCK cepil:
Akkopg Xesnckea

KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AiicHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
thapmakoHarnag B Ykpaini
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa
64. | BYTOP®AHO | nopoluok BE3 Xopsaris TANI Yex Yecbka BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | - UA/11586/01/01
Ny TAPTPAT | (cyb6eTaHuis) y Papmaxem IHpacTpis c.p.o. Pecny6nika TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
NoABINHMX 4.0.0. Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
nosnieTuIeHoBMX BMpoOHUKa (BK/IHOYaKOUK, 3a HEOOXIAHOCTI, MicLe
naketax gns NpoBeAEeHHSA KOHTPOI0 SIKOCTI), ab0 BNacHuka macrep-
BMPOGHULITBA thaiina Ha A®I, abo noctavasnbHuka A®Il/BrxigHoOro
CTEePU/IbHUX Ta mMatepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
HecTepuIbHNX 3aCTOCOBYOTbCS Y BUPOOHULTBI ADI (KO0 3a3Ha4YeHo
nNikapcbknx hopm y [OCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpONEchkili
hapmMakonei y 3aTBepAKeHOMY A0CbE, ab0 BUPOOHMKA
HOBOI JOMOMDKHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[ocbe). 3MiHa Ha3Bu BUPOOHUYOT AinbHULI 3 TeBa Yex
IHpacTpi3 c.p.o., Yecbka pecnybnika Ha TAMI Yex
IHAacTpi3 c.p.o., Yecbka pecnybnika, agpeca
BUPOBHNYOT AiNbHULL HE 3MIHIOETLCS.
65. | BAJICAPTAH | Tabnetku, BKpUTI TOB «TeBa YkpaiHa AkTasic 1T/, ManbTta/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/8900/01/01
H-TEBA NNiBKOBOIO YkpaiHa» ManbTa; Bonrapis TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
060/10HKOI0, N0 BankaHdapma- 3MiHV Yy BUPOOHMUTBI. 3MiHM y NpoLeci BUPO6HMLTBA
320 mr/12,5 mr; no AynHnua AT, roTOBOrO /IiKapCbKOro 3acoby, BKOYaUM MPOMIKHWIA
10 TabneTok y Bonrapis NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
6nictepi; no 3 abo roTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHK)
9 6nicTepiB y BVA&UIEHHS BTOPUHHOIO NakyBasIbHOro Matepiasty Ans
KapTOHHIA KopoobLi Hepo3hacoBaHOro NPoAyKTy i3 posginy 3.2.P.7.
CurcTeMa KoHTelHep/3akynoproBasibHUiA 3aci6
66. | BEPTIFOXEE | kpanni opasibHi no Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/5303/02/01
1) 30 mn 'y chnakoHi- Xainbmitte a Xainbmitrens Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenma
KpanesbHuuj; no 1 Nb Xeenb Xeenb Mv6X thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
donakoHy- mM6X y3ara/ibHeHUX JaHux npo cuctemy hapmakoHarnsgy
KpanenbHuLj y (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
KOpo6Li 3 KapTOHY hapmMakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAA/IbHOI 3a 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOi 0c0o6M 3 chapMakoHarnagy 3asBHuKa ans
3fjiicHeHHst hapMakoHarnagy B YkpaiHi, K0 BoHa
BiMiHHa Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI
3a 3gjlicHeHHs chapmakoHarnsay (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
haiina cuctemu chapmakoHarssgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiiNOBIAa/IbHOI 3a hapmMakoHarnsg B YkpaiHi
67. | BEPTIFOXEE | po3uuH gns Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/5303/01/01
Nb IH eKUJi iH'ekyii no 1,1 mn XalinbmiTre a XanbMmitrens Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
B amnyni; no 5 Nb Xeenb Xeenb M'm6X thapmakoHarnagy. BeegeHHs abo 3MiHu o
amnys y KOHTYPHiii rm6X y3ara/ibHeHUX laHnX Mpo cucTemy hapmakoHarnsgy




62

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
YapyHKOBIl (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
ynakosLi; no 1 a6o hapmMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
no 2 a6o no 20 BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
KOHTYPHUX KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuKa ons
YapyHKOBMX 3AjiiicCHeHHs1 hapMakoHarnagy B YkpaiHi, K0 BOHa
yMakoBOK y BiAMiHHa Bif YNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI
KopobLi 3 KapTOHY 3a 3gjlicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YkpaiHi
68. | BIBYPKON cynosuTopii, no 6 Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 6e3 UA/6662/01/01
cynosuTopiiB y Xainbmitte a XainbMmitrens TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
6nicTepi; no 2 Nb Xeenb Xeenb M'm6X thapmakoHarnagy. BeegeHHs abo 3miHu oo
6nictepu y M6X y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
KOpOGLLi 3 KAPTOHY (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AiicHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnisgy). 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnsg B Ykpaii.
69. | BIBAHAT po34uH Ans EnEnCi Ipysia K.T. POM®APM PymyHis BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/17489/01/01
POM®APM iH ekuili, 3 mr/3 Pomdrapm KOMMAHI C.P.. TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
MJT; MO 3 MYy KomnaHi (BUpOGHMLTBO Ta 3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHS
nonepegHLo Ixopmxus nepBuHHe [0AATKOBOI AiNbHULL BUPOBHMLITBA A1 YaCTUHN abo
HanoBHEHOMY nakyBaHHs BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro
wnpuui; no 1 a6o nikapcbkoro 3aco6y (AinbHMLA ANS BTOPUHHOIO NaKyBaHHS).
no 4 nonepesHbL0 3acoby; 3amiHa BUPOBHNYOI AiNIbHUL BTOPUHHOTO NakKyBaHHS
HarnoBHEHMNX BTOPUHHE N3 BupobHuka K. T. POMPAPM KOMMAHI C.P.J1.
wnpuun y nakyBaHHs, BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
6nicTepi, pasom 3 KOHTPO/1b 3aTBEpMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTIi. F0TOBMIA

1 a6o 4 ronkamu y
KapTOHHI KopoobLi

6ionoriyHnx Ta
MiKpoGionoriyHnx
NOKa3HKiB
nNiKapcbkoro
3acoby;
KOHTPO/b (Di3NKO-
XiMIYHMX
NOKasHWKiB
NiKapcbKoro
3acoby Ta BUMycK
cepii)

nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, LLI0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa
ab0 gofaBaHHs AiNbHULI, Ha AKili 34ilicHI0ETbCS
KOHTPO/b/BMNPOBYBaHHA cepil). 3amiHa AinbHuLj Ha
AKil 34ICHIOETLCA KOHTPO/Ib SKOCTi (KOHTPO/Tb
6i0N0riYHMX Ta MiKPOBIONOriYHMX NOKA3HWKIB
nikapcbkoro 3acoby) 13 Bupo6Huka K.T. POM®APM
KOMMAHI C.P.N.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEpMKEHHS. 3MiHW | TMny - AOMIHICTPATMBHI 3MiHW.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBafPKEHHA AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYaun AiflbHULI
BUMYyCKy cepii abo MicLie NPOBEeAEHHS KOHTPO/TIO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEp, He BK/IOYAUM BUMYCK Cepiid)
3MiHa agpecy BUPOGHMYOI AinbHUL BUpo6HMKa K.T.
POM®APM KOMMAHI C.P.J/1. BignosiganbHoi 3a
"BUPOGHULITBO Ta NEPBMHHE NaKyBaHHA /iKapCbKOro
3aco6y", y 3B'A3Ky 3 NPUBEAEHHSIM [0 OHOBJ/IEHOTO
ceptucpikata EudraGMP. BUpo6HWYi AinbHNL, Ha3Bu
Ta yCi BUPO6HMYI onepaLlii 3a/IMWaoTbCst HE3MiHHUMMU.
70. | BIOOPA TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka NOBHUIA LWKN IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13404/01/01
nNiBKOBOIO Pecny6nik BMPOGHMLTBA: My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyernmom
obonoHkoto, 3,0 a Na6opatopioc KOHTpOosb roToBOro slikapcbkKoro 3acoby (iHLi 3miHuM)
mr/0,03 mr; no 28 NeoH ®dapma, MpuseneHHss MKA fo opuriHasibHOT AOKyMeHTauii
TabneTok B C.A,, IcnaHis; (po3ginu p.3.2.P.5.1 Cneumndikauia IN3; p.3.2.P.5.2
6nictepi (21 BVPOGHWK, SKWiA AHaniTU4HI MeToauKN)
TabneTtka XOBTOro Bignosigae 3a
Konbopy Ta 7 BTOPUHHE
Tabnetok 6inoro nakyBaHHs: ATAIC
Konbopy); no 1 DAPMA, C.J1.,
a6o no 3 6nictepu IcnaHist; BUPOGHMK,
B KapTOHHIiA KW BigNoBigae
Kopobui 3a BTOPUHHE
nakyBaHHs:
MAHAHTIAN
IHTETPA, C.NY.,
IcnaHist; BUPOGHMK,
KW BigNoBigae
3a
Mikpob6iosnoriyHe
TeCTyBaHHS:
NABOPATOPIO
EYEBAPHE, C.A.,
IcnaHis
71. | BISUNAK pO34uH Ans oxnl Hopseris [bxnl Xenckea IpnaHgis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4254/01/01
iH'eKuili, 270 Mr Xenckea AC IpnaHgia Nimiten TMny - 3MiHK 3 akocTi. A®l. Cuctema peyenmom

nogy/mn; no 50 mn
a6o no 100 mny
donakoHi; no 10
hnakoHiB y
KapTOHHIlA KopooLi

KOHTeliHep/3akynopoBanbHuii 3aci6. 3MiHN
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX,
3a3HaveHux y crneumdikayisx, ons 6esnocepeHboi

ynakoBkn A®I (iHWi 3miHW). OHOBNEHHA p. 3.2.S5.6
CurcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6, a came
BHECEHHS 3MiHM A0 cneumndikauii NnepB1HHOT yNakoBKM
(LDPE) gito4oi peyoBMHY MOAUKCAHON 3 METOH
npvBeLEeHHs y BiANOBIAHICTb A0 BUMOr Ph.Eur. Ta
USP, W0 peryniowTb MaTepiann, ckaag 1a iHwi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BUMOTUN ANS BUPOGIB, MPU3HAYEHNX A15 NPSMOTo Yn
onocepeKoBaHOro KOHTakTy 3 npenaparamv gns
napeHTepasibHOro abo ogITasIbMOMOTIYHOro
3acTocyBaHHsA abo xap4yoBVMU NpogykTamu. Kpim Toro,
p. 3.2.5.6 BuKNagaeTbCca y AeLlo 3MiHeHoMy dhopmari,
a TakoX BHOCATbCS pefakLiiiHi 3MiHn ans
ynopaakyBaHHSA 3aTBepkeHoro Tekcty. Cknag ta
AKICTb NaKyBas/lbHUX MaTepianis 3a/mLanmncs
HE3MiHHUMMW.
72. | BISBUNAK pO34uH Ans Loxul Hopseris [bxnl Xenckea IpnaHgis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4254/01/02
iH'exuili, 320 mr Xenckea AC IpnaHgia Nimiteq TMny - 3MiHK 3 akocTi. A®l. Cuctema peyenmom
nogy/mn; no 20 KOHTeliHep/3akyrnoptoBanbHuii 3aci6. 3MiHN
M1, abo no 50 mn, napameTpiB cneuudikauii Ta/abo AONYyCTUMMX MEX,
ab6o no 100 mn, 3a3HaveHux y crneumdikauisx, gns 6esnocepeHboi
abo no 200 mn, ynakoBkn A®| (iHwi 3MiHK). OHOBrEHHS p. 3.2.S.6
a6o no 500 mny CurcTeMa KoHTelHep/3akynoptoBasibHUA 3aci6, a came
chnakoHi; no 10 BHECEHHS 3MiHM A0 cneumndikalii NnepB1HHOT yNakoBKM
ch1akoHiB y (LDPE) gito4oi peyoBMHY MOAUKCAHON 3 METOH
KapTOHHIlA KOpooLi npuBeLeHHA y BiANOBIAHICTb A0 BUMoOr Ph.Eur. Ta
USP, W0 peryniowTb MaTepianu, ckiag 1a iHwi
BUMOTW ANS1 BUPOGIB, MPU3HAYEHNX A415 NPSMOTo 4n
onocepesKoBaHOrO KOHTaKTy 3 npenapaTamu A4ns
napeHTepasibHOro abo ohTasIbMOMOrIYHOIO
3acTocyBaHHsA abo xapyoByMK NpogykTamm. Kpim Toro,
p. 3.2.S.6 BMKNafaeTbCa y AeLo 3MiHeHoMy chopmari,
a TaKoX BHOCATbCA pefakLiiiHi 3MiHn ans
yrnopsAKyBaHHSA 3aTBepKeHoro Tekcty. Cknag ta
AKICTb NaKyBa/IbHUX MaTepianis 3a/mwanncs
HE3MiHHUMW.
73. | BIHOPE/bbI KOHUeHTpaT ans AkKopg, Monblwa popatkose Benuka/ BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/19768/01/01
H AKKOPJ, pO34nHy ons Xenckea BTOPVIHHE BpuTanisa/ TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenmom
iHdpysiiA, 10 mr/mn, Moncka Cn. nakyBaHHs: IHgis/ thapmakoHarnsigy. BeegeHHs abo 3miHun go
no 1 mn (10 mr), 3.0.0. AKKOpg, Xenckea YropuwyHa/ y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsagy
no 5 mn (50 mr) y NimiTen, Benuka Monbwa (BBEAEHHSA y3ara/lbHEHNX AaHUX NP0 CUCTEMY

donakoHi, no 1
donakoHy y nauuj

BpuTaHis;
BMPOGHMLITBO
nNiKapcbkoro
3acoby, nepBrHHE
Ta BTOPVHHE
nakyBaHHs1,
KOHTPONb AKOCTI:
IHTac
$apmacbloTikanic
Nimitea, IHgis;
KOHTPO/b SIKOCTI:
€BpogoiHC
AHnaniTikan

hapMakoHarnisgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0CO6U 3 thapmakoHarnsgy 3assBHuKa A5
3AjiicHeHHs chbapmakoHarnsagy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIANOBIAa/ILHOT 3a
thapmakoHarnsg B Ykpaii.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
Cepsices XaHrepi
KdpT., YropumHa,;
KOHTPO/Ib SIKOCTI:
dapmasanig ta.
Mikpob6ionoriyuHa
naboparopis,
YropLyuHa; BUnyck
cepii: Akkopfa
Xenckea Moncka
Cn. 3 0.0. Cknap,
Imnoprepa,
MonbLa
74. | TANIYM- Kpanni opasibHi, No Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/3283/01/01
XEE/Nb 30 mn y chnakoHi- Xannbmitte a Xannemitrenb MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenma
KpanenbHuui; no 1 nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
dhnakoHy- rmM6X y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
KpanenbHuui y (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KOpOO6Lii 3 KapTOHY hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigaibHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkaoyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMNOBIAa/IbHOT 3a
hapMakoHarnsg B YKpaiHi
75. | TEMUUTABIH | koHueHTpaT ans Akkopg, Monbua BupobHuuTBO, IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17799/01/01
AKKOPL, PO34unHY 4118 Xernckea KOHTPO/b SKOCTI, Benuka MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
iHcpysiid, 100 Moncka Cn. nepBuHHE Ta BpuTania/ thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/mn no 2 mn 3.0.0. BTOPWHHE Monbluya/ y3arasibHeHUX JaHux npo cuctemy hapmakoHarnsgy
(200 mr), 10 mn nakyBaHHs: IHTac YropuwmHa/ (BBEAEHHSA Y3arasibHEHUX AaHWX NP0 cucTemy
(1000 wmr), 15 mn PapmacbloTikasic Manbta/ chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
(1500 wr), 20 mn Nimiteq, HAis; ITanis BiAANOBIAA/IbHOI 32 34iliCHEHH:A hapmakoHarnsgy;
(2000 mr) y Brpo6HMLTBO, KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
donakoHi; no 1 KOHTPO/b SIKOCTI, 3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa
donakoHy y nepBuHHE Ta BiAMiHHa Bif, yNOBHOBaXeHOI 0co6bw, BignoBigasbHOT

KapTOHHIW nayu,i

BTOPUHHE
nakyBaHHs: IHTac
$apmacbloTikanic
Niviten , IHAis;
BTopuHHe
nakyBaHHs:
AKKopg, Xesnckea
Nimiteq , Benuka
BpuTaHis;
BignosiganbHuii

3a 3fjiicHeHHs chapmakoHarnagy (Bkaoyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BiAMNOBIAa/IbHOT 3a
hapmMakoHarnag B YKpaiHi.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3a BUNyCK cepil:
AKKopg, Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLya;
KoHTporsb sikocTi
cepii: €BpodpiHc
AHanitikan
Cepsices XaHrepi
K., YropwmHa;
KoHTposb skocTi
cepii: ®apmagokc
Xenckea /114,
ManbTa;
KoHTporsb sikocTi
cepit:
NABAHANIBIC
C.P.N, Itanis;
KoHTposib sAKocCTi
cepii:
SAPMABANIA,
nra.
Mikpob6ionoriyuHa
naboparopis,
YropuimHa
76. | TENABAN® NopoLUoK ANs TOB YkpaiHa NNABOPATOPIO ITanis BHECEHHS 3MiH 0 peecTpauiinux martepianis: 3MiHu | 3a He UA/15587/01/01
po3unHy ons "BANIAPTIH ITANbAHO Tmny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/IE- peyenmom | niossi2ae
iH ekuili no 600 wmr, DAPMA" BIOXIMIKO cepTudikaT BiAnoBigHOCTI EBponeichkiii
10 donakoHis 3 PAPMALIEYTIKO hapmakonei/moHorpadii. 3miHu, NoB'sA3aHi 3
MOPOLLKOM B NICADAPMA HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTL A0
KomnnekTi 3 10 C.N.A. MoHorpadii 4dY abo €Bponeiicbkoi chapmakonei, abo
amnynavu 3 iHLIOI HaujoHanbHOI thapmakonei aepxasun €C (3miHa
PO3YMHHVKOM y cneyudikauisix, noB'sA3aHa 3i 3miHamu B ®Y, abo
(Bofa ans €Bponeiicbkiil hapmakonei, abo iHLWiA HaLioHaNbHIl
iH'ekUii) no 4 mn B hapmakonei gepxasun €C) - npuBefeHHs
NIacTuKOBIl cneumdikauii Ta METOAIB KOHTPO/TI0 po3uMHHKKA (Boga
KaceTi B KapTOHHIlA Ans iH'ekuild) y BIANOBIAHICTL A0 BUMOT MOHoOrpadii
Kopoobui 0769 «Boga Ans iH'eKUii cTepuibHa» AiloyoT pegakuii
€Bponeiicbkoi ®apmakonei. 3MiHUM BHECEHO B
IHCTPYKL,iI0 4151 MeAWNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3gin "Nlikapcbka chopma" (OCHOBHI hi3unko-
XiMiYHi BNacTMBOCTI).
77. | TENAP pO34uH Ans Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/6553/01/01
KowMmn. iH'eKUiR, no 2,2 mn Xannbmitte a XainbmiTresnb MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
XEE/Nb B amnyni; no 5 Nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
amnyn y KOHTYPHiiA rvM6X y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy

YapyHKOBIW

(BBEAEHHS y3arasibHEHMX AaHUX NP0 cUcTemy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
ynakosLi; no 1 a6o hapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0coou,
2 KOHTYpHI BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
YapyHKOBI KOHTaKTHOI 0c06M 3 chapMakoHaragy 3asBHuKa AN
yNakoBKM B 3fjiicHeHHs hapmakoHarnagy B YkpaiHi, K0 BoHa
KOpPOO6Lii 3 KAPTOHY; BiAMiHHa Bif, YyNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
no 2,2 Mn B 3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
amnyni; no 5 KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MiLLEHHI MacTep-
amnysn y KOHTYPHiiA dhaiina cuctemu chapmakoHarnagy) - 3miHa
YapyHKOBIl KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6U 3aABHNKa,
ynakosLi; no 20 BignoBiAa/IbHOT 32 hapmakoHarnsz B Ykpaii
KOHTYPHUX
YapyHKOBUX
yNakoBOK Y
KOpo6Lji 3 KapTOHY
78. | TENAPUH MOPOLLIOK MpAT YkpaiHa tOHO dapma Kutaii BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu | - UA/18899/01/01
HATPIO (cy6eTaHuin) y "papmaueBT Nimiteq TUny - 3MiHK 3 AKoCTi. AP KoHTposnb A®L. 3miHa y
NOABINHMX n4yHa gipma napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
noslieTuIeHoBMX "NapHuusa" BM3HAYeHUX y cneundikauisix Ha Adl, abo
naketax gns BUXiZHWA/NPOMIXXHWIA NpOAYKT/pearexT, Wo
hapmaueBTUUHOT BMKOPUCTOBYIOTLCS Y Npoueci BupobHuutea AdI
0 3aCTOCYBaHHS (BMYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWUJTYYEHHS 3aCTapisioro NokasHuMka)) - BUyYeHHs
nokasHuka «Baxki metanu» 3i cneuudikauii A®I,
BiANOBIAHO A0 MaTepianiB BUPOOHUKA Ta MOHOrpadil
«HEPARIN SODIUM».
79. | MAA3ENAM Tabnetku ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/8579/02/01
IC® cy6niHrBasnbHi no 3 [,00aTKOBOO Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsieae
0,02 r; no 10 [0[aTKOBOIO BiANOBIAAILHICTIO thapmakoHarnagy (iHwi 3MiHK). 3MiHW BHECEHO Y TEKCT
Tabnetoky BiAgnosigaib "IHTEPXIM" MapKyBaHHSA NMEePBUHHOT Ta BTOPMHHOT YNakoBKM
6nicTepi; no 2 HiCTIO nikapcbKoro 3acoby, a came BUTyYeHO Ay6/1oBaHHS
6nictepu y nayui 3 | "IHTEPXIM" iHchopMmaLii pocificbkor MOBO Ta BHECEHO pefakLiliHi

KapToHyY

npaBkn B TEKCT MapKyBaHHS. BBeieHHS 3MiH NpoTArom
6-Tn MicAUiB NicnNsA 3aTBepKEeHHA. 3MiHW | Tvny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro
3ac06y - BHECEHHS 3MiH B peecTpauiiiHi matepianv
|00 3a3HaYeHHA Ha3BM MiKapcbKoro 3acoby
[04aTKOBO aHr/iicbKoK MOBOHO i3
nonepekyBasibHOK NO3HAYKOW ®. 3 MeTol
YHidpikauii HanncaHHA Ha3BM MiKapCbKOro 3acoby
aHrNifNcbKOo MOBOK B peecTpauiliHix maTepianax.
3arBepmkeHo: GIDAZEPAM IC - TIJA3ENAM IC®.
3anponoHoBaHo: GIDAZEPAM® IC - TOA3ENAM
IC®. BHeCeHO 3HaK OXOPOHHOro MapKyBaHHA A0 Ha3BU
aHrnincbLKo MoBOK. BBeAEeHHS 3MiH NpOTArom 6-Tn
MicaLiB nicns 3aTBepmKeHHs. 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo
[0MNOMIKHOT PEYOBVHY - 3MiHa HAa3BW AiH040i Pe4YOBUHM
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

Ha [1-(riapa3nMHoKap6OoHi)-MeTUn-7-6poM-5-goeHin-
1,2-purigpo-3H-1,4- 6eH3piaseniH-2-oH],405
YHIBEpCa/IbHOI igeHTUdiKauii 4ito4oi peyoBuHM, WO
BXOAMTb Ao cknagy M3, 3a sigcyTHocTi MHH ans
[aHoi Aitoyol pevoBUHN. 3MiHU BHECEHO B IHCTPYKLItO
AN MeAnYHOro 3aCTOCyBaHHSA JliKapCbKOro 3acoby Ao
po3ainy "Cknag" Woao 3MiHW Ha3Bu Aito40l peYoBUHU
Ta K HacnifoK — Yy BIANOBIAHI PO3A4inu IHCTPYKLi Ta
TEKCT MapKyBaHHA BTOPUHHOT YNaKOBKW NiKapCbKOro
3acoby. BBegeHHs 3MiH NpoTsArom 6-Tv MicsALiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK). 3MiHW BHECEHO B IHCTPYKLiO 4518 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3gainy
"Mo6iyHi peakwyji" WOA0 3BiTyBaHHSA NPO NOGIYHI
peakLjii Ta BHECEHO peflaKLiiiHi NpaBky A0 po3ainis
"®apmakonoriyHi BnactmeocTi”, "B3aeMogis 3 iHLLIMMKN
nikapcbkrMM 3acobamu Ta iHWi B1Uan B3aeMogiii",
"Oco6nmBOCTI 3acTocyBaHHS", "lMepeno3yBaHHs" Ta
"Mo6iyHi peakuii”. BBeAeHHSA 3MiH NPOTArom 6-Tu
MicsILiB Nic/1A 3aTBepAKEHHS.

80.

MNAA3EMNAM
IC®

Tabnetku
cy6niHrBaUTbHI NO
0,05r; no 10
Tabnetok y
6nictepi; no 1
6nicTepy B nauui 3
KapToHY

ToBapucTeo
3
[0aTKOBOO
Bignosiganb
HicTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). 3MiHU BHECEHO Y TeKCT
MapKyBaHHS MepBUHHOT Ta BTOPUHHOI YNakoBKU
nNiKapcbKoro 3acoby, a came BUTyYeHO Ay6/10BaHHS
iHchopMmaL,ii pociiicbKol MOBOK Ta BHECEHO peakLiliHi
npaBky B TEKCT MapKyBaHHS. BBeieHHS 3MiH NpoTArom
6-Tv MicALIB NicnsA 3aTBepAKEHHSA. 3MiHu | Tuny -
AAMIHICTPaTMBHI 3MiHWN. 3MiHa Ha3BU JlikapCbKoro
3aco6y - BHECEHHSI 3MiH B peecTpaLlliiiHi MaTepianu
LLI00 3a3HAYEHHS Ha3BW /iKapCbKOro 3acoby
[04aTKOBO aHI/IiCbKO MOBOIO i3
nonepeaxyBaslbHOK NO3HaYKow ®. 3 MeTo
YHidhikauii HanncaHHA Ha3BM NiKapCbKOro 3acoby
aHrNifNcbLKo MOBOK B peecTpauiiiHix maTepianax.
3arsepaxeHo: GIDAZEPAM IC - TIOA3EINAM IC®.
3anponoHoBaHo: GIDAZEPAM® IC - MNOA3EMNAM
IC®. BHECEHO 3HaK OXOPOHHOIO MapKyBaHHS 0 Ha3BM
aHrnifcbko MOBOK. BBeAEHHS 3MiH NPOTArom 6-Tn
MiCAUIB MiCnA 3aTBEPKEHHSA. 3MiHu | Tuny -
AnMiHiCTpaTuBHI 3MiHW. 3miHa Ha3Bn Ad®| abo
[L0MOMDKHOT PEYOBMHM - 3MiHA Ha3BW Ail040I peYOBUHU
Ha [1-(rigpa3nHokap6oHin)-meTu-7-6pom-5-goeHin-
1,2-purigpo-3H-1,4- 6eH3piaseniH-2-oH],415
yHIBepcaUsibHOT ifeHTudikauii Aito4oi peyoBUHM, Lo
BXOAMTb A0 cknagy N3, 3a sigcytHocTi MHH ans

3a
peyenmom

He
nionsieae

UA/8579/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
[OaHoi Aito4oi pevoBUHU. 3MiHU BHECEHO B IHCTPYKLi0
0151 MeANYHOrO 3aCTOCYBaHHS NikapCbKoro 3acoby Ao
po3giny "Cknag" WoAo 3MiHM Ha3BY AjiH040i PeUYOBUHM
Ta AK HacnigoK — y BigNoBigHI po34inu IHCTPYKLUiT Ta
TEKCT MapKyBaHHA BTOPUHHOT YNakoBKU MiKapCbKOro
3acoby. BBegeHHS 3MiH NpPOTAromM 6-Tu micsuiB nicns
3aTBEepPMKEHHSA. 3MiHN | TUNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM). 3MiHV BHECEHO B IHCTPYKUilO 4151 MEeAUYHOTO
3aCTOCyBaHHSA fiKapcbkoro 3acoby Ao po3ainy
"Mo6iuHI peakwyji" LWOA0 3BITYBaHHA NPO NOGIYHI
peakujii Ta BHECEHO pefaKLiiiHi npaBkv 40 po3ainis
"apmMakonoriyHi BnactmsocTi”, "B3aemogia 3 iHWMmn
NikapcbKMU 3aco6amu Ta iHLWi BUAW B3aemogiii",
"Ocob6nmBoCTi 3acTocyBaHHs", "lMepeno3yBaHHs" Ta
"Mo6ivHi peakui”. BBefeHHSA 3MiH NPOTAroM 6-Tn
MicsLiB NicNs 3aTBEPAYKEHHS.
81. | MHEKOXEEN | kpanni opasibHi; No Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | Ges UA/7867/01/01
b 30 mMny ckisiHOMY Xainbmitte a XainbMmitrens TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
chnakoHi- Nb Xeenb Xeenb M'm6X thapmakoHarnagy. BeegeHHs abo 3miHu oo
KpanenbHuLj; no 1 rM6X y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
dhnakoHy- (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
KpanesibHuLi B hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
KOpOO6Lii 3 KapTOHY BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka ans
3AificHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi
82. | NTHOMAKC cynosuTopii 3eHTiBa, K.C. Yecbka Ekcenric lnau TypeyunHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/15953/01/01
BariHasbHi, 100 Pecny6nik CaHai Be TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenmom
mr/150 wmr; no 7 a TigpxapeT AHOHIM 3MiHN y BUPO6HMLTBI. 3MiHM BUNpobyBaHb abo
CynosuTopiiB y LipkeTi [OMYCTUMMNX MeX, BCTAHOB/IEHNX Y crieunddikauisx, nig
cTpunax B Yyac BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby (iHwi
KapTOHHI KopoobLi 3MiHW) - BHECEHHS! 3MiH B KOHTPO/1b MPOMDKHOTO
NPOAYKTY Mif, 4aCc BUPOBGHMLITBA FOTOBOrO /1iKapCbKOro
3acoby, npy pyTMHHOMY BUPO6HULTBI /13, a came
BUYYalOTbCHA TECTU «30BHILLHIA BUTNSA»,
«lpeHTudpikauis», «KinbkicHe BU3HAYEHHS» Ta
«MikpobionoriyHa unctota» y poscuni (bulk)
83. | MNHOC® TabneTkn, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/17957/01/01
o6onoHkoto, no 15 | "®apmauesT "®apmavueBTnyHa TUny - 3MiHK 3 AKocTi. APl KoHTposnb A®L. 3miHa y peyenma
Mmr; no 10 n4yHa chipma hipma "apHuua" mMeTofax BunpobysaHHsa AP| abo BUXigHOro
TabneTok y "fapHuus" mMartepiaay/npomiKHOro NPOAyKTy/peareHTy, Wwo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOHTYPHIl BMKOPUCTOBYETLCA Y npoueci BUpobHuLTBa ADI (iHLWi
YapyHKoBIli 3MiHW Y MeTofax BUNPo6yBaHHS (BKIOYaOUN 3aMiHy
ynakosLi; no 1 a6o abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIKHOTO
N0 2 KOHTYpHI npoaykty) 3miHn y metodi BEPX onsi KOHTpono
YapyHKOBI nokasHuka "CynpoBigHi AOMiLLKW" Ans fitoyoi
yMakoBKM B mauLi PEeyYoBUHM AOKCUNaMiHY CyKuMHaT. HapiBHi i3 po6ounm
cTaHaapTHUM 3paskom doxylamine impurity C
BMpo6HMLUTBa Uquifa S.A., Spain, ofaHO MOXNMBICTb
BUKOPWCTaHHA CTaHA4aPTHOrO 3pasky AoKCUIaMiHy
powmiwka C dC3 AdPY. BHeceHHS TepMiHiB
npuaaTHOCTI PO3YMHIB, NONPAaBKOBMX KOediLiEHTIB Ta
pefakuiiHnx npaBoK
84. | rINHOC® Kpanni opasibHi, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Ges UA/17957/02/01
po3unH, 15 mr/0,6 "®papmaveBT "papmMaLeBTNYHa Tuny - 3MiHn 3 akocTi. A®L. KoHTponb A®I. 3miHa y peyenma
mi; no 5 mn abo n4yHa chipma thipma "AapHuus” MeTofax BUNpobyBaHHs AD| abo BuXigHOro
20 mn, a6bo 50 mn "OapHuus" marepiany/npoMbKHOro NPoAyKTy/peareHTy, LWo
y dhnakoHi- BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AP (iHwi
KpanenbHuui; no 1 3MiHM Y MeToax BUNPOoGyBaHHS (BK/0YAKUN 3aMiHy
onakoHy- a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOTO
KpanesibHuLi B npoaykTy) 3miHn y metoai BEPX gnsi KoHTponio
nauui nokasHuka "CynpoBigHi AOMiLLKW" Ans gitovoi
peyoBMHM fOKCUNaMiHY CyKUuHaT. HapiBHi i3 po6ounm
cTaHgapTHUM 3paskom doxylamine impurity C
BMpo6HMUTBa Uquifa S.A., Spain, fofaHO MOX/MBICTb
BUKOPWCTaHHA CTaHAaPTHOrO 3pasky AoKcunamiHy
powmiwka C dC3 AdY. BHeceHHs TepMiHiB
npuaaTHOCTI PO34YMHIB, NONPAaBKOBMX KOEILLIEHTIB Ta
pefakLiiHix npaBoK
85. | MIUEPUHOB | cynosuTopii no dapmiHa MonbLa PapmiHa J1Tg, Monbuwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/11954/01/01
| 0,75r1; 105 nTg Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
CYMNO3UTOPI | cynosuTopiiB y thapmakoHarnsgy. BeegeHHs abo 3miHu fo
T"®APMIHA" | 6nicTepi; no 1 a6o y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy

2 6nictepu B
KapTOHHIlA KopooLi

(BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;

KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, AKLL0 BOHA
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy). 3MiHa KOHTakTHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YkpaiHi.

[itoya pepakuis: MNaTteupknin OnekcaHap |BaHOBWY.
MponoHoBaHa pegakuis: YaneHko OnekcaHgpa
IropiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0CcO6M 3asiBHMKA,




71

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BiANOBiAa/IbHOT 32 hapmakoHarnsa B YKpaiHi.
86. | MILEPUHOB | cynoswuTopii no 1,5 dapmiHa MonbLa dapmiHa J1Tg, Monbwa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/11954/01/02
| r,no5 nTg Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
CYMNO3UTOPI | cynosuTopiiB y thapmakoHarnsgy. BeefeHHa abo 3miHu fo
T"®APMIHA" | 6nicTepi; no 1 a6o y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
2 6nictepn B (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
KapTOHHIlA KOpooLi hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 thapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thainna cuctemmn chapmakoHarnsgy). 3MiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YKpaiHi.
[itoya pepakuis: MNaTteupknin OnekcaHap |BaHoBWY.
MponoHoBaHa pegakuis: YaneHko OnekcaHgpa
IropiBHa.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
BiANOBiAA/IbHOI 32 hapmakoHarnsg B YKpaiHi.
87. | TPUN-XEE/Ib | po3uuH ans Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4268/01/01
IH'EKLI iH'ekuin no 1,1 mn Xannbmitte a XainbmiTresnb MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom
B amnyni; no 5 Nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
amnyn y KOHTYPHiiA rvM6X y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
YapyHKOBIl (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
ynakosLi; no 1, chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
ab6o no 2, a6o 20 BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTYPHUX KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHVKa 415
YapyHKOBUX 3[jiiCHeHHs hapMakoHarnagy B YKpaiHi, KO BOHa
yNakoBOK y BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigasibHOT
KOpO6Lii 3 KapTOHY 3a 3fjiicHeHHs chapmakoHarnagy (Bkaoyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0coby 3asiBHMKA, BiAMNOBIAa/IbHOT 3a
hapmakoHarnsg B YkpaiHi
88. | AEKATUNEH cnpeii HasaslbHUiA, TOB «TeBa YkpaiHa Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Ges UA/20463/01/01
PVHO AYO po34urH no 10 mn YKpaiHa» HimeuunHa MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenma
PO34MHY y (BMpPOGHMLTBO thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHS TEKCTY
h1akoHi 3 Hepo3cacosaHol MapKyBaHHA NepBUHHOT Ta BTOPUHHOI YNakoBOK
posnuaoBayem Ta NPOAYKLT, nikapcbkoro 3acoby. BeefeHHA 3MiH NPOTArom 6-tu
KOBMa4KoM, AKUI nepBuHHa Ta MicsLiB MiCNs 3aTBePAKEHHA
3axuLae BTOPUHHA
posnuntosay; no 1 ynakoBka, A03BiN
donakoHy B Ha BUnycK cepii);

KapTOHHi KOpO6L

Mepkne 'vbX,
HimeyunHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
(BTOpUHHA
ynakoBka,
KOHTpPO/b cepii);
TpaHchapm
NoricTik TM6X,
HimeuunHa
(BTOpUHHA
ynakoBka)
89. | OEKATUNEH cnpeii Ha3asTbHUIA, TOB «TeBa YkpaiHa Mepkne 'v6X, HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | Ges UA/20464/01/01
PVHO KIA3 po34uH no 10 mn YkpaiHa» HimeuunHa TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
PO3YnHY y (BpO6GHMLTBO thapmakoHarnsgy (iHwi 3MiHn). OHOBEHHS TEKCTY
ch1akoHi 3 Hepo3dacoBaHol MapKyBaHHA NMepBUHHOT Ta BTOPUHHOI YNakoBOK
posnunBayem Ta NPOAYKLUT, nikapcbkoro 3acoby. BeefeHHsA 3MiH NpoTAroM 6-tu
KOBMa4koM, KWt nepBuHHa Ta MiCALIB MICNA 3aTBEPKEHHSA
3axmLae BTOPMHHA
posnuntoBay; no 1 ynakoBka, A03BiN
chnakoHy B Ha BMNYyCK cepii);
KapTOHHIA Kopoo6Li Mepkne 'v6X,
HimeuunHa
(BTOPMHHA
ynakoBka,
KOHTPONb cepil);
TpaHcapm
NoricTik TM6X,
HimeuunHa
(BTOPMHHA
ynakoBKa)
90. | AEKPICTON® | kpanni opasibHi, TOB "MIBE YkpaiHa Mmi6e Mm6X HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/20117/01/01
KPANI po3yrH 20000 YKPAIHA" ApuHaiimitTTens TMNy - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT peyenmom
MO/mn; no 10 mn OinbHUUI (BKNOYa0UY AibHUL Ana APl TPOMKHOIo
pO34unHy y npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI
chnakoHi- AN NPOBEAEHHS MakyBaHHS, BUPOOHMKa,
KpanesnbHULi 3 BiANOBI4A/ILHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KPULLIKOHO, LLLO KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
3arBUHYYETLCSA; MO marepiany, peareHTy abo A0NOMiXHOT pEYOBUHN
1 chnakoHy y nauui (SKLLLO 3a3HAYEHO Y A0CHE) - BrunyyeHHs1 BUPO6HUKa
nito4oi pevosmHn DSM Nutritional Products Ltd., sik
BnacHuka CEP Ta BifnoBigHO BUTy4YeHO BUPOOHNYY
OiNbHWLO BiANOBiAabHY 3a BUpo6HMLTBO A®| DSM
Nutritional Products France SAS, France Ta finbHuLI0
BiANOBIAa/IbHY 38 BUPOOGHWLTBO NPOMKHOI NPOAYKLiT
DSM Nutritional Products GmbH, Germany.
AnbTepHaTUBHUM BUPOBHMKOM 3aMLLIAETLCS
Fermenta Biotech Limited, India
91. | AEKCAMETA | po3uuH ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/20423/01/01
30H-4- iH'ekUil, 4 mr/mn; "papmaveBT "papmMaLeBTnYHa TUny - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio. peyenmom
AAPHULSA no 1 ma B amny/ii; M4yHa doipma dipma "JapHuus” Cuctema KoHTelHep/3aKynoproBasibHWiA 3aci6 (iHLWi
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
no 5 amnyny "OapHuus" 3MiHW)
KOHTYpHiIlA OHOBMEHHA p. 3.2.P.7. Cuctema
YapyHKOBIl KOHTeliHep/3aKkynoploBasibHKA 3acib, a came 40
ynakosLi; no 1, no marepianiB peecTpauiiHoro J0Cbe Ha NepBUHHE
2 abono5 nakyBaHHs AMMYN CKNSHI, 3aTBEPAKEHOro
KOHTYPHUX BUPOGHMKa AT «lonTaBCbKuiA 3aBOS MEANYHOTO Ckiax»
YapyHKOBUX BHOCUTbCS anlbTepHaTMBHa Mapka ckna Fiolax amber
ynakoBOK y nayui c/3, Bupo6Huka SHOTT AG, HimeuunHa fjo Bxe
3aTBepmxeHol Mapku ckia YCI1-1 c/3, BupobHuka AT
«MonTaBCbknii 3aBO, MeANYHOTO Ckna», 6e3 3MiHu
marepiany, 3 SKOro BUrotoensoTbesa amnynu (| knac
rigponiTMYHoi cTirikocTi ISO 720 — HGAL).
Cneuumdpikauis Ta METOAM KOHTPOIO AKOCTI Ha AMNynn
CKNSAHI 3amMLnamce 6e3 3MiH. 3aTBepkeHo:
Brpo6Huk amnyn: AT «[onTaBcbkuii 3aBog,
MeauyHoro ckia» Mapka ckna: YCI1-1 ¢/3 - BUpO6HWK
AT «[MoNnTaBCbKWi1 3aBOS, MEAUYHOTO CK1a»
3anponoHoBaHo: BupobHuk amnyn: AT «lMonTaBcbkuii
3aB0j, MeAnyHoro ckna» Mapka ckna: YCrI1-1 ¢/3 -
BUPOGHUK AT «[MonTaBCbKuli 3aBOA MEANYHOIO CKla»
Fiolax amber c/3 - Bupo6HuKk SHOTT AG, HimeuyunHa
92. | AEKCAHTA rpaHynun ans MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/16859/01/01
opasibHOro "XIMOAPM3 "XIMOGAPM3ABO TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenmom | nidsis2ae
pO34uHY 3 ABO/L [ "UEPBOHA hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
NIMMOHHUM "UEPBOHA 3IPKA" nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
CMakom no 25 mr; 3IPKA" A5 MeAMYHOro 3acToCyBaHHS Ha MiAcTasi perynspHo
no 2,5 ry cawe, OHOBJ/IHOBAHOTO 3BIiTY 3 6e3neky NikapcbKoro 3acoby,
no 10 a6o no 30 abo pocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
calle y nauuj 3 3acoby B nicrsipeecTpaviiiHnii nepiod, abo Ak
KapTOHY pesynbTaT OLiHKM 3BiTY 3 AOCAIMKEHb, NPOBEAEHNX
Bi4NOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHM BHeCeHOo A0 IHCTPYKUii Ans MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis:
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iyHi peakuii” WwWoao
6e3nekn 3acToCyBaHHA [il040T peYOBUHYN
AekckeTonpodheH BiANOBIAHO A0 pekomeHAauin PRAC
BBefeHHsI 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPAKEHHS
93. | AEHIrMA® pO34nH Ans TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17456/01/01
OpasIbHOrO "TNEAPAP PAPM", YKpaiHa TMny - 3MiHK 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa peyenmom
3acTocyBaHHs, 2 M naTa" a6o TOB BUPOBGHMKA BUXIAHOTO/NPOMIXXHOMO NPOAYKTY/peareHTy,
mr/m; no 100 mn «NIEA®PAPM LLIO BUKOPUCTOBYHOTLCS Y BUPOBGHUYOMY npoueci AP,

PO3YnHy y
donakoHi; no 1
oNakoHy pasom i3

NTA», YKkpaiHa

abo 3miHa BUpOGHYKa (BKIOYakoun, Ae HeobxigHo,
MicLle NpoBefEeHHS KOHTPOO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikaTta BiANOBIgHOCTI EBpONenchbkili
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
MipHOIO NTOXKOH Y chapmakonei y 3aTBepAxXeHOMy [0ChE)
KapTOHHIiiA (3anponoHoBaHWi BUPOGHWK HANEXWTL [0 TiET camol
ynakoBLi BMPOGHMYOI rpynu NiANPUEMCTB, WO 1 3aTBEPIKEHWIA)

- floAaBaHHA BUPOGHMYOT AiNbHULL BUPOGHMKa
Megafine Pharma (P) Ltd, IHais gns A®l MemaHTUHY
rigpoxnopug. 3miH y npoweci BUpobHuLTBa He
Big6ynocs. 3miHu | Tuny - 3miHK 3 AkocTi. CepTudikar
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiJHICTIO MPYBEAEHHS Y BiAMNOBIAHICTb
00 MoHorpadii dY abo EBponeiicbkoi hapmakoner,
abo iHWOi HauioHasIbHOI dhapmakonei agepxasn EC
(3miHa y cneuudpikauisix, nos'asaHa 3i amiHamu B APY,
abo €ponelickbkiin gpapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C)

— BHECEHHS 3MiHM B creuuadikaLio Ta MeToam
KOHTposto skocTi A®| y BignosigHocTi Ao DMF
BMpo6HuKka APl Ta MoHorpadii USP «Memantine
hydrochloride» , a came: 3MiHN y MeToAax KOHTPO/IO
0Ns TecTy «Po3unHeHHs» 3Mmin y cneumdikayii Ta
MeToJax KOHTPOSI AN TecTy «laeHTudikauis»
BuganeHHs TecTy «Baxki MeTanu» 3MiHn y
cneundikauii Ta MeToAax KOHTPOo Ans TecTy
«OpraHivHi gomiWwku» 3MiHM y cneumdikadii Ta
MeToAax KOHTponto ansa Tecty «KinbkicHe
BU3HAYeHHA» BuganeHHs tecty «KinbkicHe
BM3HA4YeHHS (MOTEHL,iOMETPUYHO)» TecT
«MikpobiosnoriyHa YncToTa» BUAASIEHMIA 3 MOHOrpadii.
3Mminu | TUny - 3miHu 3 AkocTi. APl KoHTponb API.
3miHa y napameTpax cneuudikauin Ta/abo
L0NYCTUMMUX MEX, BUSHAUEHNX Y crieundikaLisax Ha
A®I, abo BUXIZHWA/NPOMIKXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTbCS y Npoueci BUpobHuuTea Ad|
(oonoBHeHHA cneuundikalil HOBUM NOKa3HUKOM SIKOCTI
Ta BignoBi4H/M METOAOM BUMNPOGYBaHHS) -
npuBefeHHs Bumor creumdikadii APl 3a nokasHUKOM
«3aNNLWLKOBI Ki/IbKOCTI OpraHiyHMX PO3UUHHUKIBY» Y
BiANOBIAHICTL cneundikauii Ta MeToAiB KOHTPOO
3rigHo DMF Big BMpo6HMKa cybcTaHuii. 3MiHm | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuuTea Ad|
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM SKOCTI
Ta BigMNoBiAHNM METOAOM BUMNPOGYBaHHS) -
[0NoBHEHHA creumdikayii APl BUSHAYEHHSIM JOMILLKN
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

1-Acetamide-3,5-dimethyladamantane (MEB) 3
HopmMyBaHHAM NMT 0.10 %.

94.

LEPVBA C
MC

renbno15ry
Ty6i; no 1 Ty6i B
KapTOHHI Kopoobui

neHmapk
dapmacboT
nkans JTa,.

IHais

neHmapk
dapmMacboTVKan3
nra.

IHais

BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6.
KOHTpO/1b roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW).
3MiHM BHOCATLCA 3 METOIO NPUBEAEHHS TEKCTY
MeTogjiB KOHTPO/IIO SKOCTI 10 BUMOT Hakak3sy MO3
Ykpainu Big 23.07.2015 p. Ne 460 (i3 3MiHamu).

6e3
peyenma

UA/14954/01/01

95.

DEPMOBEWT

mas3b 0,05 % no 25
ry Ty6i; no 1 Ty6i
B KapTOHHIiA
ynakoBLiji

nakcoCmit
Knsiin
Ekcnopt
Nimiteq

Benuka
BpuTaHis

Oendapm
Mo3HaHb C.A.

Monba

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHKM 3 AKkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTugikaT BiANOBIAHOCTI €BpPONenchKil
hapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI abo
BWYyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
cthapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/npoMXHOI0 NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0MNOMDKHOT peyoBrHK (cepTudikar BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNEHWi cepTudpikat
Bif y)Ke 3aTBepAKeHoro BUpo6Huka. MNogaHHs
OHOBJ/IEHOTO CepTudikaTy BifNOBIAHOCTI EBpONECHKIi
thapmakonei CEP 2011-034- Rev 04 gns gitodoi
peyoBuHM knobeTasony NPonioHaT Bif, 3aTBEPAKEHOTO
BMpo6HuKa GlaxoSmithKline Research & Development
Limited y 3B’A3Ky 3 3MiHOI Ha3BW BUPOGHNYOT
AiNbHULI, BiANOBIAaUTbHOI 3a BUPO6HMLTBO AdI, 6e3
3MiHM CamMOro 3aTBEPPKEHOTO BUPOOHMKaA
(3aTBepaxeHo: R1- CEP 2011-034- Rev 03 Glaxo
Wellcome Operations; 3anponoHosaHo: CEP 2011-
034- Rev 04 Glaxo Operations UK Limited).

3a
peyenmom

UA/1600/01/01

96.

IDKA3 NNoC

TabneTkun, BKPUTI
060/10HKOI Ne 28:
no 24 Tabnetkn
POXEBOr0 KO/bopy
i No 4 TabneTku
cBiTNO-
OpaHXeBOro
KOSbOpy B
6nicTepi; no 1
6nictepy B
KapTOHHIN mavuy;
Ne 84: no 24
TabneTtku
OpaHXeBoro
Konbopy i no 4
TabneTku CBITNO-
OpaHXeBoro

Baviep Al

HimeyunH
a

MepBuHHa Ta
BTOPUHHA
ynakoBka, [103Bif
Ha BUMYCK cepii:
Baviep AT,
HimeuunHa,;
Brpo6H1LTBO 3a
MOBHUM LVK/IOM:
Baiiep Balimap
v6X i Ko. KT,
HimeuunHa

HimeuunHa

BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu |
TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHSI
Ta/abo agpecy MicLst NPOBaKEHHS AiS/IbHOCTI
BMpOBHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IHOYAOUM AiflbHMLi BUMYCKY cepii abo Micue
NpoBeAEeHHSA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY
BiAANOBiAAae BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiit). MpuBeaeHHS HaNMCaHHA agpecy BUPOGHMKa
Baiiep Al', HiMeyunHa aHrniicbKor MOBOK Y
BiAANOBIAHICTb 4,0 BUCHOBKY LLOAO NiATBEPAKEHHS
Bi4MOBIAHOCTI YMOB BUPOGHMLTBA NiKapCbKnx 3acobis
Bumoram HBI

3a
peyenmom

UA/12143/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KONbopy B
6nictepi; no 1
6nictepy B
KapTOHHIA nauL;
no 1 a6o 3
KapTOHHMX Nayku
B yNnakoBL,i 3
nosieTuneHy
97. | ANKNAK® ID Tabnetku 3 CaHpo3 CnoBeHis Cantotac ®apma HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/9808/01/01
MoAandpikoBaHUM dapmachbHoTi v6X TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssizae
BVBI/TbBHEHHAM MO Kan3 g.4. thapmakoHarnsgy. 3MiHa y KOpoTKiii XxapakTepucTumui
75 mr; no 10 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
TabneTok y [ANA MeAMYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
6nicTepi; no 2 abo OHOB/IIOBAHOrO 3BiTY 3 6e3MeKn NiKapcbkoro 3acooby,
no 10 6nictepiB y abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS JlikapCbKoro
KapTOHHIlA KOpooLi 3aco6y B nic/ispeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHux gocnigxeHs (PIP)
(3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby Ao po3zainis
"Ocob6nmBocTi 3acTocyBaHHS", "MobiuHI peakwi
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn
Lit040T peqyoBuHN (HaTpito AMKNIOdEHaKY) 3riHO 3
pekomeHgauismy PRAC. BBefeHHs 3MiH npoTsarom 6
MicsILiB Micnsi 3aTBEPAKEHHS
98. | AUK/AK® ID Tabnetkn 3 CaHpo3 CnoseHis BMPOBHMLTBO in HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a He UA/9808/01/02
MoAandikoBaHUM dapmachbHoTi bulk, nakyBaHHs, Monbwa MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom nionsieae
BVBINIbHEHHAM MO Kans g.4. BUNYCK cepil: hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
150 wmr; no 10 Cantotac dapma nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
Tabnetoky vm6X, HimeuunHa; A5 MeMYHOro 3acToCyBaHHS Ha MiAcTasi perynspHo
6nicTepi; no 2 abo nakyBaHHs1, BUMYCK OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neku NikapcbKoro 3acoby,
no 10 6nicTepiB y cepii: ek C.A., abo pocnigxeHb 3 6e3nekn 3acToCyBaHHS NiKapCbKOro
KapTOHHI KopoobLi MonbLa 3acoby B nicnsipeecTpaviiiHvii nepiod, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BiANOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLUIT 4151 MEAUYHOTO
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwi
BiANOBIAHO 4O OHOBNEHOI iHGhopMaLii 3 6e3neku
Aitoyoi pevoBuHN (HaTpito AuknodieHaky) 3rigHo 3
pekomeHgauisasmy PRAC. BeBefieHHA 3MiH NpOTArom 6
MiCsILiB MicNs 3aTBEpPIKEHHS
99. | ANKNO®PEHA | Tabnetkn no 0,05 MPAT YkpaiHa MPAT YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux martepianiB: 3MiHu | 3a He UA/0708/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
K r; no 10 Tabnetok "XIMPAPM3 "XIMGAPM3ABO Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom | niosnsizae
y 6nictepax; no 10 ABO/J [ "HEPBOHA chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
Tabnetoky "YEPBOHA 3IPKA" NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
6nicTepi; no 1 abo 3IPKA" 0151 MeMYHOro 3acTocyBaHHA Ha nigcTasi perynspHo
3,a60 10 OHOBJIIOBAHOrO 3BiTY 3 6€3neKun NiKapcbKoro 3acooby,
6nicTepiB y navui abo gocnimxeHb 3 6e3nekn 3acTOCyBaHHS J1iKapCbkoro
3 KapTOHY 3acoby B nic/iAspeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOCNIKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHnx gocnigkeHs (PIP)
(3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO [0 IHCTPYKLiT 4719 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
BiANOBIAHO [0 OHOBMEHOT iHdhopMmaLii 3 6e3nekun
Litoy0i pevoBMHN (HaTpito AukiodieHaky) 3rigHo 3
pekomeHgauismm PRAC. TepMiH BBEEHHS 3MiH -
npotsArom 3 micslis nicns 3aTBepipkeHHs
100. | ANKNO®PEHA | kancynu no 25 wr; TOBAPUCT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/1477/01/01
K HATPIHO no 10 kancyny BO 3 06MeXeHo TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidssizae
6nicTepi; no 3 OBMEXEH BiANOBIAA/LHICTIO thapmakoHarnsgy. 3MiHa y KOpoTkiii XxapakTepucTumui
6nictepu y (e]0) «XapkiBCcbke nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
Kopo6Li 3 KapTOHY BIAMOBIOA hapmaveBThyHe 0151 MeMYHOro 3acTocyBaHHA Ha niAcTasi perynspHo
JNIBHICTHO nigNPMEMCTBO OHOBJIIOBAHOrO 3BiTY 3 6e3MeKn NiKapcbkoro 3acooby,
"KOPIOPA «3p0poB’sa abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS JlikapCbKoro
LA Hapopy» 3aco6y B nic/ispeecTpaviiiHuii nepiod, abo sk
"340POB™A pe3ynbTaT OUiHK/ 3BITy 3 AOC/IKEHb, MPOBEAEHNX
" BiANOBIAHO A0 MiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT 4719 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iYHI peakwii”
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekun
Aitoyoi pevoBuHN (AvkIodeHaky HaTpito) 3rigHo 3
pekomeHgauismm PRAC
101. | ANCKYC PO34UH NN Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/3959/01/01
KOMMOS3UTY | iH'ekuiii, no 2,2 mn Xainbmitre a XainbMitTenb Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
M B amnyni; no 5 Nb Xeesnb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu fo
amnyn y KOHTYpPHIi M6X

YapyHKOBIl
ynakosLi; no 1 a6o
no 2, a6o no 20
KOHTYPHUX
YapyHKOBUX
yMnakoBOK y
KOpOOGLLi 3 KAPTOHY

y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPO cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAA/IbHOI 32 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
dhaiina cuctemu chapmakoHarnisgy). 3MiHa KOHTaKTHUX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnsg B Ykpaii.
102. | AIOKOP 160 TabneTku, BKpUTI TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/8318/01/01
nNiBKOBOIO "ACIHO Crapt" TMny - 3MiHK WoAo 6e3nekn/edekTUBHOCTI Ta peuenmom
060/10HKOI0, MO YKPAIHA" thapmakoHarnsay. BeegeHHs a6o 3MiHu [0
160 mr/12,5 wr; no y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
10 TabneTok B (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
6nictepi; no 1, no hapmakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
3,no 4 abo no 9 BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
6nictepiB y nauui KOHTaKTHOT 0co6U 3 chapmakoHarnsay 3asBHuKa 45
3 KapTOHY 3AiicHeHHs thapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg
103. | AIOKOP 80 TabneTku, BKpUTI TOB YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/8318/01/02
nNiBKOBOIO "ACIHO Crapt" TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peuenmom
060/10HKO0, 10 80 YKPAIHA" thapmakoHarnsay. BBeaeHHs a6o 3MiHu [0
mr/12,5 wr; no 10 y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
TabneTok B (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
6nictepi; no 1, no hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
3,no 4 abo no 9 BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
6nictepiB y nauui KOHTaKTHOT 0co6U 3 chapmakoHarnsay 3asBHuKa A5
3 KapTOHY 3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06H, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHKX YNOBHOBaXKEHOT 0CO6U 3asiBHUKA,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg
104. | AOMPUA® TabneTku, BKpUTI TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 6e3 He UA/8976/01/01
060/10HKO0, N0 10 "TNEAPAP PAPM", YKpaiHa YTOUHEHHS HanucaHHA cTaTtycy peksiamyBaHHA B peyenma nionsza
mr; no 10 M naTh" a6o TOB Hakasi MO3 YkpaiHu Ne 1955 Big 25.12.2025 B €
Tabnetok y «NMEAPAPM npoueci BHECEHHS 3MiH (3MiHuW | TUNy - 3MiHK WoAa0

6nictepi; no 1 abo
no 3 6nictepu B
KapTOHHiiA
ynakosLi

NT0», YKpaiHa

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa 'y
KOPOTKIll XapaKTepuCcTuMLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUii AN MeAUYHOro
3aCTOCYBaHHA Ha MiCcTaBi PerynsipHo OHOB/IHOBAHOTO
3BITY 3 6e3nekn nikapcbKoro 3acoby, abo AocnigkKeHb
3 6e3MeKkun 3acToCyBaHHs NikapcbKoro 3acoby B
nicnspeecTpaLiiinii nepioa, abo sk pe3ynbTar OLiHKW
3BiTY 3 fOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpnyHux gocnimxkeHnb (PIP) (3MiHY y3rogpkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoM) - 3MiHW
BHECEHO A0 iIHCTPYKLi A5 MeANYHOT0 3acTOCYBaHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
00 po3giny "TMpoTunokasaHHA" IHCTPYKLUT A1
MeAMNYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekn
3acTocyBaHHS Nikapcbkoro 3acoby. TepMiH BBeAeHHs
3MiH - NPOTArOM 6 MICALIB MICNA 3aTBEPLYKEHHS).
IHchopmauis B Hakasi - mignsArae. BipHa pepakuis - He
nignsarae.
105. | AOUETAKCE KOHUeHTpaT Ans ToBapucTtso YkpaiHa AxTasic ITanis ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3MiHu | 3a He UA/13982/01/01
N-BICTA po3unHy ons 3 C.n.A, Itanis; PymyHis Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossi2ae
iHdpy3iid, 20 mr/mn 06MEeXeHO CiHgaH ®apma hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
no 1 mn (20 mr), BiAnosigaib C.P.N1., PymyHis NiKapCcbKOro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKLT
abo no 4 mn (80 HiCTIO A1 MeANYHOTO 3aCTOCYBaHHS
mr), abo 7 mn (140 «BYCT reHepUYHNX/TibpUAHNX/6ioNoAIGHNX NiKaPCbKMX
Mr) y doniakoHi; no OAPMA» 3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
1 donakoHy B pechepeHTHWIA Npenapar (3miHa He NoTpebye HagaHHs
KapTOHHIlA KOpooLi XOLHUX HOBUX AOAATKOBUX AaHUX). 3MiHU BHECEHO [0
IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHS JliKapCbKOro
3acoby y po3ginu "MokasaHHs", "lMpoTunokasaHHs",
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Yy
nepiog, BaritTHoCTi abo rogyBaHHs rpyaat”, "Mo6iyHi
peakuii” 3rigHo 3 iHhopMaLi€eto Woa0 MeanyHOro
3acTocyBaHHSA pethepeHTHOro NikapCcbkoro 3acoby
(TakcoTep®, KOHLEHTPAT A1 PO3UMHY Ans IHAY3ii,
20 mr/mn). BBeeHHS 3MiH NpoTarom 6-Tu micauis
nicns 3aTBepAKEeHHs.
106. | AYOTPAB® Kpanni oyHi no 2,5 HoBaprtic Lseiuapi HoBaprTic Benebris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3a UA/6292/01/01
MY tpriakoHi- dapma Al A MaHydakTypiHr YTOUHEHHS1 HAaNUcaHHA BMPOGHMKa B Haka3si MO3 peyenmom
KpanesibHuuj; no 1 HB Ykpainu Ne 1516 Big 03.10.2025 B npoueci

donakoHy-
KpanesbHULi B
NPOMIiXHiiA
ynakoBLi, Wo
BK1aJa€eTbCA B
KOpPOGKY 3 KapTOHY

BHECEHHS 3MiH (3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKii 3aci6. 3MiHa
nocTavasibHvKa nakysasbHUX mMartepianis abo
KOMMNEKTYIOUMNX (SIKLLLO 3a3HAYEHO B A0CbE) (iHLLUI
3MiHW). BHeceHHs 3MiH 1o p. 3.2.P.7. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib, a came 3MiHa
Ha3ByW MocTavasibHKKa NoNieTUNEHy HU3bKOI LLiIbHOCTI
20-6064, 3 Dupont Ha DOW, 5ikui1 BUKOPUCTOBYETLCS
nns BupobHuuTBa bottle (LDPE) and dispensing plug
(LDPE). 3miHa Ha3B¥ noctavasibHUKa € nue
aAMIHICTPaTMBHOO 3MiHO, XXOAHMX 3MiH He
BHOCUTbCS A0 CKNady nakyBaslbHOTO matepiasny.
di3nyHe MicLe3HaxoMKeHHA nocTadasibHUKa Ta BCi
onepauii 3an1waTbCa HE3MIHHUMU. 3MiHY | Tvny -
3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akyrnoptoBanbHuii 3aci6. 3MiHa
noctavasnibHUKa nakyBasibHUX MaTepiasiis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAaYeHO B A0CbE) (iHLui
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3MiHW). BHeceHHs 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6, a came 3MmiHa
Ha3BW NocTavyasibHNKa CUHAIOTaKTUYHOIO
noninponineHy (sPP) Finaplas 1251 ta Fina 7425
Polypropylene (PP) 3 Total Petrochemicals i Fina Ha
Total. 3miHa Ha3BM NocTavasibHUKA € NnLLe
aAMIHICTPaTMBHOO 3MIHO, XXOAHUX 3MiH He
BHOCUTbCSA Ai0 CKNagy nakyBaslbHOTO marepiasny.
di3nyHe MicLe3HaxoMKEHHS NocTa4yasibHMKa Ta BCi
onepauii 3anuwalTbCs He3MiHHMMK). Pefakuis B
Hakasi - AsikoH KyBpbop, Benbrisi. BipHa pegakuis -
HoBaptic MaHydakTypiur HB, Benbris.
107. | AYTA®OPC Kancynu Teepai no TOB CnoseHis BUPOBHULTBO, IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19124/01/01
0,5 mr/0,4 mr; no 6 «MONIMET nepBuHHE Ta Tnny - 3MiHK 3 aKkocTi. CepTudikar BignosigHoCTI/IE- peyenmom
Kancysn TBepAnX y PIA, BTOpPUHHE cepTudikaT BignoBigHOCTI EBponenchkiii
6nictepi, no 5 anctpunbyuis nakyBaHHs, hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
6nicTepiB y nauui; Ta nocnyrm» KOHTPO/b Ta OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
no 9 kancyn BWMYCK Cepil: BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeicbkiii
TBEPOUX Y CAl hapmakonei: ana Adl; ons BUxigHoro
6nicTepi, no 10 MAHY®AKTYPIHI marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
6nicTepiB y navui , C.JLY. BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans

[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponeiicbkili thapmakonei) - BunyyeHHs
cepTudikaTiB (3a HasABHOCTI My/TbTUMIETHOTO
cepTudikaTa Ha martepian). BunyyeHHs ceptudikaty
CEP R1-CEP 2010-144-Rev 02 gns Aito4oi pevoBuHN
TamcynosuH rigpoxnopug BupobHuka Cadila
Healthcare Limited, IHAjis, OCKi/bkM 3 KOMEPLiHNX
npuunH A®| Bupo6Huka Cadila Healthcare Limited
6inblue He BUKOPUCTOBYBATUMETLCS. Y AOCHE
3amMaeTbes BUpo6bHMK Sun Pharmaceutical
Industries Limited gns APl TamcynosuH rigpoxnopuga,.
3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBHUYOT AiNbHULI (BKIHOYaoUM AinbHULI Ana Adl,
MPOMIXXHOr0O MPOAYKTY ab0 roToBOro NMikapCbKoro
3aco6y, AiNbHULI A58 NPOBeAEHHS NaKyBaHHS,
BMPOGHMKA, BiANOBifaIbHOTO 3a BUMYCK Cepild, MicLe
NpoBeLEHHS KOHTPO/IO cepii) abo nocTavanbHyKa
BVXiHOTO Matepiany, peareHTy abo AONoMiXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE). BunyyeHHs
BMPOBHMKA NikapcbKoro 3acoby Jlabopartopio
EueBapHe, C.A., IcnaHis, BignoBiganbHOro 3a
KOHTPO/Ib cepii (MiKkpob6iosIoriyHmiA), y 38'A3Ky i3
NPUNUHEHHAM MPOBEAEHHS KOHTPOIO cepii
nNikapcbKoro 3acoby AaHNM BUPOOHUKOM. BunyueHHs
He 06yMOB/IEHO Henepea6ayeHuMn o6cTaBuHaMm y
BMPOGHMYOMY NpoLeci. BUpO6HMK, L0 3a1MLLIMBCS,




81

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BMKOHYE Ti X caMmi cpyHKLiT, LLO i BUAyYeHnii. 3miHu |

TMNY - AQMIHICTPATVBHI 3MiHW. BunyyeHHs BUpo6HUYOT

AinbHUUI (BKAYatoumn ainbHuui ana A®l, npomixHoro

npoAayKTy abo rotToBOro NikapcbKoro 3acoby, AiNbHULI

[N NPOBEAEHHA NakKyBaHHS, BUPOOHUKA,

BiANOBIAA/IbHOIO 3a BUMYCK CePiii, MiCLie NPOBeAEHHS
KOHTPO/IO cepii) abo nocTavasibHMKa BUXIGHOTO
mMaTepiany, peareHTty abo fOMNOMKHOI pe4OBUHMN

(SKLLO 3a3HAYEHO Y AOCHE)

BunyyeHHs BUPOGHUKA roTOBOrO NiKapcbkoro 3acoby
Fanexikym Xenc, C.J1., IcnaHisi, BignosigansHoro 3a
KOHTPO/b cepii (i3nKo-XiMiYHWIA), ¥ 3B'A3KY i3
NPUNUHEHHAM NPOBEAEHHS KOHTPOSIO cepil roTOBOro
NiKapcbKoro 3acoby faHuM BUPOOHUKOM. BuiyyeHHs
He 06yMOB/IEHO HenepeabayeHMN o6cTaBuHamy y
BUPOGHMYOMY npoueci. BUpoBHUK, L0 3a/1MLLmMBCS,
BWKOHYE Ti X caMi cpyHKL,T, L0 i BUNYUYEeHWIA. 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIO AKOCTI
roTOBOrO JliKapcbkoro 3acoby (3amiHa abo foAaBaHHSA
BMPOGHMKa, LLLO BiAMNOBiAaE 3a BBE3eHHA Ta/abo
BUMNYCK Cepii) - Bkntoyarouy KOHTPO/b/BUNPOBYBaHHS
cepii - 3MiHa haKTNYHOro MicUs BEAEHHS Ais/IbHOCTI
BUpo6HUuKa ManeHikym Xenc, C.J1.Y. 3miHu | Tuny -
3MiHK 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo A0MYyCTUMUX
MeX, BCTAHOBJ/IEHUX Y cneuuqikalisx, nig yac
BMPOBHMLTBA FOTOBOrO NiKAPCbKOro 3acoby (iHLui
3MiHW) - 3MiHV 40 KpUTEpIiB NPUIAHATHOCTI NapamMeTpis
KOHTPO/0, BCTAHOB/IEHUX B NPOLECi BUPOGHMLTBA
NMPOMIDXHOro NPOAYKTY M'siKMX kancyn gytactepugy 0,5
MF, L0 BUKOHYIOTLCA Mif Yyac NpoLecy iHKkancynauii, a
came A5 NOKa3HUKIB «IHAMBIAyasibHA Maca BMICTY»
Ta «CepefHa maca BMICTy».
3miHu | TNy - 3miHK 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudikarta BifgnoBigHOCTI

ab0o BUNYYEHHs cepTudikaTta BignoBigHOCTI

€sponelicbkili hapmakonei: gns A®Il; ansa BuXigHoOro
marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa

AonomikHoi pevosuHu (FE-cepTudikar BignosigHoOCTI

€Bponevicbkinn hapmakonei ana A®l/BuxigHoro
Marepiany/peareHTy/npomikHOro nNpoaykTy abo

[I0NOMIXHOI peqoBWHM) - OHOBNEHWI cepTudiKaT Bif,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BXe 3aTBepAXeHoro BMpobHuka. MogaHHs
oHoBrieHoro ME-cepTudikaty Anst fONOMiIXKHOT
peyosuHu xenatnH R1-CEP 2003-172-Rev 03
(nonepepnHs Bepcist R1-CEP 2003-172-Rev 02) Big,
BXe 3aTBepxeHoro BupobHuka GELITA GROUP.
108. | EKC®POPX H | Tabnetku, BKpUTi HoBaprTic Lseiiuapi Brpo6HMLTBO 3a ITanis/ BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/12679/01/01
nNiBKOBOIO dapma Al A NMOBHWUM LMK/IOM: IcnaHis TNy - AOMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHUYOI peuenmom

060/10HKOI0 M0 5
Mr/160 mr/25 wmr;
no 14 tabneTtok y
6nictepi; no 1 abo
2 6nictepu B
KapTOHHIlA KOpooLi

HosapTic ®apma
C.n.A, Itanis;
Bupo6bHuuTBO,

KOHTPO/b SKOCTI,

nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs:
3irchpig Bapbepa,
C.N., lcnanis;

KoHTposb AKocTi:

CaHpos C.P.J1.,
PymyHis

AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npoMixHoro
npoaykTy abo rotToBOro NikapCcbKoro 3aco6y, AiflbHUL
AN NPOBefeHHA NakyBaHHS, BUPOOHMKA,
BIANOBIAA/ILHOrO 3a BUNYCK Cepiil, MiCLie NpOBeAEHHS
KOHTPO/IH0 cepil) abo nocTayasibHMKa BUXigHOro
mMaTtepiany, peareHTy abo fOMNOMDKHOI peHOBUHN
(AKLLO 3a3HAYEHO Y OCbE) - BUNYYEHHS BUPOOHUKA
BiANOBIAA/ILHOrO 3a KOHTPOJIb SIKOCTI JTiKapCbKOro
3acoby - PapmaHanitvka CA, LLseiiuapisi. 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa po3mipy cepil
(BK/IHOYalOUM gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
NOPIBHSHO i3 3aTBEPIKEHNM PO3MIPOM)
36iMbLUEHHA po3Mipy cepii /13 Ha BUPOGHWUIlA
AinbHuui Hosaptic ®apma C.n.A., Itania, ans
nikapcbkoro 3acoby Ekcchopx H (go3yBaHHs 5 mMr/160
Mr/25 mr). 3aTBepxeHo: 372,60 kr (900,000
Tabnetok). 3anponoHoBaHo: 558,900 kr (1,350,000
Tabnetok). 3MiHu | Tuny - 3MiHK 3 SKoCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoteci BUPO6HMLITBA rOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOIO NiKaPCbKOro 3acoby
(He3HayHa 3miHa y NpoLeci BUPOGHMLTBA) BUAAIEHHS
0fHOTO eTany 3MilWyBaHHsA 5 Ha cTagji «Granulation
and final blending» TexHonoriyHoro npowecy aAns
BMPO6HMYOI AinbHWLi HosapTic ®apma C.n.A., ITanis.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHW Y npoueci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOIO NiKaPCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA) - HE3HaYHa
3MiHa y npoueci BUpobHMLTBa Ha AinbHuLi HoBapTic
dapma C.n.A., ITania: 36inbLLEHHS Yacy 3MiLlyBaHHsA
Ha eTani 3, Wwo 3annwmeca Ha ctagii «Granulation and
final blending» (3a paxyHOK BUK/OUYEHHS eTany 5).
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOoTOBMIA NiKapCbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y mpoueci
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

BMPOOHULITBA FOTOBOTrO NiKapCbKoro 3acooby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPOBGHULITBA) - HE3HaYHa
3MiHa y npoueci BUpobHMLTBa Ha AinbHuLi HoBapTic
®apma C.n.A., ITania: gogaHo iHdopmauito npo casy
HaHeCeHHs MOKPUTTA, L0 06po6NAETLCA ABOMA
nignapTismu (Yepes rikcoBaHy NOTYXHICTb
obnagHaHHs) Ha cTagii «Compression and coating».
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBUIA NikapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHW y npoueci
BMPO6GHMLITBA FOTOBOTO /1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHM) - HE3HAYHa 3MiHa y Mpoueci BUPOOHMLTBA Ha
ninbHuUi Hoaprtic ®apma C.n.A., Itanis, wo
CTOCYETbLCA NakKyBaHHA npogykuii in bulk y miwok
PETP/AL/PE Ta iioro gaHunx aHanisy cepii — onuc
MiLka). 3MiHu | Tuny - 3MiHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoteci BUpo6HMLITBA FOTOBOrO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKApCLKOro 3acoby (iHLwi
3MiHM) - HE3HAYHa 3MiHa y Mpoueci BUPOOHMLTBA Ha
AinbHuui HoeapTtic ®apma C.n.A., Itanisa wo
CTOCYETbLCA NakKyBaHHA npogykuii in bulk y miwok
PETP/AL/PE Ta ii0ro gaHunx aHanisy cepii — TOBLMHA
Miluka. 3miHu | Trny - 3MiHW 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoteci BUpO6HMLITBA FOTOBOrO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHN)

He3HayHa 3MiHa y npoLeci BUPOGHMLTBA Ha AiNIbHUL
HosaprTic ®apma C.n.A., ITanis, Wo cTocyeTbes
nakyBaHHs npoAykuii in bulk y miwok PETP/AL/PE Ta
oro gaHux aHanisy cepii — po3Mipy Mitika). 3MiHu |
TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuid 3acio.
3MiHu y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roToBOro fikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
OiNbHUL, Ha 5K 34iACHIOETLCA
KOHTPO/b/BMNPOGYBaHHS cepii) - AoAaBaHHSA
BMPOGHMKA BifNOBifa/IbHOTO 38 KOHTPOSIb AKOCTI
nikapcbkoro 3acoby- CaHgo3 C.P.J1. Byn. JliBeseHi, 7A,
540472, Tupry MypeLu, okpyr Mypeud, PymyHis /
Sandoz S.R.L. Str. Livezeni nr. 7A, 540472, Targu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
Mures, Jud. Mures, Romania
109. | EKC®POPX H | Tabnetku, BKpUTi Hosaprtic Lseiuapi Brpo6HnLTBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/12679/01/02
N1iBKOBOO dapma Al A MOBHVM LVK/IOM: Icnanis/ My - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHMUYoi |  peyenmom
060/10HKO10, M0 10 HosapTic ®apma PymyHis OinbHUUI (BKNOYaoUY AinbHUL Ana APl TpOMiKHOIo

Mr/160 mr/25 wmr;
no 14 tabnetok y
6nictepi; no 1 abo
2 6nictepu B
KapTOHHIA Kopoo6Li

C.n.A., lTanis;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
nepBrHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs:
3irdopig Bapbepa,
C.J1., IcnaHis;
KoHTponb sikocTi:
CaHpo3 C.P.N.,
PymyHis

npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AiNbHuLI
AN NPOBefeHHA NakyBaHHS, BUPOOHNMKA,
BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS
KOHTPO/II0 cepii) abo noctayasibHyKa BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI pEYOBVHN
(IKLLO 3a3HaYeHO0 Y 0CbE) - BUTYYEHHS BUPOOHMKA
BiANOBIAA/ILHOrO 3a KOHTPO/Ib SIKOCTI J1iKapCbKOro
3acoby - PapmaHanitvka CA, LLseiiuapisi. 3miHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOGHMUTBI. 3MiHa po3mipy cepil
(BkNKOYAOUM giana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) - 36iMbLIEHHS
po3mipy cepii 113 Ha BUpO6HUUiIil AinbHULI HoBapTic
dapwma C.n.A., ITania, ons nikapcbkoro 3acoby
Ekccpopx H (go3yBaHHs 10 mr/160 mr/25 wmr).
3aTtBeppxeHo: 372,60 kr (900,000 TabneToK).
3anponoHoBaHo: 558,900 kr (1,350,000 Tabs1eTok).
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. 3MiHM y BUpPOOHULTBI. 3MiHM y mpoueci
BMPOOGHULITBA FOTOBOTrO NiKapCbKoro 3acoby,
BK/TOYAI0UM MPOMIXKHWI MPOAYKT, WO 3aCTOCOBYETHCSA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA) BUAAIEHHS
0OfHOro etany 3miwyBaHHA 5 Ha cTagii «Granulation
and final blending» TexHonoriyHoro npovecy Ans
BMpO6GHUYOT AinbHUUi HoBapTic ®apma C.n.A., ITanis.
3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKAPCbKN
3aci6. 3MiHM y BUpPOOHULTBI. 3MiHM y mpoueci
BMPOOGHULITBA FOTOBOTrO NiKapCbKoro 3acoby,
BK/IOYAI0UM MPOMIXKHWI MPOAYKT, WO 3aCTOCOBYETHCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y npoLeci BUPO6GHULITBA) - HE3HaYHa
3MiHa y npoueci BUpobHuLTBa Ha AinbHuLi HosapTic
dapma C.n.A., ITanis: 36inbLIEHHS Yacy 3MillyBaHHS
Ha eTani 3, Wo 3anuwmnBcA Ha ctagii «Granulation and
final blending» (3a paxyHOK BUKtOUYEHHS eTany 5).
3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPO6HMLTBI. 3MiHW Y npoueci
BMPOGHMLITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UM NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOIO NiKapPCbKOro 3acoby
(He3HayHa 3MmiHa y npoueci BUpo6GHMLTBA) - He3Ha4YHa
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3MiHa y npoueci BUpo6bHMLTBA Ha AinibHUL HoBapTic
®apma C.n.A., ITania: gogaHo iHdopmaduito npo casy
HaHeCeHHs MOKPUTTA, L0 06po6ASETLCA fBOMA
nignapTisMu (4epes goikcoBaHy NOTYXHICTb
06nagHaHHA) Ha cTagil «Compression and coating».
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. 3MiHM y BUPOBGHULTBI. 3MiHM Y npoueci
BMPOGHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULITBI FOTOBOrO NiKapPCbKOro 3acoby (iHLi
3MiHM) - HE3HaYHa 3MiHa y npoueci BUpOBHMLTBA Ha
AinbHuui Hosaptic ®apma C.n.A., Itanis, wo
CTOCYETbCA NakyBaHHA NPoAyKuii in bulk y miok
PETP/AL/PE Ta iioro faHux aHani3y cepii — onuc
MiLka). 3miHu | Tuny - 3MiHK 3 AKkocTi. [oToBWiA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npotieci BUPO6HMLITBA rOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOrO NiKapPCbKOro 3acoby (iHLi
3MiHM) - HE3HaYHa 3MiHa y npoueci BUpOBHMLTBA Ha
AinbHuui Hoeaptic ®apma C.n.A., Itania wo
CTOCYETbLCA NakyBaHHA NpPoAyKuii in bulk y miok
PETP/AL/PE Ta iioro faHux aHanisy cepii — TOBLYMHA
Milka. 3miHu | Trny - 3miHn 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npotieci BUPO6HMLITBA rOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOrO NiKapPCbKOro 3acoby (iHLi
3MiHN)

He3HayHa 3MiHa y npoueci BAPO6HMLTBA Ha AiNIbHUL
HosapTic ®apma C.n.A., ITanis, Wwo crocyeTbcs
nakyBaHHs npoAykuii in bulk y miwok PETP/AL/PE Ta
oro gaHnx aHanisy cepii — po3Mipy Miwka). 3miHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo fofaBaHHSA
AiNbHULI, Ha 5iKilA 34jCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHS cepii) - J0AaBaHHSA
BMpOOHUKA BiAMNOBIAA/ILHOIO 3a KOHTPO/Ib AKOCTI
nikapcbkoro 3acoby- CaHgos C.P.J1. Byn. JliBe3eHi, 7A,
540472, Tupry MypeLu, okpyr MypeLu, PymyHist /
Sandoz S.R.L. Str. Livezeni nr. 7A, 540472, Targu
Mures, Jud. Mures, Romania

110.

EKC®DOPX H

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKOH0, M0 5

HoBaprTic
dapma Al

Lseiiuapi
A

Brpo6HMLTBO 3a
MOBHVM LKNOM:
Hosaprtic ®apma

ITanis/
IcnaHis/
PymyHis

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TNy - AOMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKAYatoumn dinbHuui Ans A®l, npoMixHoro

3a
peyenmom

UA/12679/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

Mr/160 mr/12,5 wr;
no 14 tabneTtok y
6nicTepi; no 1 abo
2 6nictepu B

KapTOHHIlA KOpO6L

C.n.A., lTanis;
Brpo6HMUTBO,
KOHTPO/b AKOCTI,
nepBUHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs:
3irchpig Bapbepa,
C.J1., IcnaHist;
KoHTposb sikocTi:
CaHpgo3 C.P.J1.,
PymyHis

npoAyKTy abo roToBOro NikapcbKoro 3acoby, AiNbHULI
[N NPOBEEHHSA NakKyBaHHS, BUPOOHUKA,
BiANOBIAA/IbHOIO 3a BUMYCK CePiii, MiCLie NPOBeAEHHS
KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
mMaTepiany, peareHTty abo fOMNOMKHOI pe4OBUHMN
(AKWLO 3a3HAaYEHO Y JOCbE) - BUTyYEHHS BUPOOHUKA
Bi4NoBi4a/IbHOIO 3a KOHTPOS1b AKOCTI NiKapCbKoro
3acoby - PapmaHanituka CA, LUseliuapis. 3MiHu |
TUny - 3MiHK 3 AKOCTI. [0TOBMIA NikapcbKnii 3acib.
3MiHV Yy BUpOBHUUTBI. 3MiHa po3mipy cepii
(BrNrovaroun gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEP)KEHUM PO3MiIPOM)
36inbLUEHHA po3Mmipy cepii /13 Ha BUPOGHWIl
AinbHuui Hoeaptic ®apma C.n.A., Itania, ans
nikapcbkoro 3acoby Exkcchopx H (go3yBaHHs 5 mr/160
mr/12,5 wmr). 3ateepmxeHo: 372,60 kr (900,000
Tabnetok). 3anponoHosaHo: 558,900 kr (1,350,000
Tab6s1eTok). 3MiHu | TUnNy - 3MiHK 3 SiKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHU Y
npoteci BUpo6HMLITBA FOTOBOrO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKapCLKOro 3acoby
(He3HayHa 3miHa y NpoLeci BUPOGHMLTBA) BUAAIEHHS
ofHOro etany 3miwyBaHHA 5 Ha cTagii «Granulation
and final blending» TexHonoriyHoro npovecy Ans
BMPO6HMYOI AinbHNL HoBapTic ®apma C.n.A., ITanis.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHW y npoueci
BMPO6GHMLITBA FOTOBOTO /1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKapCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA) - He3Ha4YHa
3MiHa y npoLeci BUpo6bHMLTBA Ha AiibHULi HoBapTic
®apma C.n.A., ITanis: 36inbLEHHA Yacy 3MillyBaHHsA
Ha eTani 3, Wo 3amnBCA Ha ctagii «Granulation and
final blending» (3a paxyHOK BUK/IlOUEHHS eTany 5).
3MiHuM | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y mpoueci
BMPOOHULITBA rOTOBOrO NiKapCbKoro 3acooby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOBGHULITBA) - HE3HaYHa
3MiHa y npoueci BUpobHMLTBa Ha AinbHuLi HoBapTic
®apma C.n.A., ITania: gogaHo iHdopmauito npo casy
HaHeCeHHs MOKPUTTA, L0 06po6NAETLCA ABOMA
nignapTismu (Yepes rikcoBaHy NOTYXHICTb
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o6nagHaHHA) Ha cTagil «Compression and coating».
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkwii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y mpoueci
BMPOOHULITBA rOTOBOTrO NiKapCbKoro 3acooby,
BK/THOHAI0UM NPOMiXHUWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHM) - HE3HAYHa 3MiHa y MpoLeci BUPOOHMLTBA Ha
AinbHuui Hosaptic ®apma C.n.A., Itanisg, wo
CTOCYETbCA NakKyBaHHA npogykuii in bulk y miwok
PETP/AL/PE Ta iforo gaHunx aHanisy cepii — onuc
MiLLka). 3miHu | Tuny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoueci BUpOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (iHLwi
3MiHM) - HE3HAYHa 3MiHa y MpoLeci BUPOOHMLTBA Ha
AinbHuui Hoeaptic ®apma C.n.A., Itania wo
CTOCYETbCA NakKyBaHHA npogykuii in bulk y miwok
PETP/AL/PE Ta ii0ro gaHunx aHanisy cepii — ToBLMHA
MillKa. 3MiHK | TNy - 3MiHW 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoueci BUpOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiXHUWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHK)

He3HayHa 3MiHa y npoueci BUPO6HMLTBA Ha AiNIbHUL
HoBaprTic ®apma C.n.A., ITanis, Wwo cTocyeTbcs
nakyBaHHs npoaykuii in bulk y milwok PETP/AL/PE Ta
oro faHux aHanisy cepii — po3mipu Miwuka). 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSItO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo fofaBaHHSA
OiNbHULI, Ha K 34jACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) - AoAaBaHHSA
BMPOGHMKA BifNOBifaIbHOTO 38 KOHTPO/Ib SKOCTI
nikapceKoro 3acoby- CaHgos C.P.J1. Byn. JliBe3eHi, 7A,
540472, Tupry MypeLu, okpyr MypeLu, PymyHis /
Sandoz S.R.L. Str. Livezeni nr. 7A, 540472, Targu
Mures, Jud. Mures, Romania

111. | EKC®POPX H | Tabnetku, BKpUTI Hosaprtic Lseiuapi Brpo6HuLTBO 3a ITania/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12679/01/04
N1iBKOBOIO dapma Al A MOBHVM LVK/IOM: Icnanis/ My - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHuYoi |  peyenmom
060/10HKO10, M0 10 HosapTic ®apma PymyHis OinbHUUI (BKNOYaoUn AinbHUL Ana APl TpoMiKHOIo
mr/160 mr/12,5 wr; C.n.A, ltanis; npoaykTy abo rotToBOro NikapCbKoro 3acoby, AiflbHUL
no 14 Tabnetok y Bnpo6HuuTBO, AN NPOBefeHHA NakKyBaHHS, BUPOOHNMKa,
6nictepi; no 1 abo KOHTPO/b SIKOCTI, BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS

2 6nictepu B nepBuHHE KOHTPO/IH0 cepii) abo nocTavasibHMKa BUXIGHOTO
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KapTOHHilA KopooLi nakyBaHHs, mMaTtepiany, peareHTy abo fOMNOMDKHOI peYOBUHN
BTOPUHHE (SIKLLO 3a3HAYEHO0 Y AOCHE) - BUTYYEHHS BUPOBHMKA
nakyBaHHS: BifJNOBIAA/IbHOTO 3a KOHTPO/Tb AKOCTI NiKApCbKOro
3irchpig Bapbepa, 3acoby - ®apmaHaniTka CA, LLseliyapis. 3miHa
C.J1.,, IcnaHis; po3Mipy cepil (Bk/ItoYatoun gianasoH po3mipy cepii)
KoHTponb sikocTi: roTOBOrO Jlikapcbkoro 3acoby (36inblieHHs go 10 pasis
CaHnpos C.P.J1., NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) - 36i/IbLUEHHS
PymyHis po3mipy cepii /13 Ha BUpPOGHUYI AinbHULi HoBapTic

®apwma C.n.A., ITanisa, ans nikapcbkoro 3acoby
Ekcchopx H (mo3ysaHHs 10 mMr/160 mr/12,5 mr).
3aTtBepmxeHo: 372,60 kr (900,000 TabneTok).
3anponoHoBaHo: 558,900 kr (1,350,000 TabneTok).
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NikapCbKui
3aci6. 3MiHM y BUpOOHULTBI. 3MiHW Yy npoueci
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKapCLKOro 3acoby
(He3HayHa 3miHa y NpoLeci BUPOGHMLTBA) BUAAIEHHS
ofHoro etany 3miwyBaHHA 5 Ha cTagii «Granulation
and final blending» TexHonoriyHoro npovecy Ans
BMPO6HMYOI AinbHML HoBapTic ®apma C.n.A., ITanis.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHW y npoueci
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKapCLKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA) - He3HaYHa
3MiHa y npoueci BUpo6bHMLTBA Ha AinibHUL HoBapTic
®apma C.n.A., ITanis: 36inbLIEHHSA Yacy 3MillyBaHHsA
Ha eTani 3, Wo 3amnBCA Ha ctagii «Granulation and
final blending» (3a paxyHOK BUK/IlOYEHHS eTany 5).
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y mpoueci
BMPOOHULITBA rOTOBOTrO NiKapCbKoro 3acooby,
BK/THOHAI0UM NPOMiXHUWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPOBGHULITBA) - HE3HaYHa
3MiHa y npoueci BUpobHMLTBa Ha AinbHuLi HoBapTic
®apma C.n.A., ITanis: gogaHo iHdopmauito npo casy
HaHeCeHHs MOKPUTTA, L0 06po6NAETLCA ABOMA
nignapTismu (Yepes rikcoBaHy NOTYXHICTb
obnagHaHHs) Ha cTagii «Compression and coating».
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHW y npoueci
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKAPCbKOro 3acoby (iHLi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

112.

EHrICTON

3MiHM) - HE3HAYHa 3MiHa y MpoLeci BUPOOHMLTBA Ha
AinbHuui Hosaptic ®apma C.n.A,, Itanisg, wo
CTOCYETbCA NakKyBaHHA npogykuii in bulk y miwok
PETP/AL/PE Ta iioro gaHunx aHanisy cepii — onuc
MiLLka). 3miHu | TUny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoueci BUpOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO MiKApCbKOro 3acoby (iHLwi
3MiHM) - HE3HAYHa 3MiHa y MpoLeci BUPOOHMLTBA Ha
AinbHuui Hoeaptic ®apma C.n.A., Itania wo
CTOCYETbCA NakKyBaHHA npogykuii in bulk y miwok
PETP/AL/PE Ta ii0ro gaHunx aHanisy cepii — ToBLMHA
MiluKa. 3MiHK | TNy - 3MiHW 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoueci BUPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiXHUWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHM) - HE3HAYHa 3MiHa y MpoLeci BUPOOHMLTBA Ha
AinbHuui Hosaptic ®apma C.n.A,, Itanisg, wo
CTOCYETbCA NakKyBaHHA npogykuii in bulk y miwok
PETP/AL/PE Ta iioro gaHux aHanisy cepii — po3mMipu
MiLLka). 3miHu | Tuny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/O SIKOCTi FOTOBOrO JliKapCbKOro 3acoby (3amiHa
ab0 AofaBaHHA AiNbHUL, Ha 5Kl 34iiCHI0ETBCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) - AoAaBaHHSA
BMPOGHMKA BifNOBifa/IbHOrO 38 KOHTPOSIb AKOCTI
nikapcbKoro 3acoby- CaHpos C.P.J1. Byn. JliBeseHi, 7A,
540472, Tupry MypeLu, okpyr Mypeud, PymyHis /
Sandoz S.R.L. Str. Livezeni nr. 7A, 540472, Targu
Mures, Jud. Mures, Romania

Tabnetku; no 50
Tabnetok y
KOHTEliHepi
noninponisieHoBOM
y;nol
KOHTEliHepy B
Kopo6Li 3 KapTOHY

Bionoriwe
Xaiinbmitte
b Xeesb
m6X

HimeyunH
a

Bionoriwe
XalinbMiTTenb
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX faHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs hapmMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigaibHOI
3a 3fjiicHeHHs thapmakoHarnagy (Bknoyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu 3asiBHMKA, BIANOBIAa/IbHOI 32

3a
peyenmom

UA/2053/02/01
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hapMakoHarnsag B YkpaiHi
113. | EHXEPTY NopoLUOK A8 ACTPA3EH Benuka BMPOBHMLTBO, HimeyunHa BHECEHHS 3MiH 40 peecTpauiliHnx matepiasis: 3miHu |l 3a UA/20895/01/01
KOHLeHTpaTy Ans EKA HOK BputaHis BMNpPO6yBaHHS TMny - 3MiHK 3 sKocTi. A®l. Bupo6bHMUTBO. 3MiHa peyenmom
pO34nHy aons NimiTeq KOHTPOJIO AKOCTI BUPOGHMKA BUXIAHOTO/NPOMIXXHOrO NPOAYKTY/peareHTy,
iHcpy3iiA, 100 wmr, npu BUNYCKY (Kpim LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHUYOMY npoueci AP,
CTEPUIIbHWIA MPUTHIYEeHHS poCTy abo 3miHa BUpOoGHYKa (BKOYalouu, Ae HeobXigHo,
niochinizoBaHuii KNiTVH): BakcTtep MicLile NpoBeAEeHHS KOHTPOsO AkocTi) AdI (3a
NMopoLUOK AN OHkonopxi Mm6X, BiICYTHOCTI cepTudpikata BiANoBIgHOCTI EBpONENCchbkili
KOHLeHTpaTy Ans HimeuumnHa; thapmakonei y 3aTBepAxeHoMy focbe)(3MiHa B AdI
pO34uHy aons BUNPOBYBaHHSA 6i0N0rivYHOro NOXoMKeHHs abo BUXiAHOMY
iHcby3in ans KOHTPO/IO SKOCTI marepiani/peareHTi/MPOMiXXHOMY NMPOAYKTI, LLIO
0/IHOPa30BOro npv BUNYCKy BMKOPVCTOBYIOTbCS /19 BUPOBGHMLTBA
BUKOPUCTaHHSA y (TiNbkM 6ionoriyHoro/iMyHoON0rYHOroO NikapcbKoro 3acoby ) -
CKNSHOMY MPUTrHIYEHHS POCTY BBEEHHS &/IbTEPHATVBHOIO BUPOOHUKA NPOMDKHOIO
chnakoHi, KNITUH): Yapnb3 NPOAYKTY MOHOKTOH&JTbHUX @aHTUTIA, Lo
3aKynopeHomy Pisep BMKOPUCTOBYETLCA B A®| 6i0/10r4HOr0 NOXOMKEHHS, a
rymoBOI0 Npo6Koto Na6opatopi3 came Boehringer Ingelheim Regional Center Vienna
3 06XXUMHOI0 [xopmaHi M'm6X, GmbH & Co. KG, Austria, (aani — BIRCV), w06
Kpuwkoto «flip-off HimeuuunHa; 36iNbLUNTY BUPOBHMYI NOTYXXHOCTI A1 LibOro
crimp cap»; no 1 BTOPVHHE NPOMDKHOro NPoAyKTy. BBeAEHHS 3MiH npoTarom 6
chnakoHy B nakyBaHHs1, MiCALIB MiCNsA 3aTBEPKEHHS
KapTOHHIlA KOpooLi MapKyBaHHs Ta
BUMYCK cepil
(cepTudpikauis)
roToBOro
NiKapcbKoro
3acoby: Jaiyi
CaHkio FOpon
'm6X, HimeyunHa
114. | ENIPYBIUVH po34uH Ans AkKopg, Monblwa Brpo6HMUTBO IHAia/ BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/20194/01/01
AKKOPL, iH'eKLin abo Xenckea nNiKapcbkoro Benuvka TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenmom
iHdpysilA, 2 mr/mn Moncka Cn. 3acoby, nepBrHHE BpuTanisa/ thapmakoHarnsigy. BeegeHHs abo 3miHun go
no 5 mn (10 mr/5 3.0.0. Ta BTOPVHHE YropuwyHa/ y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsagy
Ms1) abo no 25 mn nakyBaHHs, ITania/ (BBEAEHHSA y3ara/lbHEHNX AaHUX NP0 CUCTEMY
(50 mr/25 mn) y KOHTPONb AKOCTI: MonbLa hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
donakoHi; no 1 IHTAC BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
hnakoHy B nauuj PAPMACBIOTIKA KOHTaKTHOT 0cO6U 3 chapmakoHarnsay 3asBHuKa 415
NC NIMITEA, 3AjiicHeHHs chbapmakoHarnsagy B YKpaiHi, Ko BOHA
IHAjs; IHTac BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI

$apmacbloTikanic
Niviten, IHaja
popaTkose
BTOPWHHE
nakyBaHHs:
AKKOP[,
XENCKEA
NIMITEA, Benuka

3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIANOBIAa/ILHOT 3a
thapmakoHarnsg B Ykpaii.
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BpuTaHis;
KOHTPONb AKOCTI:
SAPMABANIA,
nra.
Mikpob6ionoriyuHa
naboparopis,
YropumHa;
BeccniHr XaHrepi
KdT., YropwmHa;
NABAHANIBIC
C.P.N., Itanis;
BiANOBiAA/IbHWIA 32
BUNYyCK cepil:
AKKopg, Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLa
115. | ECKYOC Kpanni opasibHi, No Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 6e3 UA/5632/01/01
KOMMO3UTY | 30 mny donakoHi— Xainbmitte a XainbMmitrens TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
M KpanesibHuuj; no 1 Nb Xeenb Xeenb M'm6X thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
dhnakoHy- rM6X y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
KpanenbHuLj y (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
KOpo6L,i 3 KapTOHY hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka ans
3AificHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi
116. | ECMEPA/Ib® | Tabnetku no 500 Heypakcthap | HimeuunH Cothapumekc - Moptyranis BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a He UA/5332/01/01
MF; M a IHaycTpia Kimika e TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenmom | nidssizae
Ne 20: no 20 Ap3HelimiTTe dapmaceyTika, thapmakoHarnagy (iHwi 3MiHn)
TabneTok y b TM6X C.A. 3asBHMKOM BHOCSATHLCSA 3MiHW [0 TEKCTY MapKyBaHHS
donakoHi, no 1 ynakoBOK MikapcbKoro 3acoby LwoA0 AofaBaHHSA
chnakoHy B

KapTOHHIlA KopoobLi

iHchopMmaL,ii NPo HaHECEHHS NTOroTUNy 3asBHYKA.
3a3HavyalTbCA OAMHULI BUMIPIOBAHHS | CUMBO/IU
BE/INYMH NaTUHULEIO MICNA HANMCaHHSA YKPaiHCLKO
MOBOI0. 3MiHV BHECEHO B PO3Z4inu 2, 6 TEKCTY
MapKyBaHHs NEePBUHHOI Ta 2, 12, 17 BTOPUHHOT
ynakoBKW. 3MiHN BHECEHO Y TEKCT MapKyBaHHs
nepBuHHOI (M. 2, 6) Ta BTOPWHHOI (1. 2, 12, 17)
yMakoBKM MikapcbKoro 3acoby. 3MiHu | Tuny -
AZMiHICTpaTUBHI 3MiHWU. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NPOBaKEHHS Ais/IbHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue

NpoBeLEHHS KOHTPOJTO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiit). 3MiHa agpecyn MicLA NPOBaMKEHHS AisNbHOCTI
BMPOGHMKaA rOTOBOTO /liKapCbKOro 3acoby, BKIHOHaoum
AinbHULI BUMYCKY cepii ANna y3rofkKeHHs agpecu
BMPOBHUKA NiKapcbKoro 3acoby 3 HanucaHHaMm y GMP
cepTtudikaTti. BupobHunya ginbH1LA Ta BCi BUPOOHMUI
onepawviii 3anMwunamce 6e3 3MiH. 3MiHU BHECEHO B
po3zinu "BupobHuk" Ta "MicLe3HaxomKeHHsS
BMPO6GHMKA Ta 10ro agpeca Micus NpoBakKeHHs
LiSNbHOCTI" B IHCTPYKUiO 4151 MeguyHoro
3aCTOCYBaHHA Ta K HACNIAOK - Y TEKCT MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. 3MiHm | Tuny -
AOMiHICTPaTUBHI 3MiHW. BunyyeHHss BUPOGHMYOT
AinbHUUI (BKAOYatoumn AinbHuui Ana A®l, npomixHoro
npoaykTy abo roToBOro NikapCbKoro 3aco6y, AifbHUL
AN NPOBefEeHHA NakyBaHHS, BUPOOHMKA,
BifiNOBIAANLHOTO 3a BUMYCK Cepili, MicLie NpoBefeHHS
KOHTPO/IH0 cepil) abo nocTayasibHMKa BMXigHOr0
mMaTtepiany, peareHTy abo fOMNOMDKHOI peYOBUHN
(AKLL0 3a3HAYEHO Y A0CLE)
BunyyeHHs Bupo6Hmka APl SYNTHEXIM, France.
Bypo6HWK, WO 3aNvWINBCA, BUKOHYE Ti X cami qoyHKLT
Lo i BUAYyYeHuid. 3MiHn | TUNy - 3MiHX 3 SIKOCTI.
Ceprtucpikat BignosigHocTi/l E-cepTudpikat
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo oHOBMIEHOrO cepTudiikaTa
BiANOBIAHOCTI @60 BUNyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ana Adl;
AN BUXIAHOrO MaTepiasny/peareHTy/NMpoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCSA Y BUPOOHNLTBI ADI,
0151 [OMNOMDKHOT peyoBUHM (cepTudiikaT BiANOBiAHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
HOBOrO BMPOGHMKA (3aMiHa abo AOMOBHEHHS).
HapaHHA HoBoro CepTudpikaty BignoBigHOCTI
€Bponeiicbkiii hapmakonei Big HOBOro BUpo6Huka AdI
avcynbdipam - Solara Active Pharma Sciences
Limited CEP 2019-197 - Rev 01. 3MmiHu | Tuny - 3MiHn
3 AkoCTi. FOTOBUMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO J1iKapCbKOro 3aco0y (iHLLi 3MiHK).
MpuBeneHHs cneundikalii Ta MeToAiB KOHTPOSIO
AKOCTI y NOBHY BIiANOBIAHICTb A0 AOKYMEHTIB
BUPOGHMKa, 6€3 3MiHN METOAVKMN Ta BUKNAAEHHS
TekcTy MK /13 gepxxaBHOK MOBOI, 3MiHO CyYacHUX

BUMOT. 3MiHK | TMny - 3MiHK 3 AkocTi. FoTOBUIA
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO NiKapCbKOro
3aco6y. 3MiHa napameTpiB cneyudikauii Ta/abo
[OMYCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(8onoBHEHHS cneumdikayii HOBUM NOKA3HUKOM 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS). [JONOBHEHHSA
cneumdikauii /13 HOBMM MOKa3HWKOM TECTYBaHHS Ha
NPUCYTHICTb HiTpo3aMmiHiB (NDEA) nig yac Bunycky Ta
NPOTAroM TePMiHy NPUAATHOCTI NikapcbKoro 3acoby
(npomixxHnin gonycTrmMuid nimiT 355 ppb) 3 BigNoOBIgHWUM
MeTOA0M BUNPOGYBaHHS.

117.

ECTE3N®DIH®

cnpeii HalwKipHWIA,
1 %; no 15 mn abo
20 MmNy dhnakoHi;
no 1 dpnakony y
nauuj 3 KapToHy

AT
"Papmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
BUMNpaB/IEHHSA TEXHIYHOI NOMWUIIKK gonyLeHoi B MKA
N3 (3atBepmKeHi Hakazom MO3 YkpaiHu Big,
18.07.2025 Ne 1151):
3arBepakeHo MKA N3:
3ATBEP)KEHO
Haka3 MiHicTepcTBa 0XOpPOHHM
340poB’'A YKpaiHu
03.11.2016 Ne 1166
PeecTtpauiiiHe nocsigyeHHs
Ne UA/15949/01/01
MponoHoBaHo MKA N3:
3ATBEP)KEHO
Haka3 MiHicTepcTBa 0XOpOHM
300p0oB’'a YKpaiHu
03.11.2016 Ne 1166
PeecTpauiiHe nocsig4eHHs
Ne UA/15499/01/01

6e3
peyenma

UA/15499/01/01

118.

EY®OPBIYM
KOMMNO3UTy
M
HA3EHTPON
®EHC

cnpeli Ha3aNbHUiA,
no 20 mny
posnuntoBadi; no 1
posnuoBavy B
KOpOOGLLi 3 KAPTOHY

Bionoriwe
Xainbmitre
b Xeesb
m6X

HimeyunH
a

Bionoriwe
XainnbMitTenb
Xeenb M'mM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBiAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, AKLL0 BOHA
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
paiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6W 3aABHNKa,
BiANoBiAabLHOI 32 hapmakoHarnsa B YkpaiHi

6e3
peyenma

UA/6010/01/01

119.

EBPODACT
DOPTE

Kancynu m'siki, 600
mr, no 10 a6o 12
Kancyn y 6nictepi;
no 1 a6o no 2

€Bpo
Naiidokep
MpaiBiT
NlimiTeq

IHais

Onis
dapmacaiieHc
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHsi roTOBOro /likapCbKoro 3acoby

3a
peyenmom

He
nionsieae

UA/20580/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
6nictepu B (36iN1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOIO
KapTOHHIlA KOpO6L nikapcbKoro 3acoby) - [11s TOprosoi ynakoBku
(nigTBEPOKYETLCA AaHMMU peasibHOro vacy).
36inblUeHHA TepMiHy npugatHocTi [13. Oitoyva
pegakuis: TepMiH npugaTtHocTi: 2 poku MNponoHoBaHa
pepakuisi: TepmiH NpuaaTHoOCTI: 3 poku. 3MiHN
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin "TepMmiH npugatHocTi"
BBeaeHHs 3MiH NpoTArom 6-T1 MicALUiB 3 Aatu
3aTBEepPMKEHHSA. 3MiHN | TUNYy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW). 3MiHWN BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI
yNakKoBKU NiKapcbKoro 3acoby y NyHKT 17 BBeaeHHs
3MiH NPOTArom 6-Tn MICALIB 3 faTh 3aTBEPKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLis NPOBaXEHHS
AiSNbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIOYAKUN Ai/TbHNL BUMYCKY
cepii abo MicLe NpoBeAEeHHSI KOHTPOJIHO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPobHMK/iMMnopTep,
BK/IO4A0UM BUMYCK cepiii). 3MiHa Ha3BU BUPOGHMKa
N3 BignoBiganbHOroO 3a NOBHUIA LMK BUPOGHMLTBA.
Brpo6Huya ainbHuus, agpeca ta yci BUpo6bHui
onepadjii 3anMLwatTbCA He3MiHHUMW. BBegeHHs 3MiH
NPOTAroM 6-TW MIiCALIB 3 aTN 3aTBEPKEHHS.
120. | 3IHHAT® rpaHynun ans TOB YkpaiHa [nakco Benvka BHECEHHS 3MiH 0 peecTpauiinux martepianis: 3MiHu | 3a He UA/5509/01/01
npurotyeaHHs 100 "CaHpo3 OnepeiiwHc HOK BpuTaHis Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossi2ae
M (125 mr/5 mn) YkpaiHa" Nimiteq hapmakoHarnsgy. 3miHa y KOpoTkili XxapakTepucTuui
cycnensii, 1 NiKapcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
donakoH 3 [AN19 MeANYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
rpaHynamm pasom OHOBJ/IIOBAHOTO 3BiTY 3 6e3nekn ikapCbKoro 3acoby,
3 MipHUM abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS JlikapCbKOro
KOBMa4koM Ta 3acoby B mic/isipeecTpaviiiHuii nepiod, abo sk
MipHOIO JTOXEYKOI0 pesynbTaT OLjiHKM 3BIiTY 3 AOCAIMKEHb, NPOBEAEHNX
B KapTOHHIiA BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
Kopobui (3MiHY y3ropKeHo 3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHW BHECEHO B IHCTPYKLUitO A5
MeAMYHOro 3acTOCyBaHHS NiKapcbKoro 3acoby o
po3ginis "OcobamBoCTi 3acTocyBaHHA" Ta "lMobiyHi
peakuii” oo 6e3nekun 3acTocyBaHHsA Ailoyol
peyoBUHM BigNOBIAHO f0 pekoMeHgauii PRAC.
TepmiH BBeAeHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHS
121. | 3IHHAT® rpaHynun ans TOB YkpaiHa [nakco Benvka BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a He UA/5509/01/02
npurotysaHHs 100 "CaHpo3 OnepeiiwHc HOK BpuTtaHis Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosnsizae
M (250 mr/5 mn) YkpaiHa" Nimiten hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui

cycneHsii, 1

NiKapCbKOro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
dhnakoH 3 [ANA MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
rpaHynaMu pasom OHOBJIIOBAHOrO 3BiTY 3 6€3MeKun NiKapcbKoro 3acooby,
3 MipHUM abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS J1iKapCbkoro
KOBMaykom Ta 3acoby B nic/iAspeecTpaviiiHuii nepiod, abo sk
MipHOIO NTOXXEUKOIO pe3ynbTaT OUiHK/ 3BITy 3 AOCNIKEHb, MPOBEAEHNX
B KapTOHHIiA BiANOBIAHO A0 MiaHy negiatpuyHnx gocnigkeHs (PIP)
KOpoo6Li (3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHO B IHCTpYKLUito ANns
MeAMYHOro 3acTOCyBaHHA MiKapCbKoro 3acoby Ao
po3gainis "Oco6mBOCTi 3acTocyBaHHA" Ta "lMobiuHi
peakuii” oo 6e3nekn 3acTocyBaHHs Aitoyoi
peyoBUHM BiANOBIAHO A0 pekoMeHaauii PRAC.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS
122. | 30BIPAKC Kpem 5%; no2ry | XaneoH tOK Benuka BMPOGHMLITBO Benwuka BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu | 6e3 UA/8629/01/01
Ty6i; no 1 1y6i y TpegiHr BpuTaHis niKapcbkoro BpuTaHisa/ TMny - 3MiHK 3 AkocTi. CepTudikaT BignoBsigHOCTI/IE- peuyenma
KapTOHHI Kopobui Nimiteq 3acoby, nepBuHHe LLisefuapis cepTudikaT BiAgnoBigHOCTI €EBponenchkii
Ta BTOPUHHE thapmakonei/moHorpadii. NMogaHHA HOBOro abo
nakyBaHHs, OHOBJIEHOr0 cepTudikaTa BignosigHOCTI a60
KOHTPO/b AKOCTI BWNYyYEHHS cepTudikaTta BignoBsigHOCTI €EBponeicbkiii
Ta BUNYCK Ccepiit: thapmakonei: ana A®l; ans BuxigHoro
nakco matepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
OnepeiiwHc HOK BMKOPUCTOBYIOTbCA Y BUpOOHULTBI AdDl; ans
Nimitea, Benuka [OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
BpuTaHis; €Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudpikat
nepBuHHE Ta Bifl y)e 3aTBep)KEHOro BUpobHyKa - MogaHHA
BTOpPUHHE OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI EBponeichkiii
naxkyBaHHs, thapmakonei CEP 1998-029-Rev 10 (3aTBepaXeHO:
KOHTPO/b AKOCTI, R1-CEP 1998-029-Rev 09) ans [lito4oi pevoBuHM
BWNYCK Cepiii: AUUKNOBIP Bif 3aTBEpAXeHOro BUpobHunka Mylan
XaneoH KX Laboratories Limited (Unit-7), India. ¥ 3B'a3ky
C.a.p.n., oHoBnieHHs CEP Bigbynacs 3miHa Ha3Bu BUPOOHUKaA
LLBeiuapis A®| (ctano: Tianish Laboratories Private Limited (Unit-
7), India
123. | 30INPOCT Kancynm m'siki no €8Bpo IHAiA Onis IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/20467/01/01
0,5 wmr, no 10 Naiidokep dapmacaiieHc Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosnsizae
Kancyn y 6nictepi; MpaiiBiT Nimiten hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
no 3 6nictepu B Nimiteq NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT

KapTOHHIlA KopoobLi

[ANA MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
3acoby B Mic/iApeecTpaviiiHuii nepiod, abo sk
pes3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3ropKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom). 3MiHU BHECEHO [0 iHCTPYKLIT ons
MeAMYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby B
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
po3gain "OcobnnBoCTi 3aCTOCyBaHHA" BiANOBIAHO A0
OHOB/IEHOT IHhopMaLiii 3 6e3nekn Ail4oi PeHOBUHM
BBefeHHs 3MiH NpoTArom 6-Tn MicALUiB 3 Aatu
3aTBEPXKEHHSA. 3MiHV | TUNY - AGMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NpPOBaPKEHHS AiS/IbHOCTI BUPObHUKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IUYaoumn AiflbHUL
BUMNYCKY cepii abo MicLie NpoBeAEHHS KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMNOpPTEp, BK/IOYAKUM BUMYCK cepill). 3miHa
Ha3BuW BUPOGHMKa 13 BiANOBIAAILHOMO 3a NOBHWIA
LMKN BUPOGHMLTBA. BupobHuya ginbHuus, agpeca ta
yci BUpOGHMYi onepaujii 3anMwalTbC HE3MIHHUMU.
3MiHN BHECEHO [0 IHCTPYKUT AN MeAUYHOro
3aCTOCYBaHHA NikapcbKoro 3acoby B po3Ais
"Bypo6bHuMK", 3 BiANOBIAHUMY 3MiHaMy 0 N. 11 TekcTy
MapKyBaHHs1 BTOPVHHOI YNakoBKu Ta [0 M. 5 TeKCTy
MapKyBaHHS NePBUHHOT YNakoBKM /iKapCbKOro 3acoby
BBefeHHA 3MiH NPOTArom 6-Tu MicAUiB 3 gatn
3aTBEPAKEHHS.
124. | 30MAAEKC® | kancyna gns AcTpa3eHek Benuka AcTpa3eHeka HOK Benwvka BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/4236/01/01
nigLWwkipHoro a oK BpuTaHis Nimiteq BputaHis TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenmom
BBEJEHHA Nimiteq 3MiHU Yy BUPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
NPOJIOHroBaHOI fji roTOBOrO JIiKapCbKOro 3acoby, BK/OUaoUM MPOMIXKHWIA
no 3,6 mr; 1 NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
Kancynay wnpuu- rOTOBOrO /iKapCbKOro 3acoby (iHLi 3MiHW) - BHECEHHS
ansikaropi i3 pepakuiiHnx npasok B po3gini 3.2.P.3.3 Onuc
3aXMCHUM BMPOBHMYOro Npouecy Ta KOHTPOSIo npouecy. 3miHu |
MexaHi3Mom; o 1 My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6.
LINnpuLy B KOHTpO/b roTOBOrO /liKapCbKoro 3acoby. 3miHa y
KOHBepTI 3 MeToAax BUNPobyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
NPUKPINIeHUM (He3HauHa 3MiHa y 3aTBEpAKEHUX MeTohax
npanopem- BUMPOOYBaHHS) - BHECEHHSI HE3HAUHNX 3MiH Y
aHoTaujelo 3 3aTBEPAKEHNX METOAaX BUNPOGYBaHHS, a came: 3MiHN
BOJIOrOMNOr/IMHaloY AN NigroToBku 3paskis fo TecTiB OfHOPIAHICTb

010 Karcy’sioto; no
1 KOHBEpPTY B
KapTOHHI Kopoobui

BMicTy; CepegHiit BMiCT Ta CynyTHi AOMILIKA. 3MiHW |
TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3akynoproBasibHUiA 3aci6. 3MiHa
nocTavasibHvKa nakyBasibHVUX Martepianis abo
KOMMNIEKTYOUMX (SIKLLO 3a3HAYEHO B [OCLE)
(BUTyYEHHS NOCTaYa/IbHIKA) - BUTYYEHHS BUPOGHMKa
Marepiany nonictupony (Empera 321) y cknagi
Kamepu Kancynu, Lo BUKOPUCTOBYETLCA ANS
BWIOTOB/IEHHSA LINpuUa-ansikaropa, a came INEOS
NOVA TRELLEBORG STRANDRIDAREGATAN 1 23
127 TRELLEBORG SWEDEN Ta sik Hacnifok,
BHECEHHS 3MiH [0 po3ainis: 3.2.P.1. Onuc i cknag
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nikapceKoro 3acoby Ta 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHUiA 3aci6. 3MiHu | Tuny -
3MmiHu 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHKii 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX martepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HA4YeHOo B A0CbE) (3aMiHa
a60 fofaBaHHA NocTavasibHYKA) - BHECEHHS 3MiH 0
p. 3.2.P.7. Cuctema KoHTeiHep/ 3aKynoproBasibHUIA
3aci6, a cave fofaBaHHA a/lbTEPHATVBHOIO
noctavasnbH1Ka maTtepiany cononimep CTupony Ta
meTunmetakpunaty (NAS-30) - INEOS Styrolution
America LLC, Highway 20 West, 950 Nova Chemicals
Blvd., 35601 Decatur, AL USA T1a INEOS Styrolution
Ludwigshafen GmbH, Werk Ludwigshafen, Carl-
Bosch-Strasse 38, 67056 Ludwigshafen, Germany.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOoTOBMIA NiKapCbKuii
3aci6. Crucrtema KoHTeliHep/3akynoptoBasibHUlA 3acio
(iHLWi 3MiHW) - BHECEHHSA aAMIHICTPaTMBHUX 3MiH A0
po3giny: 3.2.P.7. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6, a came
«BUPOBHWKN» A1 Y3rOKEHHS 3 MOTOYHUMMN Ha3BaMm
Ta agpecaMun nocTavyasibHUKIB NaKyBaslbHUX
KOMMOHEHTIB, 6€3 3MiHN NOCTaYa/IbHUKIB NaKyBaslbHUX
KOMMOHEHTIB. BHeCeHHs pedakuiliHix NpaBok A0
po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3MiHu |l Tuny -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHuii 3aci6. 3MiHa y
NepBUHHI yNakoBL,i rOTOBOTO NiKapcbkoro 3acoby
(AKicHWIA Ta KiNbKicHWI cknag) - CTepunbHi flikapcbki
3acobu Ta nikapcbki 3acobu
6i010ri4YHOro/iMyHONOMNYHOTO MOXOLKEHHS - 3MiHA Y
NMepBWHHIl yNakoBLji rOTOBOrO /liKapCbKoro 3acoby, a
came, BNPOBa/pKEHHSA aflbTEPHATUBHOIO Marepiany
Kamepwu kancynw - cononiMep cTmposny Ta
metunvetakpunaty (NAS-30) gogatkoso Ao
3aTBEPAKEHOr0 MaTepiany kamepu kancynim
cononimepy ctupony Ta bytagieHy (KRO1) ans
Lunpuua-anaikaropa.

125.

30/T1ALEKC®

Kancyna ans
nigLWwKipHOro
BBE/EHHA
NPOIOHIOBaHOT Aji
no 10,8 mr; 1
Kancyna y wnpvu-
annikatopi i3
3aXMCHUM

AcTpa3eHek
a oK
Nimiteq

Benwvka
BputaHis

AcTpa3eHeka HOK
Nimiten

Benvka
BpuTanis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnit 3acib.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6GHMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIHOYaUN NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acoby (iHLi 3MiHW) - BHECEHHS
pejakuiiHux npasok B po3gini 3.2.P.3.3 Onuc
BMPOBGHMYOro Npouecy Ta KOHTPO/IK npouecy. 3MiHu |

3a
peyenmom

UA/4236/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

MexaHi3Mom; o 1 TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.

Lwnpuuy B KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

KOHBEPTI 3 MeToJax BUMPOOyBaHHS rOTOBOrO JliKkapCbkoro 3acoby

NpYKpiNAeHnm (He3HauHa 3MiHa y 3aTBEPAKEHNX METOAAxX

npanopem- BUNPOBYBaHHS) - BHECEHHS HE3HAYHMX 3MiH Y

aHoTaujeo 3 3aTBEPMKEHNX METOAaX BUNPOBYBaHHSA, a caMe: 3MiHN

BOJIOrONOr/IMHAoY 015 NigroToBKy 3paskiB Ao TecTiB OAHOPIAHICTb

Ol0 Karcysoto; no
1 KoHBEpPTY B
KapTOHHilA KopooLi

BMicTy; CepegHiit BMicT Ta CynyTHi AOMILLKU. 3MiHU |
TUny - 3MiHK 3 AKOCTI. [0TOBMIA NikapcbKnii 3acib.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX martepianis abo
KOMMNIEKTYHOUMX (SIKLLO 3a3Ha4YeHO B [0CbE)
(BUNYYEHHSI NOCTaYaslbHUKA) - BUYYEHHS BUPOGHMKA
mMaTepiany nonictmpony (Empera 321) y cknagi
Kamepu Kancynu, LWo BUKOPUCTOBYETLCA A5
BUrOTOBJIEHHSA LWNpULa-annikatopa, a came INEOS
NOVA TRELLEBORG STRANDRIDAREGATAN 1 23
127 TRELLEBORG SWEDEN Ta 5ik Hacnigok,
BHECEeHHS 3MiH A0 po3ginis: 3.2.P.1. Onuc i cknap,
nikapcbKoro 3acoby Ta 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBaibHWi 3aci6. 3MiHn | Tuny -
3MmiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKii 3aci6. 3MiHa
nocTavasibHvKa nakyBasibHVUX mMartepianis abo
KOMMNIEKTYHOUNX (SIKLLLO 3a3HAYEHO B A,0CHE) (3amiHa
abo gofasaHHA nocTavyasibHUKa) - BHECEHHS 3MiH 0
p. 3.2.P.7. Cnctema koHTelHep/ 3aKynoploBasibHUI
3acib, a came AoAaBaHHsA aflbTePHATUBHOIO
noctavasibHUKa martepiasny conosimep cTMpony Ta
metunmvetakpunaty (NAS-30) - INEOS Styrolution
America LLC, Highway 20 West, 950 Nova Chemicals
Blvd., 35601 Decatur, AL USA Tta INEOS Styrolution
Ludwigshafen GmbH, Werk Ludwigshafen, Carl-
Bosch-Strasse 38, 67056 Ludwigshafen, Germany.
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkwii
3acib. Cuctema KoHTeliHep/3aKkyrnopoBabHUii 3aci6.
3MiHa 6yab-SKOI YaCcTUHW MaTepiasly nepBUHHOT
YNaKoBKM, LLIO HE KOHTaKTYE 3 FTOTOBUM NiKapCbKUM
3ac060M (HanpukIag Kosip KpULLEYOK 3 KOHTPOIEM
NepLLOoro BigKPUTTSA, KOMIP KOAOBUX Kineub Ha
amnynax, KoHTeliHepa A1 ronok (pisHi Buan
nnacTmacw) (3mMiHa, sika He BMVBaE Ha KOPOTKY
XapakTepucTyKy NikapcbKoro 3acoby) - BHECEHHS 3MiH
80 p. 3.2.P.7. Cctema KoHTeliHep/3aKkynoproBasibHUiA
3acib, a came BBElEHHS a/lbTEPHATUBHOIO 6apBHUKaA
(Mevopur Blue PL5M176197-ZT) wo
BUKOPWUCTOBYETLCA [/ BUTOTOB/IEHHS KOpnycy Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

KPWLLIKW FONKM oNs wnpuua-annikatopa N3 3onagekc
10,8 mr. 3miHu | TUNY - 3MiHK 3 sIKOCTi. FoTOBWUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akKynopoBaibHWiA 3aci6. 3MiHa By ab-AKOi
YyacTWHW matepiasly NepBMHHOI YNakoBKW, L0 He
KOHTaKTY€ 3 FOTOBMM JlikapCbkM 3ac060M (Hanpuknag,
KOMIP KPULLEYOK 3 KOHTPOIEM MEPLUOTO BiAKPUTTS,
KONip KOLOBYWX KiNeLp Ha amnynax, KoHTeliHepa Ans
ronok (pi3Hi BUAM nnactmacwu) (3mMiHa, sika He BMINBae
Ha KOpPOTKY XapakTepucTuKy fikapcbkoro 3acoby) -
BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBa/ibHWiA 3acib, a came BHECEHHS
3MiH 4719 N1aCTUKOBOI YACTVHW FOMIKW, AKOK rosika
KpinUTbCA 0 LWnpuua i HaTuckava A/1s BENMKOro
nasbus y 38’A3Ky 3i 3MiHOK KOHLIEHTpaTy
CTaHAapTHOro 3pasky CYHLOrO KOSIbopy AN 3onafekc
10,8 Mr. HoBWii KOHLEHTPAT CTaHAaPTHOrO 3pasky
CMHbOro 6apBHKKa Mae kog: 0P510013M PE
HD/BLUE. Takox, NponoHYETLCA BKAOUYATU A0 P.
3.2.P.7 nuwe iHdopmaLito Npo maTepian Ta 6apsBHUK,
6e3 3a3HayYeHHs1 KOHKPETHOro nocTavyasibHuka. 3MiHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
Cuctema KoHTeliHep/3akynoptoBasibHUiA 3aci6 (iHLi
3MiHW) - BHECEHHSI aAMIHICTPaTUBHNX 3MiH 40 pOo34iny:
3.2.P.7. Cuctema KoHTeliHep/3aKynopoBasibHWiA 3acib,
a came «BMPOGHVKM» AN Y3rOMKEHHS 3 NOTOYHUMM
Ha3Bamu Ta agpecaMun NocTavyasibHVKIB NaKyBasIbHNX
KOMMOHEHTIB, 6€3 3MiHW NocTavYauIbHUKIB NaKyBaslbHUX
KOMMOHEHTIB. BHECEeHHs1 peAaKLiiiH1X NpaBoK A0
po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHn | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
[OOMOMDKHMX PeYOBUH. 3MiHM B METOZi CMHTE3Y abo
pereHepauii HedpapmakoneiHoi ONOMiIXHOT Pe4yoBUHM
(AKLLLO onncaHo y AoCbe) abo HOBOI [OMOMIKHOI
PEYOBUHM (HE3HAYHI 3MiHW Y MEeTOofi CMHTEe3y abo
pereHepauii HedhapmakoneiHoi ONOMiIXHOT pe4yoBUHM
a60 HOBOT AONOMDKHOI PEYOBWHW) - OHOB/IEHHS
po3gainy 3.2.P.4.6. HoBi 4ONOMiXHi pe4oBMHK, a came
36inbLUeHHs BUxoay cononimepy HMM 95:5 npu
noApibHeHHI y BUpo6bHUYomy Lmnkni ansa MN3 3onagekc
10,8wr. Cononimep naktugy Ta raikonigy 95:5 €
[OMOMIXXHOIK PEYOBUHOLIO, LLIO BUKOPUCTOBYETLCS Y
BMPOGHULTBI Kancyn nikapcbKoro 3acoby 3onagekc
10,8mr. 3aTBeppKeHO: AjanasoH BUXoay npu
noApibHeHHi Y1cToro HeposmesneHoro Cononimepy
naktuay Ta rnikonigy 95:5 y BUCOKOMOEKYNSIPHUIA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
yncTuii po3menenuii - HMM ctaHoBuUTtb 85-99 %.
3anponoHoBaHo: fiiana3oH BUXoA4y Npu NoApiGHeHHI
YMCTOro HeposmesieHoro Cononimepy nakTngy Ta
rnikonigy 95:5 y BUCOKOMONEKYNSAPHUIA YNCTWIA
po3mesnieHunii - HMM ctaHoBuTb 85-100 %. 3MiHu 11
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa y
NepBUHHI yNakoBL,i rOTOBOTO Nikapcbkoro 3acoby
(AKicHWIA Ta KiNTbKicHWI cknag) - CTepunbHi Nlikapcbki
3acobu Ta nikapcbki 3acobu
6i010ri4YHOro/iMyHONOMNYHOTO MOXOLKEHHS - 3MiHA Y
NMepBWHHIl yNakoBLji rOTOBOrO /liKapCbKOro 3acoby, a
came, BNPOBa/pKEHHA aflbTEPHATUBHOIO Marepiany
Kamepw Kancynm - conosnimMep CTuposny Ta
metunvetakpunaty (NAS-30) gogatkoso Ao
3aTBEPAKEHOr0 MaTepiany kamepu kancynim
cononimepy ctupony Ta bytagieHy (KRO1) ans
Lnpuua-anaikaropa.
126. | 30HIK Kancynu Teepai no TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | - UA/21114/01/01
150 wr, in bulk: Ne "TNEAPAP XENTXKEP MNMBT TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3aci6.
5292 (14x378): no M AaTa” nTa CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
14 xancyny pO3Mipy YyNakoBK/ roTOBOrO Nikapcbkoro 3acoby (iHLwi
6nicTepi; no 378 3MiHW) — BHECEHHS A0AAaTKOBOI yNakoBku y chopmi in
6nicTepiB y bulk: Ne 5292 (14x378): no 14 kancyn y 6nictepi; no
KapTOHHIlA KOpooLi 378 6nicTepiB y KAPTOHHI kOpO6L,i, 3 BHECEHHSAM
BiANOBIAHMX 3MiH A0 p. «YNakoBka» Ta p.
«MapkyBaHHs» MKA /13
127. | 30HIK Kancynu Teepai no TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16350/01/01
150 wmr, no 14 "TNEAPAP XENTXKEP MNMBT TMNy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenmom
Kancyn y 6nictepi; M AaTa" nTa CucTema KoHTeliHep/3aKynoptoBasibHUiIA 3aci6. 3MiHa
no 1 a6o no 2, a6o pO3Mipy yNakoBK/ roTOBOrO Nikapcbkoro 3acoby (iHLwi
no 4, abo no 6 3MiHW) — BHECEHHS A0AAaTKOBOT yNakoBku y chopmMi in
6nicTepiB y bulk: Ne 5292 (14x378): no 14 kancyn y 6nictepi; no
KapTOHHIlA 378 6nicTepiB y KAPTOHHI kOpO6L,i, 3 BHECEHHSAM
ynakoBLi BiAMNOBIAHMX 3MiH [0 p. «YNakoBka» Ta p.
«MapkyBaHHs» MKA /13. 3miHn | Tuny - 3MiHW 3 SKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KOHTposib roToBOro
nikapcbKkoro 3acoby (iHLi 3MiHM) - OHOBMEHHS MeTopiB
KOHTPOJII0 AKOCTi, & came BUKIafEeHHS TEKCTY
[lepXXaBHOI MOBOIO, 3riIHO Cy4acHWX BUMOT Ta
npuBEAEHHS Yy BIANOBIAHICTb A0 peecTpavLinHux
[OKYMEHTIB
128. | J/TOH® Masb; no 25, no Lecpa HimeuuunH BUpPO6HYK, HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/16843/01/01
KNACIK 50r,no 100 r masi | ApuHainmiTT a BiANOBIAA/IbHWI 32 TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NliKapPCbKMii 3aci6. peuyenma
y Ty6i; no 1 Ty6i y enb Mm6X i BUNYyCK cepil: KOoHTposb roToBoro fikapcbkoro 3acoby. 3miHa
KapTOHHi KOpO6L Ko. KI Llecpa napameTpiB cneuyudikaLiii Ta/abo 4onyCTUMMX MeX

ApuHalimiTTenb

TOTOBOIO /iKapCbKOro 3acoby (BUy4YeHHs He3HAYHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
'm6X i Ko. KT, nokasHuka (Hanpuknag 3actapisioro nokasHuka, Takoro
HimeuunHa,; AIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
Brpo6HMUTBO CMakoBUX J06aB0OK)) BunyyeHHs He3HaYHOro
Hepo3ghacoBaHOro nokasHuka cneuudikauii /13 (Ha BUNYyCK Ta TepMiH
NPOAYKTY, npugaTtHocTi) - KoHeucTeHuis |, Ta, Ak Hacnifok, i3
nepBuHHe Ta MeToAiB KOHTPO/I0. Lieli napameTp BBaXaeTbCA
BTOPVHHE 3aliBMM Yepes HasiBHICTb 6iflbLL HaAiAHOrO i
nakyBaHHs: eTon peneBaHTHOro BUNPOOYBaHHS, Takoro sIK PO3TiKaHHSA
lesyHpxaiitcndprie (koHcucTeHujs 1)
re- yHg,
dapmanpoaykre
M6X, HimeuunHa;
BUPOGHUK,
BiANOBIfaNbHMIA 3a
KOHTpO/b cepii:
EckioBeH ®apma
[Loiiuneng MvoX i
Ko. KI', HimeyunHa
129. | IMOAIYM® Kancynu no 2 mr; MakHin AHrnis LDKHTN dpaHuin BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/9831/01/01
no 6 a6o 20 MpopakTc KoHcblomep Xenc Tnny - 3MiHK 3 aKkocTi. CepTudikat BignosigHOCTI/IE- peyenma
kancyn y bnictepi; Nimiten (PpaHc) CAC cepTudikaT BigMoBigHOCTI EBpoNenchkiii
no 1 6nictepy B hapmakonei/MoHorpadii. MogaHHs HoBOro abo
KapTOHHIM nauui OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€sponelicbkin hapmakoner) - HoBuii cepTudikar Big
HOBOrO BMPO6HMKa (3amiHa ab0 JOMOBHEHHS) -
MopaHHA HOBOrO cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2021-341 -
Rev 00 ana A®l nonepamiay rigpoxnopuay Bifg HOBOro
anbTepHaTnBHO BMpobHuka Vasudha Pharma Chem
Limited, India
130. | IH-ANITEP Tabnetku no 2 TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/17135/01/01
mr/0,625 mr, no 10 | «MIKPOXIM «MIKPOXIM», TNy - AGMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHNUYOI peyenmom | niosis2ae
Tabnetoky » YkpaiHa AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
6nicTepi, no 3 (ropngnyHa npoaykTy abo rotToBOro Nikapcbkoro 3acoby, AiflbHULI
6nictepy y nauui 3 ajpeca; 0151 NPOBEieHHSA NaKyBaHHS, BUPOOHMKa,

KapTOHY

BiANOBigabHUI 3a
BMPOGHMLTBO Ta
KOHTPONb/BUNPOBY
BaHHsA cepil, He
BK/THOHAI0UM
BUNYCK cepil;
BiANOBIAaIbHUIA 3a

BiANOBIAA/IbHOrO 3a BUNYCK Cepii, MiCLie NpoBeAEeHHS
KOHTPO/IH0 cepil) abo nocTayasibHKKa BUXigHOro
mMaTtepiany, peareHTy abo fOMNOMDKHOI pe4OBUHMN
(AKLLLO 3a3HAYeHO Yy A0CbE). BunyyeHHs doyHKuii

"BiANOBIAa/ILHOTO 3a BUNYCK cepii” AN BUPOOHNYUX
AinbHuub TOB HB® "MIKPOXIM" 3a agpecoto:
YkpaiHa, 93400, J/lyraHcbka 06/1., M. CEBEPOAOHELBK,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BUNYCK cepil, He By/. NMpomucnoBa, 6ya. 24-8, Ta AT "®apmak” 3a
BK/ItOYa0un agpecoto: YkpaiHa, 04080, m. Kuis, Byn. Kupunisceka,
KOHTPO/b/BMNPOGY 74 anbTepHaTUBHOK AiTbHULIEIO L0 BUKOHYE (hyHKL0
BaHHs cepil); "BigNoBiAa/IbHOrO 3a BUNYCK cepil” 3amwaeTsca TOB
AT «PAPMAK», HB® "MIKPOXIM" 3a agpecoto: YkpaiHa, 01013 m.
YkpaiHa Kwis, Byn. Bygingyctpii, 6ya. 5. BunyueHHs
(BignoBiganbHuiA BUPO6HMYOT ginbHUUi TOB HB® "MIKPOXIM" 3
3a BUPOGHMLTBO dhyHKLUi€eto "nabopaTopisa hi3nKo-XiMiYHOro aHanisy Ta
Ta KOHTPO/I0 BUPOGHMLTBA" 3a afpecoto: YkpaiHa.
KOHTPONb/BUNPOBY 93000, flyraHcbka 06s1., M. Py6ixHe, Byn. JleHiHa, 6ya.
BaHHA cepii, He 33. y 3B'I3Ky 3 BTPATOI YMHHOCTI AaHOi BUPOOHNYOT
BK/IHOYA0Un AiNbHULI Ta BUTYYeHHS 3 NiLeH3ii Ha NpoBakKeHHS
BUNYCK cepii) [iSNTbHOCTI. 3MiHM BHECEHO B po34inn "BMPOGHMK" Ta
"Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/ILHOCTI" B IHCTPYKLUil0 ANs
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby.
BunyueHo iHCTPYKLito 415 MEeAUYHOTO 3aCTOCYBaHHS
Ta TEKCT MapKyBaHHA yNakoBKM NiKapCbKoro 3acoby
4ns BUpo6HUYOT ainbHuui TOB HB® «MIKPOXIM» 3a
agpecoto: YkpaiHa, 93400, JlyraHcbka 06/1., M.
CeBepogoHeLbk, By. MNpomucnosa, 6ya. 24-B.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
131. | IH-ANITEP Tabnetku no 4 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/17135/01/02
mr/1,25 wr, no 10 «MIKPOXIM «MIKPOXIM», TNy - AOMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHUYOI peyenmom | niosisi2ae
Tabnetoky » YkpaiHa AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npoMixHoro
6nicTepi, no 3 (ropuanyHa npoaykTy abo rotToBOro Nikapcbkoro 3acoby, AifbHULI
6nictepn y nauui 3 ajpeca; 0151 NPOBEleHHSA NaKkyBaHHS, BUPOOHMKa,

KapToHyY

BiANOBigabHNI 3a
BMPOGHMLTBO Ta
KOHTPONb/BUNPOBY
BaHHsA cepii, He
BK/THOHAI0UM
BUNYCK cepil;
BiANOBigabHNI 3a
BUWMYCK cepii, He

BiAANOBIAa/IbHOrO 3a BUNYCK Cepiil, MiCLie NpOBEAEHHS
KOHTPO/IH0 cepil) abo nocTayasibHMKa BUXigHOro
mMaTtepiany, peareHTy abo fOMNOMDKHOI peHOBUHN
(AKLLLO 3a3HaYeHO Yy A0CbE). BunyyeHHs dyHKLuii

"BiANOBIAa/IbHOIO 3a BUNYyCK cepii” AN BUPOOHNYNX
AinbHUUb TOB HB® "MIKPOXIM" 3a agpecoto:

Ykpaina, 93400, J/lyraHcbka 0611., M. CEBEPOAOHELBK,

Bys. NMpomucnosa, 6ya. 24-8, Ta AT "dapmak” 3a

BK/IOHA0UN anpecoto: Ykpaina, 04080, m. Kuis, By/. Kupuniscbka,
KOHTPONb/BMNPOBY 74 anbTepHaTVBHOK Ai/IbHULED L0 BUKOHYE CDYHKLiH0
BaHHS cepii); "BiNoBiAanbHOro 3a BMUNyckK cepii” 3anuwaetbea TOB
AT «®APMAK>», HB® "MIKPOXIM" 3a agpecoto: YkpaiHa, 01013 m.
YkpaiHa Kwis, Byn. Bygingyctpii, 6ya. 5. BunyuenHs
(BignoBiganbHuii BMPOGHMYOT AinbHnLi TOB HB® "MIKPOXIM" 3
3a BUPOGHULITBO doyHKLUiel0 "nabopaTopis gi3nKo-XiMiYHOro aHanisy Ta
Ta KOHTPO/0 BUPOGHMLTBA" 38 aApecoto: YkpaiHa.
KOHTPO/b/BMNPOGY 93000, flyraHcbka 0671., M. Py6ixHe, Byn. JleHiHa, bya.
BaHHA cepii, He 33. y 3B'A3KYy 3 BTPATOK YNHHOCTI AaHOi BUPOBHNYOT
BK/IHOYa0uu AiNbHULI Ta BUTYYEHHS 3 MiLeH3ii Ha NpoBaMKeHHS
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BUNYCK cepii) [iSTbHOCTI. 3MiHM BHECEHO B po34inn "BMPOGHMK" Ta
"Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micus
NPOBaPKEHHS IOT0 AiS/ILHOCTI" B IHCTPYKLUil0 ANs
MeAMYHOro 3acToCyBaHHA /iKkapCbKoro 3acoby.
BunyueHo iHCTPYKLito A1 MeAUYHOTO 3aCTOCYBaHHS
Ta TEKCT MapKyBaHHA yNakoBKM NiKapCbKoro 3acoby
4ns BUpo6HUYOT ainbHuui TOB HB® «MIKPOXIM» 3a
agpecoto: YkpaiHa, 93400, JlyraHcbka 06/1., M.
CeBepogoHeLbk, By. MNpomucnosa, 6ya. 24-B.
TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.

132. | IH-ANITEP Tabnetku no 8 TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/17135/01/03
mr/2,5 mr; no 10 «MIKPOXIM «MIKPOXIM», TNy - AOMIHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHUYOI peyenmom | niosis2ae
Tabnetoky » YkpaiHa AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
6nicTepi, no 3 (topuanyHa npoaykTy abo rotToBOro NikapcbKoro 3aco6y, AifbHULI
6nictepn y nauui 3 aapeca; 0151 NPOBEleHHSA NaKkyBaHHS, BUPOOHMKa,

KapToHy BiANOBigabHNI 3a BiAANOBIAA/ILHOrO 3a BUNYCK CePiil, MiCLie NpOBeAEHHS
BMPOGHMLTBO Ta KOHTPO/IH0 cepil) abo nocTayasibHMKa BMXigHOro
KOHTPONb/BUNPOBY mMaTtepiany, peareHTy abo fOMNOMDKHOI peHOBUHN
BaHHS cepii, He (AKLLLO 3a3HaYeH0 Yy A0CbE). BunyyeHHs dyHKui
BK/IOYA0UN "BiANOBIAa/IbHOTO 3a BUNYCK cepii” AN BUPOOHNYUX
BUNYCK cepil; AinbHUUb TOB HB® "MIKPOXIM" 3a agpecoto:
BiANOBigabHNI 3a Ykpaina, 93400, /lyraHcbka 0611., M. CEBEPOAOHELBK,
BWMYCK cepii, He Bys. NMpomucnosa, 6ya. 24-8, Ta AT "®dapmak” 3a
BK/IKOHAUN anpecoto: Ykpaina, 04080, m. Kuis, By/1. Kupuniscbka,
KOHTPONb/BUNPOBY 74 anbTepHaTVBHOK Ai/TbHULEKD L0 BUKOHYE DYHKLiH0
BaHHS cepii); "BiNoBiganbHOro 3a BMMNyckK cepii” 3anuwaetbea TOB
AT «®APMAK>», HB® "MIKPOXIM" 3a agpecoto: YkpaiHa, 01013 m.
YkpaiHa Kwis, Byn. Bygingyctpii, 6ya. 5. BunyuenHs
(BignoBiganbHuiA BMPOGHMYOT AinbHnLi TOB HB® "MIKPOXIM" 3
3a BUPOGHULITBO doyHKLUiel0 "nabopaTopis gi3nKo-XiMiYHOro aHanisy Ta
Ta KOHTPO/0 BUPOGHMLTBA" 38 aApecoto: YkpaiHa.
KOHTPO/b/BMNPOGY 93000, flyraHcbka 0671., M. Py6ixHe, Byn. JleHiHa, bya.
BaHHA cepii, He 33. y 3B'A3KYy 3 BTPATOK YNHHOCTI AaHOi BUPOBHUYOT
BK/IHOHa0un AiNbHULI Ta BUTYYEHHS 3 NiLeH3ii Ha NpoBaKeHHS
BMMYCK cepil) [iSNbHOCTI. 3MiHM BHECEHO B po34inv "BUpo6HMK" Ta
"MicuesHaxopkeHHs BUPO6HMKa Ta afpeca Micus
NPOBaKEHHS IOT0 AiANbHOCTI" B IHCTPYKLiO A5
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOoro 3acoby.
BunyyeHo IHCTPYKLilo 418 MeAUYHOro 3acToCyBaHHA
Ta TEKCT MapKyBaHHS yNakoBKU MiKapCbKoro 3acoby
Ans BUpo6HuYoi ainbHuui TOB HB® «MIKPOXIM» 3a
agpecoto: YkpaiHa, 93400, JlyraHcbka 06/1., M.
CeBepopoHeubk, Bys. Mpomucnosa, 6y4. 24-B.
TepMmiH BBeAeHHS 3MiH - NPOTAroM 6 Micauis nicns
3aTBEPAKEHHS.
133. | IHOAN® Tabnetku no 1,25 MPO.MEA.L| Yecbka BMPOGHMLTBO 3@ Yecbka BHECEHHS 3MiH [10 peecTpauliiHux maTepiasis: 3a UA/4237/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
mr; no 10 C MNparaa.c. | Pecny6nik NOBHUM LMK/IOM: Pecny6nika BMNPaB/IeHO TeXHIYHY NOMUNKY B IHCTPYKLi Ans peyenmom
Tabnetok y a MPO.MEA.LC MeZIMYHOro 3aCTOCYBaHHA MikapcbKoro 3acoby B
6nicTepi; no 3 abo Mpara a.c., pekBiautax «3ATBEPO)XEHO», a came, BUMpaB/ieHO
6 6nicTepiB y Yecbka HOMep peecTpaLliiHOro NOCBIAYEHHSA A/15 A03YBaHHS
KapTOHHIlA KOpO6L Pecny6nika,; 1,25 mr, sika 6yna gonylieHa nig, yac npoBefeHHs
NepBUHHE i npoueaypu 3miH (Haka3 MO3 YkpaiHu Ne 1151 Big,
BTOPVHHE 18.07.25 p.):
nakyBaHHA: 3aTBepakeHo:
KOO®APMA 3ATBEPI)KEHO
C.p.o., Yecbka Haka3 MiHicTepcTBa 0XOpOHU
Pecny6nika 37,0pOB’A YKpaiHu
02.01.2019 Ne 7
PeecTpauiiiHe nocsigyeHHs
Ne UA/4237/02/03
UA/4237/02/03
3anponoHoBaHo:
3ATBEPI)KEHO
Haka3 MiHicTepcTBa 0XOpOHU
30p0B’A YKpaiHu
02.01.2019 Ne 7
PeecTpauiiiHe nocsigYeHHs
Ne UA/4237/02/02
UA/4237/02/03
134. | IHOAN® Tabnetku no 2,5 MPO.MEA.LL Yecbka BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/4237/02/03
mr; no 10 C Mparaa.c. | Pecny6nik NMOBHUM LINKIOM: Pecny6nika BMMpPaB/IEHO TEXHIYHY NOMUIIKY B IHCTPYKUIT Ans peyenmom
Tabnetoky a NMPO.MEA.LIC MeZMYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby B
6nictepi; no 3 abo Mpara a.c., pekBisuTax «3ATBEP)KEHO», a came, BUnNpas/ieHO
6 6nicTepiB y Yecbka HOMep peecTpaLiiHoro NOCBiAYEHHA A/15 A03yBaHHSA
KapTOHHIA Kopoo6Li Pecny6nika; 1,25 wmr, sika 6yna gonylieHa mnig yac npoBeAeHHs
nepBuHHE i npouenypu 3miH (Hakaz MO3 YkpaiHu Ne 1151 Big
BTOPVHHE 18.07.25 p.):
nakyBaHHs: 3arBepAxeHo:
KOO®APMA 3ATBEPXKEHO
C.p.o., Yecbka Haka3 MiHicTepcTBa 0XOpPOHHM
Pecny6nika 3[,0pOB’A YKpaiHu

02.01.2019 Ne 7
PeecTtpauiiiHe nocsigyeHHs
Ne UA/4237/02/03

UA/4237/02/03

3anpornoHoBaHo:
3ATBEP)KEHO
Haka3 MiHicTepcTBa 0XOpPOHHM
3[10p0B’A YKpaiHu
02.01.2019 Ne 7
PeecTpauiiiHe nocBigyeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
Ne UA/4237/02/02
UA/4237/02/03
135. | IHCYNIH MOPOLLIOK AT YkpaiHa BiokoH IHAisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHa - UA/20028/01/01
NIOACBKUA (cyb6eTaHuin) B "papmak” Baiionomxukc 3aaBHuKa /13 (MIBI) (BnacHMka peecTpaviiiHoro
(AHK- CKNAHMX H6aHkax Nimiteq nocsigyeHHs) (3rigHo Hakady MO3 Big 23.07.2015 Ne
PEKOMBIHA KOPWYHEBOTO 460)
HTHWIA) KONbOpy ANs
thapmavneBTUYHOr
0 3aCTOCYBaHHS
136. | IPUHOTEKAH | KoHueHTpar a/is Akkoppg, MonbLa BiANOBIgaNbHWMIA 3a MonbLya/ BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/19933/01/01
AKKOPL, NpUroTyBaHHsA Xernckea BUNYyCK cepil: Benuka MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
pO34uHy aoNns Moncka Cn. Akkopg, Xernckea BpuTania/ thapmakoHarnsgy. BeegeHHs abo 3miHu o
iHpy3iid, 20 mr/mn 3.0.0. Moncka Cn. 3 0.0. YropwmHa/ y3araslbHeHUX AaHux Npo cuctemy apmakoHarnsgy
no 5 mn (100 mr) Cknag Imnoprepa, IHAisA (BBEAEHHSA Y3arasibHEHUX AaHWX NP0 cucTemy
a6o no 15 mn (300 MonbLa; hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
Mr) y dh1akoHi, no BMPOOHULITBO BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
1 donakoHy B nauui nikapcbkoro KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3acoby, nepBuHHe 3[jiiCHeHHs hapMakoHarnagy B YKpaiHi, KO BOHa
Ta BTOPUHHE BiAMiHHa Bif, yNOBHOBaXeHOI 0co6bw, BignoBigasbHOT
nakyBaHHs, 3a 3fjiicHeHHs chapmakoHarnagy (Bkaoyarun
KOHTPO/b AKOCTI: KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
IHTac thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHUX
dapmacbloTikanc [aHVX KOHTaKTHOI 0co6M 3asBHYKa, BignoBiganbHOT 3a
NimiTeq, 1HAiN; hapmMakoHarnag B YKpaiHi.
popaTkose
BTOPUHHE
nakyBaHHs:
AKKOP[,
XENCKEA
NIMITE/L, Benvka
BpuTaHis;
CuHonTu3
IHpacTpian Cn. 3
0.0., MonbLua;
KOHTPONb AKOCTI:
BECC/IHI
XaHrepi K.,
YropLmHa,
SAPMABANIA,
nra.
Mikpob6ionoriuHa
na6oparopis,
YropuimHa
137. | KAHABIT emMy/bCist Ans BB d®apma Yecbka EnubiEm ®apma CnoBaubka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/12630/01/01
iH'ekuiin, 10 mr/mom; a.c. Pecny6nik c.p.o. Pecny6nika BUMNpaB/IEHHS TeXHiYHOT noMunkn y MKA /13, wo 6ynm peuyenmom
no 1 mn emynbeii a 3atBepxeHi Hakazom MO3 Big 31.10.2024 poky Ne

0181 iH'EKUIN B

1828, a came: 3MiHa C/10Ba «PO34MH» Ha CNOBO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
amnyni 3 «eMysbCisi» y po3gini «Cknag» MKA N13. fitoya
KOPWYHEBOrO CKNa, pefakuis: «po3unH ANs iH'exLiii» MNMponoHoBaHa
no 5 a6o no 10 pefakuisi: «emMynbCia Ans iH'exwin»
amnysn B ynakoBLyj
3 nniskn PVC
noMiwarTb B
KapTOHHY KOPO6Ky
138. | KAHAIA-B Kpemno 15ry neHmapk IHAiA neHmapk IHAaiA BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3MiHu | 3a UA/8210/01/01
Ty6i; mo 1 Ty6i B dapmacbioT dapmacboTrKan3 TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom
KapTOHHIlA nkans fTa. nra. KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
ynaKkoBLi MeToAax BUNpPobyBaHHSA rOTOBOTO /iKapCbKOro 3acoby
(iHwWi 3mMiHM y MeTogax BUNpobyBaHb (BKIOUaKUn
3amiHy abo [0MNOBHEHHSA)) 3amiHa MeToay «HKicHa
peakuis» o115 BU3HaYeHHs nokasHuka crneumdikadi
"laeHTudpikayis. Knotpumason" Ha metog "BEPX".
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOoTOBMIA NiKapCbKui
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA roTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BUnpobyBaHb
(BK/IHOYAKOUM 3aMiHy ab0 [OMOBHEHHS)) 3aMiHa MeToay
«TLX» Ans BU3HAYEHHS MOKa3HWKa cneumdikaii
"lgeHTudpikauis. beknomeTasoHy avnponioHat
6e3sogHuiA" Ha meTog "BEPX".
139. | KAPBOMNAT | po3uvH gns Mini Benvka BeHyc Pemegic IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/9294/01/01
NH iH'ekuiid, 10 mr/mn; Xenckepe BpuTaHis Nimiten TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenmom
no 15 a6o no 45 Nimiteq 3MiHU Yy BUPOGHMUTBI. 3MiHa po3mipy cepil
M1y dprakoHi; no (BK/IHOYatoYM fgjanas3oH po3mipy cepii) rotToBoro
1 chnakoHy B nikapcbKoro 3acoby (36inbLeHHs go 10 pasis
KapTOHHI KopoobLi MOPIBHAHO i3 3aTBEPAXXEHNUM PO3MIPOM) - BBEAEHHS
JofaTkoBux po3Mipis cepil [N13
[itova pepakuis
Po3wmip cepii:
ans donakoHis no 15 mn - 3 333 chnakoHis
ans dnakoHis no 45 mn - 5 555 chnakoHis
MponoHoBaHa pegakuis
Po3wmip cepit:
ans dpnakoxis no 15 mn - 3 333 chnakoHis, 20 000
hNaKoHiB;
ONns donakoHis no 45 mn - 5 555 chnakoHis, 6 666
hNakoHiB
140. | KAPBOM/AT | KOHUeHTpaT 45 AKKOpPA Monba Bupo6bHMLTBO IHgis/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/13716/01/01
NH AKKOPJ, PO34unHYy Ana Xernckea roToBOro Benuka Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
iHpy3iiA, 10 mr/mn Moncka Cn. nNiKapcbkoro BpuTanis/ thapmakoHarnagy. BeegeHHs abo 3MiHM Ao
no 5 mn, a6o no 3.0.0. 3acoby, nepsuHHe ManbTa/ y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
15 mn, a6o no 45 Ta BTOPUHHE YropwmHa/ (BBEAEHHSA y3ara/ibHEHNX AaHUX MPo cucTemy
M1, abo no 60 mn nakyBaHHs, MonbLwa hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,

y chrakoHi; mo 1

KOHTPOJ1b AKOCTI

Bi4NoBiAa/IbHOI 3a 3AiICHEHHST hapMaKoHarnsaay;
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

donakoHy B
KapTOHHIlA KOpO6L

cepii: IHTac
dapmacbloTikan3
Nimiteq, IHAis;
BTopuHHe
nakyBaHHs:
Akkopa Xenckea
NimiTen, Benvka
BpuTaHis;
Brpo6HMUTBO
roToBOro
nNiKapcbkoro
3aco0by, nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
cepii
(anbTepHaTMBHMI
BMPOGHUK): IHTac
dapmacbloTikan3
Nimitea, IHgis;
KoHTporsb sikocTi
cepii: Papmagiokc
Xenckea NTp4,,
ManbTa,;
dapmasanig ta.
Mikpob6ionoriyHa
naboparopis,
YropumHa;
BignosiganbHuii
3a BUNycCK cepil:
Akkopfa Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoprepa,
MonbLua

KOHTaKTHOi 0cobu 3 chapMakoHarnagy 3asBHuka ons
3fjiicCHeHHs1 hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHa Bif YNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
dhaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX

[aHuX KOHTaKTHOI 0coby 3asiBHUKa, BIAMNOBIAa/IbHOT 3a

thapmakoHarnag B Ykpaini

141.

KACEH/TAKC

MOPOLLIOK A5
opasibHOro
po3uunHy no 10 ;
10 a6o 20 cawe y
KapTOHHIA Kopoo6Li

KaceH
Pekopgaari,
C.J.

IcnaHis

KaceH Pekopgaari,
C.N.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsay;
KOHTaKTHOI 0c0obM 3 thapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHaA
BiAMiHHa Bif, YNOBHOB&XeHOi 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
dhaiina cuctemmn chapmakoHarnsgy). 3MiHa KOHTaKTHOI

6e3
peyenma

UA/14473/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
0cobu 3asBHMKa, BiANOBIAa/IbHOT 3a hapmakoHarnsz B
YkpaiHi.
[itoua pepaxuis: BonowwuHa AHacTacis AHaTtoniiBHa.
MponoHoBaHa pepfakuis: OuepeTsaHa HOnis
NeoHigiBHa. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a thapmakoHarnsg B
YKpaiHi.
142. | KETO N/t0oC LamnyHb rno 60 neHmapk IHAiA neHmapk IHAaiA BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3MiHu | 6e3 UA/10142/01/01
mn abo no 150 mn dapmacbioT dapmacboTrKan3 TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenma
y thnakoHi; no 1 nkans fTa. nra. KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLi 3MiHW)
chnakoHy B OHOBJIEHHS BXE 3aTBEPL)KEHNX METOZIB KOHTPO/HO
KapTOHHIA Kopoo6Li AKOCTI /likapcbKoro 3acoby, a came BUKIaAeHHS TEKCTY
[epXaBHOK MOBOIO 3riHO CYy4aCHNX BUMOT.
143. | KNABAM NMopoLUOK AN Ankem IHAiA Ankem IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4469/02/01
OopasIbHOT NabopaTtopis Na6opaTtopis /114 Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom
cycneHsii, 125 Nt thapmakoHarnsgy. BeegeHHs a6o 3miHu fo
mr/31,25 mr B 5 y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
mn; 1 chnakoH 3 (BBEAEHHS y3araslbHEHNX AaHUX NPO cucTemy
NOPOLLKOM 3 chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
MipH/M KOBMA4KoM Bi4NOBiAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
Y KapTOHHiiA KOHTaKTHOI 0c0obu 3 chapMakoHarnagy 3asBHuKa gns
ynakoBLi 3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, sKLLO BOHA
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXeHOT 0c06M 3a1BHUKA, BiAMoBIga/IbHOI 3a
hapmakoHarnsg.
[itoua pegakuis: Ambrish Kumar Shivastava.
MponoHoBaHa pepgakuis: Rahul Somani. 3miHa
KOHTaKTHUX AaHKX YNOBHOBaXKEHOT 0CO6U 3asiBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa KOHTaKTHOI
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg B
YkpaiHi.
[itoua pegakuisn: Zinchenko Liudmyla. NMponoHoBaHa
pegakuis: Zhyliaiev Ihor Volodymyrovych. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6U 3aABHNMKa,
BiANOBiAaNbHOI 3a (hapmakoHarnsg B YKpaiHi.
144. | KNABAM NopoLUoK AN Ankem IHais Ankem IHais BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/4469/02/02
opasibHoi Na6opaTopi3s Na6opaTopis N4 TUMy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
cycneHsii, 200 nTtg thapmakoHarnsigy. BeegeHHs abo 3miHun go

mr/28,5 mr; no 1
donakoHy 3
MOPOLLKOM AN151
npuroTysaHHsa 100
M1 cycneHsii 3
MiPH/AM KOBNAYKOM

y3arasibHeHVX AaHnX Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cUcTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ans
34iicHeHHs1 dpapMakoHarisgy B YKpaiHi, KO BOHA
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MMosb/M) no 10
M, no 15 mn, no
20 MN Y CKNSHUX
onakoHax; no 10
chn1akoHiB B
KapTOHHIlA
Kopobui; no 50 mn,
no 100 mny
noninponizieHoBNx
onakoHax, no 10
ch1akoHiB B
KapTOHHIlA KOpooLi

[0NyCTUMUX MEX, BCTAHOB/EHMX Y crneumdikayisx, nig
yac BUPOOHMLTBA FOTOBOrO MiKapCbKOoro 3acoby (iHLi
3MiHW) BBEEHHSA 4,04AaTKOBOrO (a/lbTEPHATUBHOIO)
mMeToay BMNpobyBaHHA y NpoLeci BUpobHuuTea /13 —
MeToA pedpakToMeTpil 415 BU3HAYEHHS BMICTY
MerfIloMiHy rafotepary B po34uHi ragotepoBoil
KNCNIOTW 45 IH'EKLiM Y CKASIHUX Ta NOAINPOonifIEHOBMX
chnakoHax. 3miHu | TNy - 3MiHKW 3 KOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoteci BUPO6HMLITBA rOTOBOTO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOIO NiKaPCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpoOHNLTBA) -
AofaBaHHa ogHoro 20-AiiMoBoro dinbTpa 3
HOMiHanom 0,2 MKM 10 BUPO6HMYOro npouecy M3y
CKMISIHMX Ta NOAINPonisIeHoBUX hriakoHax, SK
afbTepHaTMBY [BOM NOC/IfOBHO BCTaHOBEHUM 10-
[AAMOBUM oinbTpam 3 HoMiHaioM 0,2 MKM - 3MiHu |
TMny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6HMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIHOYaUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
roTOBOrO JlikapCcbkoro 3acoby (He3HavHa 3miHa y
npoueci BUpOOHULITBA) - BBEAEHHS OAATKOBOro
(anbTepHaTnBHOro) cinbTpy Pall Posidyne 3 po3mipom
nop 0,2 MKM A0 BMPOGHMYoro npouecy 13 y ckisHnx
Ta MoninponifieHoBKX oyiakoHax, K a/ibTEPHATUBHUIA
PiNbTP 415 3MEHLUEHHS 6iOHABaHTaXEHHS - 3MiHW |

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
Y KapTOHHiiA BiAMiHHa Bif, yNOBHOBaXeHOI 0co6u, BignoBigasibHOI
ynakoBLii 3a 3[jlicHeHHs chapMakoHarnsgy (BkiYarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa
YNOBHOB&XXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
thapmakoHarnsag.
[itoywa pegaxkuia: Ambrish Kumar Shivastava.
MponoHoBaHa pepgakuis: Rahul Somani. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOT 0COOU 3asBHUKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MiHa KOHTakTHOI
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsag, B
YkpaiHi.
[Oitoyva pegakuis: Zinchenko Liudmyla. MNponoHoBaHa
pepakuis: Zhyliaiev lhor Volodymyrovych. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6U 3aABHNKa,
BiANOBiAa/IbHOT 32 hapmakoHarns B YKpaiHi.
145. | KNAPICKAH pO3unH Ans xul Hopseris bxul Xenckea AC Hopgeris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19528/01/01
\ iH'ekuil, 279,30 Xenckea AC TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib. peyenmom
mr/mn (0,5 3MiHV Y BUpOBHULTBI. 3MiHN BUNpobyBaHb abo
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

TUny - 3MiHK 3 AKocTi. APl KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWIA/NPOMIKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad|
(3BYXXEHHA [OMYyCTUMUX MEX, BU3HAYEHUX Y
cneumaikaLii) - TPONOHYETLCA 3BYXXEHHS A0MYCTUMUX
MeX 3a NOKa3HWKOM «BMicT 3aniza» y cneyndikadii Ha
AdI| 3 «He 6Ginbwe 1,0 mkr/mn» go «He 6inbwe 0,6
MKF/M». 3MiHK | TMny - 3MiHK 3 aKocTi. A®l. KoHTposb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONYCTUMKX MEX, BU3HA4YeHnX y crneumdikalisx Ha
A®I, ab0 BUXigHWA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuuTea Ad®|
(momoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM SKOCTI
Ta BiAMNOBIAHUM METOAOM BUNPOOYBaHHS) - BBELEHHS
[0 cneumndikayii APl Ha MOMEHT BUNYCKY HOBOrO
noKasHuKa A1 3AiiCHEHHA KOHTPOJII0 BMICTY
e/leMeHTHOT AOMILLKV Hikenb 3 Kputepiem
npuitHATHOCTI «He 6inble 0,82 mkr/mn / NMT 0.82
ug/ml». KOHTPOsb 38 NOKa3HNKOM NPOMNOHYETHLCSA
NPOBOAMTM METOL0M MaccnekTPOMeTpIl 3 iHAYKTUBHO-
3B’A3aHot0 nnasmoto (ICP-MS). 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOTO
nikapcbkoro 3aco6y. 3MiHa napameTpiB cneyudikadii
Ta/abo [oNyCTMMUX MEX FOTOBOrO MiKapCbKOoro 3acoby
(3BYXXEHHA [OMYCTUMUX MEX) - 3BY)XKEHHS AONYCTUMUX
MeX y crieumdikaLii Ha roToBuiA NlikapcbKuii 3aci6 3a
NnokasHNKOM «BMiICT 3aniza» 3 «He 6inbwe 0,5 MKr/mn»
0o «He 6inbwe 0,3 Mkr/ma». 3miHu |l Tuny - 3miHu 3
AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHN Y NpoLeci BUPOOHULITBA FOTOBOTO
NiKapCbKOro 3aco6y, BKIOUaUM NPOMDKHWUIA NPOAYKT,
LLI0 3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (cyTTeBa 3MiHa y npoveci
BMPOGHMLITBA, AKa MOXEe MaTu iCTOTHWUI BVB Ha
AKICTb, 6e3neKy Ta e)eKTUBHICTb JliKapcbKoro 3acoby)
- 3MiHa npotiecy BUpo6bHMLUTBA /13 3 METOH YCYHEHHS
NpoAyBKN a30TOM

146.

KONAPEKC
MAKCIrPun
31 CMAKOM
NAMOHY

NOPOLLIOK A”A
opasibHOro
po3unHy; 5 a6o 10
nakeTuKiB y
KapTOHHI Kopobui

CTAOA
ApuHaimitt
enb Al

HimeyunH
a

XANEOH
ANKANA, C.A.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
0151 MeQMYHOro 3acToCyBaHHA Ha MiAgcTaBi perynspHo
OHOBJ/IHOBAHOTO 3BIiTY 3 6e3neky NikapcbKoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
3acoby B nicisipeecTpauiiiHnii nepiod, abo sk

6e3
peyenma

nionsieae

UA/8393/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pesynbTaT OLiHK/ 3BITY 3 AOCAIMKEHb, NPOBEAEHUX
BIANOBIAHO A0 NiaHy neaiatpuyHnx gocnigxers (PIP)
(3MiHy y3rofpkeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iIHCTPYKLiO 4151 MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMM flikapCbKMMK 3acobamm Ta iHLLi
BMAY B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHA" Ta
"Mo6iuHi peakwyji" BigNOBIAHO A0 OHOBNEHOI
iHchopMmawii LWwoao 6e3nekn 3acTocyBaHHS AitoHOoi
peyoBuHM 3rigHO 3 pekomeHgauieto PRAC. TepmiH
BBEEHHS 3MiH NpoTArom 3 micsuis nicns
3aTBEPAKEHHS

147.

KOPBAJ/IMEH
T®

Kancynu m'ski no
100 wmr; no 10
kancyny
6nictepax; no 10
Kancyn y énictepi;
no 3 6nictepn y
naJui; no 20
Kancyn y énictepi;
no 1 a6o no 3, abo
no 4 6nictepu y
nauuj

AT
"KNIBCbKW
i
BITAMIHHM
" 3ABOA"

YKpaiHa

AT "KMIBCbKUA
BITAMIHHUI
3ABOA"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnit 3acib.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
roTOBOrO /liKapCbKOro 3acoby, BKIHOYaUM NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMULITBI
roTOBOrO JlikapCcbkoro 3acoby (He3HavHa 3miHa y
npoueci BUPOGHULITBA) 3MiHa TEXHOJIOTYHOrO npoLecy
Ha cTagii NpUroTyBaHHs XenaTuHoOBOI Macu Ans
po3wmipy cepiii 150 000 yn. Ne 10 a6o 75 000 Ne 20,
a60 50 000 yn. Ne 30, a6o 25 000 yn. Ne 60, a6o 18
750 yn. Ne 80. 3miHu | Tuny - 3miHK 3 skocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun dianaszoH po3mipy cepii)
rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHW) BUNYYEHHS
po3mipy cepii 225 000 yn. Ne 10 a6o 112 500 yn. Ne
20, abo 75 000 yn. Ne 30, a6o 37 500 yn. Ne 60, abo
28 125 yn. Ne 80 3atBepxeHo: Mpomucnosa cepist
nikapcbkoro 3acoby KopBasiMeHT®, kancy/im M'siki no
100 Mr chopMyeTbCA Bif, OAHOIO 3aBaHTaXKEHHS
eMHOCTI Ta cknagae 101 000 yn. Ne 10 a6o 50 500 yn.
Ne 20, a6o 33 666 yn. Ne 30, a6o 16 833 yn. Ne 60;
a60 12 625 yn. Ne 80; 150 000 yn. Ne 10 a6o 75 000
Ne 20, a6o 50 000 yn. Ne 30, a6o 25 000 yn. Ne 60,
ab6o 18 750 yn. Ne 80; 225 000 yn. Ne 10 a6o 112 500
yn. Ne 20, a6o 75 000 yn. Ne 30, a6o 37 500 yn. Ne 60,
ab6o 28 125 yn. Ne 80. 3anponoHoBaHo: [Mpomucnosa
cepisi nikapcbkoro 3aco6y KopBasiMeHT®, kancysu
M’'siki no 100 Mr, opMy€eTbLCS Bif 04HOr0
3aBaHTaXeHHA eMHOCTI Ta cknagae 101 000 yn. Ne 10
abo 50 500 yn. Ne 20, a6o 33 666 yn. Ne 30, a6o 16
833 yn. Ne 60; a6o 12 625 yn. Ne 80; 150 000 yn. Ne
10 a60o 75 000 Ne 20, a6o 50 000 yn. Ne 30, a6o 25
000 yn. Ne 60, a6o 18 750 yn. Ne 80

6e3
peyenma

UA/3969/01/01

148.

KOPOAPOH®

Tabnetkn no 200
mr; Ne 30 (10x3):

TOB
"CaHodi-

YKpaiHa

BupobHuuTBO,
nepBrHHE Ta

PpaHuis/
YropLumHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |
Tnny - 3MiHM Wwoao 6e3nekn/epekTMBHOCTI Ta

3a
peyenmom

He
nidnsieae

UA/3683/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
no 10 TabneTtok y ABeHTIC BTOPVHHE hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
6nicTepi; no 3 YkpaiHa" nakyBaHHs, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLT
6nictepu B KOHTPO/b AKOCTI A5 MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
KapTOHHiiA Ta BUNyck cepii OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
Kopobui; Ne 30 N3: CAHO®I abo pocnigkeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKOro
(15x2): no 15 BIHTPOMM 3acoby B mic/isipeecTpaviiiHvii nepiod, abo sk
Tabnetok y IHOACTPIA, pesynbTaT OLiHK/ 3BITY 3 4OCAIMKEHb, NPOBEAEHUX
6nicTepi; no 2 PpaHuis; BIANOBIAHO A0 NiaHy negiatpuyHunx gocnigxers (PIP)
6nictepu B Brpo6HMUTBO, (3MiHY y3roKeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
KapTOHHilA KopooLi nepBuHHE Ta opraHoMm) - 3MiHW BHECEHO A0 IHCTPYKLi Ans
BTOPVIHHE MeAMUYHOro 3acToCyBaHHS NikapcbKoro 3acoby o
nakyBaHHs1, po3gainy "OcobnmnBOCTi 3aCTOCyBaHHA" BiANOBIAHO A0
KOHTPO/b AKOCTI OHOBNEHOT iHthopMaLi 3 6e3neky Ailo4oi peYoBUHU
Ta BUnyck cepii (amiofiapoHy) 3rigHo 3 pekomeHgauismu PRAC.
N3 (3a TepmiH BBeAileHHS 3MiH MPOTAroM 6 micauis nicns
BUK/TOYEHHAM 3aTBEepPMKEHHS. 3MiHM | TUNy - 3MiHK Woa0
MiKpo6iosioriyHoro 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
TECTYBaHHS): 3MiHM) - 3MiHW BHECEHO [0 IHCTPYKUiT A/19 MeANYHOro
Onenna Xenckea 3aCTOCYyBaHHSA Nikapcbkoro 3acoby 3 MeTo
Xanrepi K., [ofaBaHHA po3finis "3asBHuK" Ta
YropumHa; "Micue3HaxoMKeHHS 3asBHMKA" Ta O TEKCTY
Mikpob6ionoriyHe MapKyBaHHS yNakoBKM /ikapcbkoro 3acoby, a came o
TecTyBaHHs [13: n. 11 (HAMMEHYBAHHS | MICLEE3HAXO>KEHHSA
XIHOIH 3aBog, BVIPOBHUKA TA/ABO 3AABHUKA), n. 16
dapmMaLeBTUYHNUX (IHPOPMALIA, AKA HAHOCUTBLCHA WPNPTOM
Ta XiMiyHMx BPAI/IA) n. 17 (IHLLE) BTOPUHHOI yNnakoBku; A0 M. 6
MpoaykTis (IHWE) nepBuHHOI ynakoBku. TepMiH BBEAEHHS 3MiH
Mpaiisit Ko. NiTa,. NpOTAroM 6 MicsLiB Nicna 3aTBepKeHHs
(XIHOIH Mpaiisit
Ko. Nitg.) -
nigNPUEMCTBO
YaHikeenbg,
YropumHa;
Mikpob6ionoriyHe
TecTyBaHHA M13:
EBPOATI XaHrepi
Nimiten Naiiabiniti
KomnaHi
(EBPOAMMI
XaHrepi 1T4.),
YropuimHa
149. | KPANOHIH Kpanni opasibHi no Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | Ges UA/3125/01/01
30 mn 'y chnakoHi- Xainbmitte a XainbMmitrens TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
KpanesibHuuj; no 1 Nb Xeenb Xeenb M'm6X thapmakoHarnsigy. BeegeHHs abo 3miHun go
dhnakoHy- rM6X y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy

KpanesbHULi B
KOpo6L,i 3 KAPTOHY

(BBEAEHHS Y3ara/lbHEHUX AaHWX NP0 CUCTEMY
dhapmakoHarsisgy, 3MiHa ynoBHOBaXXEHOT ocobu,




113

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa A1
3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BOHA
BiAMiHHa Bif, yNOBHOBaXKeHOI 0co6w, BignoBigasibHOI
3a 3filicHEHHSs hapmakoHarnsgy (Bkaovaumn
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX faHWUX KOHTaKTHOI 0CO6Y 3as1BHMKA,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
150. | KPOMOAPOIM | kpanni ouHi, Mikpo Jlabc IHais Mikpo /labc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/15701/01/01
C® po3unH, 20 Mr/mn; Nimiteq Nimiteq TUny - 3MiHK Wwoao 6e3nekn/ethekTVBHOCTI Ta peyenmom
no 5 mn a6o 10 mn thapmakoHarnsgy. BeegeHHs abo 3miHu o
y chnakoHi- y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsagy
KpanenbHuui; no 1 (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
chnakoHy- hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
KpanesbHULi B BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnsgy;
KapTOHHI Kopobui KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0co6bu, BignoBigaibHOI
3a 3fjiicHeHHs thapmakoHarnagy (Bkaoyaryn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 32 hapMakoHaris4. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi
151. | KKO-MIH 100 TabneTku, BKpUTI Ankem IHais Ankem IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/16517/01/02
nNiBKOBOIO Nab6opaTtopi3 Nab6opatopis /114 TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peuenmom
060/10HKOI0 NO nTp thapmakoHarnagy. BeegeHHs abo 3miHu oo

100 wmr in bulk: no
100 TabneTok y
n1acTMKoBOMY
KOHTEliHepi

y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06H, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa
YMNOBHOBaXKEHOT 0CO6M, BiANOBIAaNLHOI 32 34iCHEHHS
hapmakoHarnsgy.

[Oitova pepakuin: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuyis: Rahul Somani - 3miHa
KOHTaKTHUX AaHNX YNMOBHOB&XEHOI 0Co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy.
3MiHa KOHTaKTHOI 0c0o6u, BignoBigansHOI 3a

3[iICHEHHS hapmMakoHarsay.
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[itoyva pegakuis: 3iH4eHKo Jllogmuna MNMponoHoBaHa
pepakuis: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0Co6W, BignoBigasibHOI
3a 34jiicCHEHH:A chapMakoHarnsay.

152. | KHO-MIH 100 TabneTkun, BKpUTI Ankem IHAiA Ankem IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16518/01/02
N1iBKOBOIO NabopaTtopis Na6opaTopis /114 Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
060/10HKOI0 MO Nt thapmakoHarnsgy. BeegeHHs abo 3miHu fo
100 wmr; no 10 y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
TabneTok y (BBEAEHHSA y3araslbHEHNX AaHUX NPo cUcTemy
6nictepi; no 1 hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
6nictepy y BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KapTOHHIiA KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
ynakoBLiji 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLLO BOHa

BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOBaXeHOT 0c0obu, BiANoBiAaNbHOI 3a 34iCHEHHS
thapmakoHarnsgy.

[itoya pepakuis: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuis: Rahul Somani - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobwm,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsagy.
3MiHa KOHTaKTHOI 0co6M, BignoBiganbHoi 3a
3[iiCHEHHST hapMakoHariaay.

[itoua pepakuisn: 3iHueHko Jllogmuna MNponoHoBaHa
pepakuisi: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOI 0cobu, BignoBigasibHOT
3a 34jiicHeHHs hbapmakoHarnsgy.

153. | KHO-MIH 200 TabneTku, BKpUTI Ankem IHais Ankem IHais BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/16517/01/03
nNiBKOBOIO Nab6opaTtopi3 Nab6opaTtopis /114 TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenmom
060/10HKOI0 NO nTp thapmakoHarnsgy. BeegeHHs abo 3miHu o
200 wmr in bulk: no y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
100 Tabnetok y (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
n1acTMKoBOMY hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KOHTEliHepi BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy;

KOHTaKTHOI 0CO6U 3 thapmakoHarnsgy 3assBHuKa A5
3AjiicHeHHs chbapmakoHarnsagy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOBaXKEHOT 0CO6M, BiNOBIAaNbHOI 32 34iiCHEHHS
hapmakoHarnsgy.
[Oitova pepakuin: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuyis: Rahul Somani - 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobH,
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BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa KOHTaKTHOI 0c06M, BignoBigaNbHOI 3a
3[iiCHEHHST hapMakoHaraay.

[itova pegakuis: 3iHueHKo Jllogmuna MNMponoHoBaHa
pepakuis: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0Co6M, BignoBigasibHOI
3a 34jicCHEHHA hapMakoHarnsay.

154. | KHO-MIH 200 TabneTkun, BKpUTI Ankem IHAiA Ankem IHAaiA BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis: 3MiHu | 3a UA/16518/01/03
N1iBKOBOIO NabopaTtopis Na6opaTopis /114 Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOI0 MO Nt thapmakoHarnsgy. BeefeHHa abo 3miHu fo
200 wmr; no 10 y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
TabneTok y (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
6nictepi; no 1 hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
6nictepy y BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KapTOHHIiA KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
ynakoBLi 3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BOHa

BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
YMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iCHEHHS
thapmakoHarnsgy.

[itoya pepakuis: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuis: Rahul Somani - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobwm,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsagy.
3MiHa KOHTaKTHOI 0co6M, BignoBiganbHoi 3a
3[ifiCHEHHSsT hapMakoHariaay.

[itoua pegakuin: 3iHueHko Jllogmuna MNponoHoBaHa
pepakuisi: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu, BifgnoBigasibHOT
3a 34jiicHeHHs hapmakoHarnsgy.

155. | KIO-MIH 25 TabneTku, BKpUTI Ankem IHais Ankem IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/16517/01/01
nNiBKOBOIO Nab6opaTtopi3 Nab6opaTtopis /114 TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenmom
06010HKO0 No 25 nTp thapmakoHarnagy. BeegeHHs abo 3miHu o
Mmr in bulk: no 100 y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
TabneTok y (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
n1acTMKoBOMY hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KOHTEliHepi BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;

KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy). 3MiHa
YMNOBHOBaXXEHOT 0CO6M, BiANOBIAaNLHOI 32 3iCHEHHS
dhapmakoHarnsgy.
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[Oitova pepakuis: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuyis: Rahul Somani - 3miHa
KOHTaKTHUX JaHNX YOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa KOHTaKTHOI 0c06W, BignoBiganbHOI 3a
3[iiCHEHHS hapMakoHaraay.

[itoyva pegakuis: 3iH4eHKo Jllogmuna MNMponoHoBaHa
pepakuis: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0Co6W, BignoBigasbHOI
3a 34jiicCHEHHA hapMakoHarnsay.

156.

KHO-MIH 25

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOI0 M0 25
mr; no 10
Tabnetoky
6nictepi; no 1
6nictepy y
KapTOHHIiA
ynakoBLi

Ankem
NabopaTtopis
Nt

IHais

Ankem
Na6opaTopis 114

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHa abo 3miHu fo
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu thapmakoHarnsgy). 3miHa
YMOBHOBaXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iACHEHHS
thapmakoHarnsgy.

[itoya pepakuis: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuis: Rahul Somani - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobwm,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy.
3MiHa KOHTaKTHOI 0co6M, BignoBiganbHoi 3a
3[iiCHEHHST hapMakoHariaay.

[itoua pegakuisn: 3iHueHko Jllogmuna MNponoHoBaHa
pepakuisi: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOI 0cobu, BignoBigaibHOI
3a 34jiicHeHHs hapmakoHarnsgy.

3a
peyenmom

UA/16518/01/01

157.

KHO-MIH 300

TabneTku, BKpUTI
nNiBKOBOIO
060/I0HKOIO MO
300 wmr in bulk: no
60 TabneTtok y
n1acTMKoBOMY
KOHTEliHepi.

Ankem
Nab6opaTtopi3
nrtp

IHAja

Ankem
Nab6opatopis /114

IHAjA

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chbapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06H, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI flaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-

3a
peyenmom

UA/16517/01/04
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thaiina cuctemu chapmakoHarnsgy). 3MiHa
YNOBHOBaXKEHOI 0c06W, BifNOBIAALHOT 3a 34iICHEHHS
thapmakoHarnsgy.
[Oitova pepakuis: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuis: Rahul Somani - 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXEHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy.
3MiHa KOHTaKTHOI 0c06W, BignoBiganbHOI 3a
3[iiCHEHHS hapMakoHaraay.
[itoyva pegakuis: 3iHueHKo Jlloamuna MNMponoHoBaHa
pepakuis: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0Co6M, BignoBigasibHOI
3a 34jicCHEHHsA chapMakoHarnsay.
158. | KHO-MIH 300 TabneTkun, BKpUTI Ankem IHAiA Ankem IHAaiA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16518/01/04
N1iBKOBOO NabopaTtopis Na6opaTopis /114 Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOI0 MO Nt thapmakoHarnsgy. BeefeHHa abo 3miHu fo
300 wmr; no 10 y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
TabneTok y (BBEAEHHSA y3araslbHEHNX AaHUX NPO cucTemy
6nictepi; no 1 hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
6nictepy y BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KapTOHHIiA KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
ynakoBLi 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLL0 BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
yMOBHOB&aXeHOT 0cobu, BiANoBiAaNbHOI 3a 34iACHEHHS
thapmakoHarnsgy.
[itoya pepakuis: Ambrish Kumar Shivastava-
MponoHoBaHa pepakuis: Rahul Somani - 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT 0cobwm,
Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMmakoHarnsagy.
3MiHa KOHTaKTHOI 0co6M, BignoBiganbHoi 3a
3[iiCHEHHST hapMakoHariaay.
[itoua pegakuisn: 3iHueHko Jllogmuna MNponoHoBaHa
pepakuisi: XXunses Irop Bonogummposuy 3miHa
KOHTaKTHUX JaHuUX KOHTaKTHOI 0cobu, BignoBigasibHOT
3a 34jiicHeHHs hapmakoHarnsgy.
159. | IEBOCTAA® | TabneTtku, BKpUTI CTALOA HimeuuunH Bunyck cepiii: HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/11890/01/01
nNiBKOBOIO ApuHaimiTT a CTALA Icnanis/ TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuenmom
060/10HKOI0, N0 ens Al ApuHaiimitTTens KOHTpO/Ib rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
250 mr, no 5 Al', HimeyunHa,; nepeknag MKS 3 pociiicbkoi MOBUW Ha YKpaiHCbKy MOBY
Tabnetoky Bupo6bHuuTBO 015 NPUBEAEHHSA Y BiANOBIAHICTL i3 BUMOraMm YNHHOT
6nictepi; no 1 Hepo3ghacoBaHOro pegakuii Hakasy MO3 YkpaiHn Ne 426 Big, 26.08.2005,
6nictepy B NPOAYKTY, BK/THOHAK0UM pefakLUiliHi Y3romKeHHs

KapTOHHIlA KopooLi

nepBuHHe Ta
BTOPWHHE
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nakyBaHHs,
KOHTPOb Cepili:
Na6opatopis
MegikameHTOC
IHTepHaTioHec,
C.A., IcnaHis;
BMPOGHMLITBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpPO/b cepili:
Nab6opatopioc
NikoHca, C.A.,
IcnaHis; BTOpUHHE
nakyBaHHs:
MAHAHTIAN
IHTEIPA, C.J1.1O.,
IcnaHis; ATAIC
PAPMA, C.J1.,
IcnaHis

160.

NEBOCTAL®

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOI0, MO
500 mr, no 5
Tabnetoky
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

CTAOA
ApuHaimiTT
enb Al

HimeyunH
a

Bunyck cepiii:
CTAOA
ApuHaiimiTTens
Al, HimeuunHa;
Brpo6HMUTBO
Hepo3acoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1,
KOHTPO/b Ccepili:
Nabopatopi3
MegikameHTOC
IHTepHarTioHec,
C.A., IcnaHis;
BMPOGHMLITBO
Hepo3acoBaHoro
NPOAYKTY,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ccepili:
Na6opatopioc
NikoHca, C.A.,
Icnanis; BTOpUHHE

HimeuunHa/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib.
KOHTpPO/Ib rOTOBOrO NiKApCbKOro 3acoby (iHLWi 3MiHKM) -
nepeknag MKA 3 pociicbkoi MOBMW Ha YKpaiHCbKy MOBY
AN NpUBeAEHHS Y BiAMOBIAHICTb i3 BUMOraMm YMHHOT
pepaxuii Hakasy MO3 YkpaiHn Ne 426 Big, 26.08.2005,
BK/IOYAIOUY PefaKLiiiHi y3romKeHHs

3a
peyerimom

UA/11890/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
nakyBaHHs:
MAHAHTIAN
IHTEIPA, C.J1.10.,
IcnaHis; ATAIC
®APMA, C.N.,
IcnaHis
161. | JIEBO®JIOKC | TabneTku, BKpUTI Makneopc IHais Makneogc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/15003/01/01
ALIH 250 nNiBKOBOIO dPapmacboT PapmMacboTUKaC My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyernmom
060/10HKOI0, N0 nkanc Nimiteq KOHTpO/b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
250 mr; no 20 Nimiteq nepeknan MKH 3 pociiicbkoi MOBMW Ha YKpaiHCbKy MOBY
Tabnetoky AN NpUBEAEHHS Y BiAMNOBIAHICTb i3 BUMOraMm YMHHOT
6nictepi; no 5 pepakuii Hakazy MO3 YkpaiHu Ne 426 Big 26.08.2005.
6nictepiB y (MK4 Bepcis eCTD 0000 g5 fo3ysaHHa 250 mr Ta
KapTOHHIW 750 mr, MKA Bepcis eCTD 0001 ans go3ysaHHs 500
ynakosui; no 10 Mr)
Tabnetok y
6nictepi; no 9 abo
10 6nicTepiB y
KapTOHHIlA
ynakoBLi
162. | IEBO®JIOKC | TabneTtku, BKpUTI Makneopc IHAja Makneogc IHAjA BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/15003/01/02
ALWH 500 nNiBKOBOIO dapmacbioT dapmacbloTukanc TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuenmom
060/10HKOI0, N0 nkanc Nimiteq KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
500 wmr; no 20 Nimiteq nepeknag MKS 3 pociiicbkoi MOBUW Ha YKpaiHCbKy MOBY
Tabnetok y 015 NPUBEAEHHSA Y BiANOBIAHICTL i3 BUMOraMm YMHHOT
6nicTepi; no 5 pepakuii Hakazy MO3 YkpaiHu Ne 426 Big 26.08.2005.
6nicTepiB y (MK4 Bepcis eCTD 0000 gnia fosysaHHa 250 mr Ta
KapTOHHIlA 750 mr, MKA Bepcis eCTD 0001 ans go3ysaHHs 500
ynakosui; no 10 Mr)
Tabnetok y
6nictepi; no 9 abo
10 6nictepiB y
KapTOHHIA
ynakoBLi
163. | JIEBO®DJIOKC | TabneTtku, BKpUTI Makneopc IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/15003/01/03
ALIVH 750 NNiBKOBOO dapmacsioT dapmMacboTUKaC TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
060/10HKOI0, N0 nkanc Nimiteq KOHTpO/1b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) -
750 mr; no 10 Nimiteq nepeknag MKA 3 pociiicbkoi MOBM Ha yKpaiHCbKy MOBY
Tabnetok y 0151 NPUBELEHHSA Y BiANOBIAHICTb i3 BUMOraMm YMHHOT
6nicTepi; no 10 pepakuii Hakazy MO3 YkpaiHu Ne 426 Big 26.08.2005.
6nictepiB y (MK4A Bepcist eCTD 0000 gia gosyBaHHs 250 mr Ta
KapTOHHIiA 750 mr, MKA Bepcis eCTD 0001 ans go3ysaHHs 500
ynakosLi Mr)
164. | NNETPO30N TabneTku, BKpUTI AKkoppa, Monbwa BMPOGHMLITBO IHpis/ BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/19128/01/01
AKKOPL, nNiBKOBOO Xenckea niKapcbkoro IcnaHis/ Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peuyenmom
060/10HKOI0, NO Moncka Cn. 3acoby, nepBuHHe Yexisa/ hapmakoHarnsagy. BeegeHHs abo 3miHu o
2,5 wr, no 10 30.0. Ta BTOPVHHE MonbLya/ y3ara/ibHeHUX laHnX Mpo cucTemy hapmakoHarnsgy
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
TabneTok y nakyBaHHs, ManbTa/ (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
6nicTepi; no 3 KOHTPO/b AKOCTI YropumHa/ hapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
6nictepu y cepii: IHTAC Benwvka BiANOBIAA/IbHOI 3@ 34iiCHEHHA dhapmakoHarnagy;
KapTOHHIlA KopooLi PAPMACBIOTIKA BpuTtaHis KOHTaKTHOT 0co6U 3 chapmakoHarnsay 3asBHuKa A5
N3 NIMITEA, 3AjiiicCHeHHs1 hapMakoHarnagy B YkpaiHi, K0 BOHa
IHais; BiAMiHHa Bif YNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI
BiAnoBiganbHUI 3a 3a 3gjlicHeHHs chapMakoHarnsay (Bkiyakyn
BUMNYCK cepil: KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-

Akkopa Xenckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,

MonbLua;
OinbHUUA 3
KOHTPO/IO AKOCTI:
NABOPATORPI
®YHOACIO JAY,

Icnanis; ainbHUUA

3 KOHTPO/IO
akocTi: TOB AJ/IC
Yecbka
Pecny6nika,
Yexist; AinbHULA 3

KOHTPO/IO AKOCTI:

TOB AJIC Yecbka
Pecny6nika,
Yexis; ginbHuua 3
KOHTPO/IO AKOCTI:
dapmagokc
Xenckea NT4,,
ManbTa; ginbHuus
3 KOHTPO/IO
AKOCTI:

SAPMABANIA,

nra.

Mikpob6ionoriyHa

naboparopis,
YropumHa;
AiNbHWUA 3
KOHTPO/IO AKOCTI:
€BpodoiHC
AHanitikan
Cepsices XaHrepi
K., YropwmHa;
Aoparkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:

haiina cuctemu hapmakoHarsisgy) 3mMiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
thapmakoHarnag B Ykpaini
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
AKKOP[,
XE/ICKEA
NIMITEL, Benvka
BpuTaHis;
Aoparkosa
OinbHUUA 3
BTOPVHHOIO
nakyBaHHs:
Papma lMak
YropuwuHa fta.,
YropuimHa
165. | IE®HO® TabneTku, BKpUTI TOB YkpaiHa Kycym Xentxkep IHAisa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | - UA/21115/01/01
060/10HKO10, M0 20 «NEQ®AP Met N14 TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
mr; in bulk M ATA» CuncTema KoHTelHep/3aKkynoproBasibHUiA 3aci6. 3MiHa
Ne14000 pO3Mipy ynakoBK/ roTOBOrO Jlikapcbkoro 3acoby (iHLwi
(10x1400): no 10 3MiHW) - BBEA,EHHS [04aTKOBOI YNakoBKu y hopMi in
Tabnetok y bulk y 3B'A3Ky 3 BUPO6HMYOIO HEOOXIAHICTIO
6nicTepi; no 1400
6nictepiB y
KapTOHHI/ Kopobui
166. | IE®GHO® TabneTku, BKpUTI TOB YkpaiHa Kycym Xentxkep IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/6367/01/02
060/10HKO10, M0 20 «NEQ®AP Met N4 TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
mr; no 10 M NTA» CuncTema KoHTeliHep/3aKkynoproBasibHUiA 3aci6. 3MiHa
Tabnetok y pO3Mipy ynakoBK/ roTOBOrO JlikapcbKoro 3acoby (iHLwi
6nictepi; no 3 3MiHW) - BBEAEHHS [04aTKOBOI YNakoBKu y hopMi in
6nictepn y bulk y 3B'AA3Ky 3 BUPO6GHMYOIO HEOOXIAHICTIO
KapTOHHIA
ynakoBLi
167. | NIAOKAIH PO34unH Ans AT YkpaiHa AT "ly6Hncpapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/14029/01/01
iH'exuili, 20 mMr/mn "Nly6Hnhap TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
no 2 M B amnyi; M" KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
no 5 amnyny MeToAax BUNPOGYBaHHSA rOTOBOrO /1iKapCbKOro 3acoby
6nicTepi 3 nniBKY; (He3HauyHa 3MiHa y 3aTBepIKEeHNX MeTohax
no 1 a6o 2 BMNPOOYBaHHSA) - HE3HAYHI 3MiHW B METOAML
6nictepn y nauui 3 BUMPOOYBaHHS 3a MOKA3HMKOM «CTEpPU/IbHICTb»
KapToHy; No 2 Mn BiAMNOBIAHO [0 3BITY NPO NEpeBipKy NPUAATHOCTI
B amnyni; no 10 METOANKM Ta BUYYEHHSA MOBHOIO ONMUCY aHaNiTUYHOI
amnysn y nayuj 3 METOAVKN 3 METOAIB KOHTPO/IIO 3a MOKa3HUKOM
KapToHy 3 «CTepunbHiCTb»
KapTOHHUMU
neperopogkamm
168. | NIAOKAIH- po34uH Ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/4935/01/01
AAPHUNLUA iH'ekuili, 20 mr/mn, | "®apmaueBT "papmMaLeBTnYHa TUny - 3MiHK 3 akocTi. A®L. KoHTponb A®I. 3miHa y peyenmom
no 2 M B amnyrni; nyHa chipma thipma "AapHuus” napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
no 5 amnyny "fNapHuua” BM3HAYEHUX Y cneumdikauisix Ha Adl, abo

KOHTYpHiIlA
YapyHKOBIW

BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BUKOPUCTOBYIOTLCS y MPOLeCi BUPOGHMLTBA AD|
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
ynakosLi; no 2 (oonoBHeHHA cneuundikalii HOBUM NOKa3HUKOM SIKOCTI
KOHTYPHi Ta BifNoBigHVM METOL0M BUNPOOYBaHHSA) AONOBHEHHS
YapyHKOBI cneumdikauii BXigHOTO KOHTPOSIIO Ha Ajto4y peYOBUHY

YNaKoBKMW B maui

Nigokainy rigpoxnopug, HOBUM NOKa3HUKOM
«BakTepiasibHi eH0TOKCMHW», BiANOBIAHO A0 BUMOT
3arasibHOi cTatTi «CybcTaHuii A8 hapMaleBTUYHOro
3acTocyBaHHsA» APY. 3MiHuM | TUNY - 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauiin Ta/abo foNyCTUMNX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NPoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HMLTBA ADI (iHWi 3MiHK) CynyTHA 3MiHa - 3MiHN
3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BUXigHOTO
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, LWwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPKEHNX METOAAX
BMNPOGYBaHHS) HE3HAYHE OHOBJ/IEHHS B PO34inax
3.2.5.4.1. Ta 3.2.S.4.2. AnA BXiAHOrO KOHTPOIO Ha
Aitody peyosuHy Jligokainy rigpoxiopug 3a
nokKasHUKoM «laeHTudikauis», a came: 3anmweHa
nepLua igeHTudikayis, sika € 060B’A3KOBUM
BMNPOGYBaHHAM [aHOro MoKasHvKa, BifnoBiAHO 4O
Bumor AdY 1.4 «MoHorpadii» Ta €® 1.5.1.8
«ldentification». 3miHu | TUNY - 3MiHK 3 AKOCTI. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPO6HMLTBA ADI (iHWi 3MiHK) CynyTHA 3MiHa - 3MiHN
3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BUXigHOTO
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPKEHNX METOAAX
BMNPOGYBaHHS) [0 BXiJHOrO KOHTPO/IO Ha fitouy
peyoBuWHy JlifoKaiHy rigpoxnopua BHECEHO He3HauHi
OHOBJIEHHS 38 NOKA3HMKOM «PO3YMHHICTb», AKUI
nepeHeceHo [0 po3finy Npo 3arasibHi BNacTUBOCTI,
OCKi/IbKM BiH Ma€e pekoMeHauiliHuii xapakrep
BignosigHo fo sumor A®Y 1.4 «<MoHorpadii» Ta €EP
1.5.1.7 «Characters» Ta 3a NOKasHUKOM
«Mikpob6ionoriyHa YncToTa» - BHECEHO NOCU/IAHHSA Ha
Aitoye BnaaHHa €P, 6e3 3MiHY HOPMYyBaHHA Ta
METOAMKN KOHTPOSIIO SKOCTi. 3MiHu | Tuny - 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

cneuudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NPoAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLECI
BMPO6HMLTBA ADI (iHWi 3MiHK) CynyTHA 3MiHa - 3MiHN
3 AkocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHA APl abo BMXigHOTO
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoueci BUpobHuLTBa A®PI (iHLWi
3MiHM Y MeTofax BUNpo6yBaHHS (BKIOYaOUN 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIXKHOTO
npoAaykTy) oo posginis 3.2.5.4.1. Ta 3.2.5.4.2.
BXIZIHOr0O KOHTPO/IIO Ha Aitody peyoBuHy JlifokaiHy
rigpoxnopug, BupobHnka GUFIC BIOSCIENCES LTD,
India 3a NOKa3HNKOM «3a/TMLLKOBI PO3UYUHHUKM»
BHOCATLCSA 3MiHW, BIAMNOBIAHO A0 BUMOT aKTyaslbHUX
marepianis BUPO6HMKa. 3 METO onTMi3aLi Ta
NOKpalLLLeHHs1 aHaniTUYHUX NapameTpis, 6yno
pO3p06/1IeHO METOAMKY KOHTPOJIIO BU3HAYEHHS
3IMLLIKOBUX PO3UMHHVIKIB, 3 ypaxyBaHHSAM pe3y/bTarTiB
Baslijauii aHaniTM4HUX MeToamK. Ha3By nokasHuka
OHOBJIEHO 3riAHO 3 pekomeHgauiamu APY. 3minu |
Tuny - 3MiHn 3 akocTi. A®L. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWI/MPOMIKHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BUNYyYEHHA HE3HAYHOrO NOKasHWKa SIKOCTi (Hanpuknag
BW/TyYEHHS 3aCTapifioro NokasHuka)) BUTyHYeHHS
nokasHuKa «AHOMaslbHa TOKCUYHICTb» 3i crieumdikadyii
[ONA BXiAHOTO KOHTPOJIO Ha fjitody peyoBuHy Jligokainy
rigpoxaopua, BignoBigHO A0 BUMOT Aitouoi EP

169.

NIAOKCAH
NMMOH

NboAsHUKK, 5 Mr/1
Mmr; no 12
NbOASAHUKIB Y
6nictepi; no 2
6nictepn y
KapTOHHIA Kopoo6Li

TOB
"CaHpo3
YkpaiHa"

YKpaiHa

Bunyck cepiii: Nlek
dapmaueBTNYHa
KoMnaHis 4.4,
CnoBeHis;
BMPOGHMLITBO 3@
MOBHUM LIVIK/TOM:
NabopaTopia
Ksanichap HB
(Ksanichap HB),
Benbris

CnoseHisi/
Benbris

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnit 3acib.
KoHTponb rotoBoro fikapcbkoro 3acoby. 3miHa y

mMeToAax BUNpoGyBaHHSA rOTOBOrO NiKapCbKoro 3acoby

(He3HauyHa 3MiHa y 3aTBEpAKEHNX MeTohax
BMNpobyBaHHs) OHoBNEHHA MeToay YEPX ans
BU3HAYEHHS OAHOPIAHOCTI O30BaHNX OAVHWLb,

KifIbKICHOrO BU3HAYEHHS Ta NPOAYKTiB po3nagy. 3MiHu
CTOCYIOTbCS L0A0 YMOB MPOBELEHHSA aHanisy Ta

NOAACHEHb LLOA0 KOHLEHTpALili Ta po3paxyHkiB. TepMiH

BBEEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEepMKEHHS. 3MiHKM | TUny - 3MiHW 3 AKOCTIi. F0TOBMIA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpiB cneundikauiii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(3BYXKEHHSA [ONYCTUMUX MEX) 3BYXEHHA [0NYyCTUMUX
MexX cneundikauii 13 ans nokasHvka "MNpoayktv

6e3
peyenma

UA/16168/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

po3nagy" Ha MOMEHT BUMYCKY Ta Ha TepMiH
npuaaTHoCTI.
3aTBepaKeHo:

[Jowmiwka B (xnoprekcnamHy) — makc. 1 %
[Jowmiwka N (xnoprekcugunHy) — makc. 1 %
[Jowiwka K (xnoprekcuanHy) — makc. 0,5 %
[Jomiwka D (nigokainy) — makc. 4 %
[Jowmiwka B (nigokainy) — makc. 0,5 %
Byab-ski HeigeHTVdikoBaHi goMiwkn — makc. 0,2 %
CyMa BCixX [OMILOK (X/10prekcuaunHy) — makc. 3 %
Cyma BCix AOMILWOK (nigokaiHy) — makc. 5 %
3anponoHoBaHo:

Ha MomeHT Bunycky:

[Jowmiwka B (xnoprekcugnny) — makc. 0,2 %
[Jowmiwka N (xnoprekcuguHy) — makc. 0,3 %
[Jowmiwka K (xnoprekcnauiy) — makc. 0,5%
[Jowiwka D (nigokainy) — makc. 0,5 %
[Jowmiwka B (nigokaiHy) — makc. 0,5 %
Byapb-ski HeigeHTUikoBaHi AOMILLKN — Makc. 0,2 %
Cyma BCixX AOMILIOK (x1oprekcuaniy) — makc. 1,5 %
Cyma BCix AOMILIOK (nigokaiHy) — makc. 1,0 %
Ha TepMiH npugartHocTi:

[Jowmiwka B (xnoprekcuanny) — makc. 0,4 %
[Jowmiwka N (xnoprekcuguHy) — makc. 0,4 %
[Jowmiwka K (xnoprekcnguny) — makc. 0,5 %
[Jowiwka D (nigokainy) — makc. 2,5 %
[Jowmiwka B (nigokaiHy) — makc. 0,5 %
Byapb-ski HeigeHTUikoBaHi AOMILLKN — Makc. 0,2 %
Cyma BCixX AOMILIOK (x1oprekcuaniy) — makc. 2,0 %
Cyma BCix AOMILOK (nigokaiHy) — makc. 3,0 %
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS

170.

NIKCAPUT

Tabnetkn no 100
mr, no 15
Tabnetok y
6nicTepi, no 2
6nictepu y
KapTOHHIW nayu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

Na6opatopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TMny - 3MiHK 3 AKocTi. CepTudikaT BignoBigHOCTI/IE-
cepTngikaT BiANOBIAHOCTI €BpPONEnchKin
hapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOBJIEHOr0 cepTudikaTa BignosigHOCTI a60
BWNYyYEHHS cepTudikarta BignoBsigHOCTI €EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW cepTudpikat
Bif] y)X€ 3aTBEPXXEHOr0 BUPOGHMKA - NOAAHHS
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI EBponeichkiii
hapmakonei Ne CEP 2013-145-Rev 02 (nonepefHs
Bepcis R1-CEP 2013-145-Rev 01) ana Al

3a
peyenmom

UA/17741/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

thnekaiHigy aleTaTy Bif 3aTBEpAXEHOr0 BUPOOHUKA
Maprimed S.A., ApreHTuHa

171.

NODPNATIN®

TabneTku, BKpUTI
060/10HKOIO, in
bulk Ne8400
(10x840): no 10
Tabnetok y
6nictepi, no 840
6nicTtepis B
KapTOHHI/ KOopooLi

TOB
«FNEOPAP
M NTO»

Ykpaina

KYCYM
XENTXKEP NBT
nTa

IHais

BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6.
CuncTema KoHTelHep/3aKkynoproBasibHUiA 3aci6. 3MiHa
pO3Mipy ynakoBK/ roTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHW) - peecTpaLis 4oAaTKOBOI yNakoBkM y dhopmi in
bulk y 3B'A3Ky 3 BUPOGHNYOIO HEOOXIAHICTIO

UA/21116/01/01

172.

NODNATIN®

TabneTkn, BKPUTI
060/10HKO0, No 10
Tabnetok y
6nictepi, mo 1
6nictepy y
KapTOHHIlA
ynakosui; no 10
TabneTok y cTpuni,
no 1 crpunyy
KapTOHHI
ynakosui; no 10
Tabnetoky
6nictepi, mo 1
6nictepy y
KapTOHHIlA
ynakosui, no 10
yNakoBOK Y
KapTOHHIlA
Kopo6ui; no 10
TabneTok y cTpuni,
no 1 crtpunyy
KapTOHHI
ynakosi, no 10
ynakoBoOK Y
KapTOHHI
Kopo6ui; no 10
Tabnetoky
6nictepi, no 10
6nicTepiB y
KapTOHHIlA
ynakoBLi

TOB
«TNEQPAP
M NTA»

YkpaiHa

KYCYM
XENTXKEP NBT
nTh

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib.
CucTema KoHTelHep/3akynoptoBasibHUiA 3aci6. 3MiHa
PO3Mipy yNakoBK/ roTOBOrO MikapCbKoro 3acoby (iHLwi
3MiHW) - peecTpaLis [oAaTKOBOI yNakoBkM y dhopmi in
bulk y 3B'A3Ky 3 BUPOGHWUYOIO HEOBXIAHICTIO

Ne 10 - 6e3
peyenma;
Ne 100 - 3a
peuyenmom

UA/7643/01/01

173.

MENOKCUKA
M

MOPOLLOK
(cybeTaHuis) B
MilKax noABiiHMX
NNacTUKOBUX 4151
thapmaveBTUYHOr
0 3aCTOCYyBaHHS

AT
"papmak”

YkpaiHa

[Oepisagoc
Kyimikoc, C.A.Y.

IcnaHis

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu |
TUny - 3MiHK 3 AkocTi. ADl. BUpOOGHULTBO (iHLUI 3MiHK)
KoperyBaHHs iHgpopmauii y MKA woao cdepu
3acTocyBaHHA ADI, OCKi/IbkM faHa CMpoBMHA
BMKOPUCTOBYETLCA /151 BUTOTOB/IEHHSA SIK CTEPUITBHUX,
TakK i HeCTepUIbLHNX NiKapcbknx doopM. [litoya

UA/13294/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pefakuist: «An1a BUPOGHULTBA CTEPUITbHUX JTIKAPCHKMX
dopm» MponoHoBaHa pefakLis: «ans
chapmaueBTUYHOIO 3aCTOCYBaHHA». 3MiHn Il Tuny -
3MiHY 3 gKocTi. A®I. (iHLWi 3MiHK) - oHOBNEHHS DMF 3
Bepcii Version 2.0 — October 2018 edition with
November 2019 (v. 2.1) and June 2021 (v. 2.2)
updates Ha Bepcito Version 2.3 December 2023. fAk
HacnigoK 3MiHM Y MeTofax KOHTPO/It0 3a MOKa3HMKaMmn
«CynpoBigHi gomilku» Ta «KisibKicHe BU3HAYEHHS».

174.

MEPAMIH
1000 MI

NOPOLLIOK A”A
PO34unHy Ans

iH ekujit, no 1000
Mr; o 1 doniakoHy
3 MOPOLLKOM Y
KapTOHHIA Kopoo6Li

AAP
OAPMA ®3-
nnc

O6'efHaHi
Apabebki
Emipatu

BeHyc Pemegic
Nimiten

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTVBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
A1 MeNYHOr0 3acTOCyBaHHSA
reHepuYHMX/riopnaHNx/6ionodibHNX NikapCbKnx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa He NoTpebye HagaHHA
XOAHVX HOBUX AOAATKOBUX faHWX). 3MiHN BHECEHO A0
IHCTPYKLUIT ANA MeAUYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginm "®apmMakosiorivHi BAacTMBoCTi",
"MokaszaHHs", "Cnocib 3acTocyBaHHS Ta fo3n",
"Mo6iuHI peakuii" BiANOBIAHO A0 iHhopmaLii Wwoao
MEeAMYHOro 3acToCyBaHHA pethepeHTHOro Nikapcbkoro
3acoby (Meronem, powder for solution for injection 500
mg, 1000 mg). 3MiHu | TUny - 3MiHK WoA[0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucThL,j NikapCbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 Mean4YHOro
3aCTOCyBaHHA Ha NigcTasi perynspHoO OHOBJIHOBAHOTO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo focnigkeHb
3 6e3nekun 3acTocyBaHHA NiKapcbkoro 3acoby B
nicnapeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNIAKEHb, NPOBEAEHMUX BiANOBIAHO A0 NNaHy
negiatpnyHux gocnigpxkeHb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECEHO [0 IHCTPYKLUIi AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ainu
"Ocob6nmBocTi 3acTocyBaHHsA", "MobiuHI peakwii"
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekn
L0401 peYOBUHN.

3a
peyenmom

He
nionsieae

UA/20150/01/02

175.

MEPATIIH 500
Mmr

NOPOLLIOK A/1A
pO3uuHy Ansi

iH ekuili, no 500
Mr; no 1 donakory
3 NMOPOLLKOM Yy
KapTOHHIlA KopooLi

AAP
PAPMA ®3-
nnc

O6'egHaHi
Apabebki
EmipaTtn

BeHyc Pemegic
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeANYHOro 3acTOCyBaHHs
reHepUYHNX/TibpUAHNX/6IoNOAIGHNX NiKapCbKMX
3ac06iB NicNsi BHECEHHSA TiEl caMoi 3MiHM Ha

3a
peyenmom

He
nionsieae

UA/20150/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

pechepeHTHWIA Npenapar (3mMiHa He NoTpebye HagaHHs
XOJHVX HOBMX AOAATKOBUX aHWX). 3MiHW BHECEHO A0
IHCTPYKUIT 4719 MEANYHOro 3aCTOCYBaHHSA NikapCbKOro
3acoby y po3ainun "®apmakonoriyHi BnacTmBocTi”,
"MokasaHHsa", "Cnoci6 3acTocyBaHHs Ta fo3n",
"Mob6iuHi peakwyii" BignoBigHO A0 iHdopMaLil Wwoao
MeAMYHOro 3acToCyBaHHA pecthepeHTHOro Nikapcbkoro
3aco6y (Meronem, powder for solution for injection 500
mg, 1000 mg). 3mitu | TMny - 3MiHK Woa0
6e3nekun/edhekTVBHOCTI Ta hapMakoHarnagy. 3miHa y
KOPOTKIili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHs Ta IHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHA Ha MifgcTaBi PerynsipHo OHOB/IHOBAHOTO
3BITY 3 6e3nekun nikapcbKoro 3acoby, abo AocnigKeHb
3 6e3nekun 3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo K pe3ysibTar OLiHKN
3BITY 3 JOCNIAKEHb, NPOBEAEHUX BifNOBIAHO 40 NNaHy
negjatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO [0 IHCTPYKLUT AN MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3zaim
"Oco6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakwi
BiANOBIAHO [0 OHOBMEHOT iIHdhopMmaLii 3 6e3neku
L0401 PEYOBUHN.

176.

MIKPOIMPOC
T

Kpansi O4YHi,
po34unH 0,004%;
noswmny
dhNaKoHi-
KpanenbHuui; no 1
chnakoHy-
KpanesbHULi B
KOpo6L,i 3 KapTOHY

Mikpo Jlabc
Nimiten

IHais

Mikpo /labc
Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX faHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs hapmMakoHarisay B YKpaiHi, AKLLo BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigaibHOT
3a 3fjiicHeHHs hapmakoHarnagy (Bknoyaryn
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0COOU 3asBHNIKA,
BiANOBIAa/IbHOI 32 hapMakoHaris4. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi

3a
peyenmom

UA/20234/01/01

177.

MINICTAH
DAPUHIO

po34nH AN
poToBoi
NMOPOXHUHU 1,5
mr/mn (0,15 %) no
100 mn y chnakoHi
3 MipHUM

Mini
Xerickepe
Nimiten

Benuka
BpuTaHis

ANCINIER Xenc
MpopakTc NMimiTeq

IHAjA

BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKMN NiKapCbKoro 3acoby,

6e3
peyenma

nionsieae

UA/19835/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
cTakaHumkom; no 1 abo gocnigkeHb 3 6e3nekn 3acToCcyBaHHA NiKapCbKoro
dhnakoHy y 3acoby B nicnspeecTpauiiiHuii nepios, abo sk
KapTOHHI/ KopoobLi pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO B IHCTPYKLiO AN18 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3gainy
"3acTocyBaHHS y nepiog BariTHOCTi abo roflyBaHHs
rpyaaro” BianosiAHO A0 OHOBJEHOT iHGhopMaLii Woao
6e3nekn 3acToCyBaHHS fil040i PEYOBUHW 3rigHO 3
pekomeHgauieto PRAC.
178. | MINICTAH cnpeii ons Mini Benvka AICIMIEN Xenc IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsieae UA/19835/02/02
DAPUHIO poToBOT| Xenckepe BputaHis MpogakTc Nimiteq TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta peyenma
POPTE NMOPOXHUHK, 3 Nimiteq hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
mr/mn (0,3 %) no nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUT
25 mn 'y chnakoHi 3 0151 MeQMYHOro 3acToCyBaHHA Ha MiAgcTaBi perynspHo
Hebynai3epom; no OHOB/IHOBAHOTO 3BIiTY 3 6e3neku NikapcbKoro 3acoby,
1 chnakoHy y abo pocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
KapTOHHI Kopobui 3acoby B nicrsipeecTpaviiiHnii nepiod, abo Ak
pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO B IHCTPYKLiIO A/18 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby Ao po3giny
"3acTocyBaHHS y nepiog, BariTHOCTi abo roflyBaHHs
rpyaato” BignoBiAHO A0 OHOBIEHOI iHGhopMaLii Woao
6e3nekn 3acCToCyBaHHSA fil040i PEYOBUHW 3rigHO 3
pekomeHgauieto PRAC.
179. | MI®EHAKC® Kancynu tBepgino | TOB «TeBa YkpaiHa AT YropwmHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/11519/01/01
250 wmr, no 10 Ykpaina» dapmaueBTUYHNI Tnny - 3MiHK 3 aKocTi. CepTudikat BignosigHOCTI/IE- peyenmom
kancyn y 6nictepi; 3aBoj, TeBa cepTudikaT BignoBigHOCTI EBpoNenchkiii
no 3 a6o 10 hapmakonei/MoHorpadii. NMogaHHs HoBOro abo
6nictepiB y OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
Kopoobui BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii

hapmakonei: ana Adl; ans BUxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpO6HULTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudpikat BignoBigHOCTI
€Bponeiicbkin thapmakonei) - OHOBNeHWin cepTuddikat
Bif] y)Xe 3aTBepKEHOro BUPOGHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponelickkiii
dhapmakonei NeCEP 2005-239 - Rev 06 gns gitoyoi
peyoBUHU MikodheHoNnaTy ModeTuny Bif Bxe
3aTBepxeHoro BupobHvka TAPI CZECH
INDUSTRIES S.R.O. (Czech Republic) - 3minu | Tvny -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3MiHu 3 sKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaT BignoBigHOCTI €EBponeichkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI abo
BU/TYUYEHHA cepTudikaTa BignoBiAHOCTI EBponechkiii
thapmakonei: ana A®l; gns BuxigHoro
mMarepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBMHY (CepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudpikat
Bifl y>Ke 3aTBEep)KEHOro BUPO6HYKa - NOAAHHSA
OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI EBponeichkiii
thapmakonei NeCEP 2005-239 - Rev 05
(3atBepmxeHo: CEP 2005-239 - Rev 04) ans gitoyoi
peyoBuHM MikocheHonaTy ModheTuny Big, BXe
3aTBepxeHoro Bupo6Hrka Teva Czech Industries
s.r.o. (Czech Republic), fknii 3mMiHnB Ha3By Ha TAPI
CZECH INDUSTRIES S.R.0. (Czech Republic)
180. | M/1-KAP[, pO34uH Ans TOB YkpaiHa TOB "BIOJIIK Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/18702/01/01
iH'ekuin, 100 "BIONIK DPAPMA" TMny - 3MiHK 3 AKocTi. APl KoHTposib A®I. 3miHa y peyernmom
Mr/M; Mo 5 mn B DAPMA" napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
amnynax, no 5 a6o BM3Ha4YeHUX y cneuudpikauisix Ha A®l, abo
10 amnyn y navu,; BUXiAHWI/NPOMDKHUIA NpoAyKT/pearexT, Wwo
no5amnyny BMKOPWCTOBYIOTbCS Yy Mpoueci BupobHuutea AdI
6nictepi, no 1 abo (oonoBHeHHA cneuundikalii HOBUM NOKa3HUKOM SIKOCTI
no 2 6nictepu y Ta BignoBiAHNM METOAOM BUNPOGYBaHHS) -
nauuj [opasaHHsa po3giny "Bpomign” 3 kputepiem
NPUAHATHOCTI «He BinbLue 0,01% (100 ppm)» Ao
MEeTOZIB KOHTPO/ItO AKOCTI Ha cybcTaHuito MenbaoHito
avrigpat
181. | MOMOPAUK pO34uH Ans Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/8257/01/01
A iH'eKUiR, no 2,2 mn Xannbmitte a XainbmiTresnb MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
KOMMO3UTY | B amnyni; no 5 Nb Xeesb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
M amnyn y KOHTYPHiiA rvM6X y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy

YapyHKOBIW
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIN
ynakosLji B
KOpoOLi 3 KapTOHY;
no 2,2 MnB
amnyni; no 5
amnyn y KOHTYPHiiA
YapyHKOBIN
ynakosLi; no 20
KOHTYPHUX
YapyHKOBMX

(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;

KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3MjiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigasibHOT
3a 3fjiicHeHHs chapmakoHarnagy (Bkaoyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0Ccobu 3asiBHMKA, BiAMNOBIAa/IbHOT 32
hapmMakoHarnag B YKpaiHi.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
yNakoBOK Y
KOpPOO6Lii 3 KAPTOHY;
no 2,2 Mn B
amnyni; no 5
amnysn y KOHTYPHiiA
YapyHKOBIl
ynakosLi; no 2
KOHTYPHUX
YapyHKOBUX
yNakoBOK B
KOpo6Lji 3 KapTOHY
182. | MOHAEKC® cynosuTopii no TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | - UA/21117/01/01
1000 wmr; in bulk "TNEAPAP XENTXKEP NBT TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Ne1440 (5x288): M AaTa" nTa CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 5 cynosuTopiis pO3Mipy ynakoBK/ roTOBOrO Jlikapcbkoro 3acoby (iHLwi
y cTpuni, no 288 3MiHW) - peecTpaLis 4oAaTKOBOI yNakoBkM y dhopmi in
cTpunis y bulk
KapPTOHHIi KOpooLii
183. | MOHAEKC® cynosutopii no TOB YkpaiHa KYCYM IHAin BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/20490/01/01
1000 mr; no 5 "TNEAPAP XENTXKEP MNMBT TMNy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenmom
CynosuTopiiB y MnaTa" nTa CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
cTpuni; no 2 abo 6 pO3Mipy yNakoBK/ roTOBOrO Nikapcbkoro 3acoby (iHLwi
cTpuniB y 3MiHW) - peecTpaLis AoAAaTKOBOI ynakosku y hopmi in
KapTOHHIA bulk
ynakoBLi
184. | MOHTEN TabneTkn My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3MiHu | 3a UA/16297/02/01
XyBasibHi no 5 wr, akuioHepHe akuioHepHe TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuyenmom
no 7 TabneTtok y TOBapucTeo TOBapucTeo Ta/abo agpecy MicLs NPOBaKEHHNA AiS/IbHOCTI
6nictepi; no 4 "HaykoBo- "HaykoBo- BMpPOGHUKa/iMnopTepa roToBOro JlikapcbKoro 3acooy,
6nicTepn y nayui 3 | BUMPOGHUYNIA BMPOGHUUNIA BK/IO4a0UM AiNbHUL BUMyCKy cepii abo micue
KapToHy LieHTp LieHTp NpOBeAEHHA KOHTPOSIIO SIKOCTI. (AiSNbHICTb, 3a Ky
"Bopuyariscb "BopLuariBcbkuii BiAnoBiAae BUPOOHMK/iMNOpTEp, BKIOHYAKUM BUMYCK
KWiA XimiKo- XiMiKO- cepiii). 3MiHa agpecy BUPO6HUKA BigNoBifabHOMO 3a
hapmauesT chapmaLeBTUYHMI BMPO6HMLTBO in bulk "Synthon Hispania S.L.", IcnaHis,
NYHUIA 3aBog" a came npvBefeHHs o ceptuduikata EudraGMDP.
3aBog" (dbacyBaHHs i3 Brpo6HWya AinbHuUA, Ha3Ba Ta yci BUPOOHUYI
dopmu "in bulk" onepadii 3amwarTbCs He3MiHHUMK. [litoya pefakuis:
BMpo6HMKa CiHTOH Syntho Hispania S.L. / CiHToH Xicnania C.J1. - C/
XicnaHisa C.J1., Castello, n°1, Sant Boi de Llobregat, Barcelona,
IcnaHis) 08830, Spain / C/ Kactenno, Ne 1, CaH Boii ge

Jlbo6perat, BapcenoHa, 08830, IcnaHis. MponoHoBaHa
pepakuis: Syntho Hispania S.L. / CiHTOH XicnaHis C.J1.
- Calle de Castello 1, Sant Boi De Llobregat,
Barcelona, 08830, Spain / Kanne-ge-Kactenno 1, CaH
Boii fe Nibo6perat, BapcenoHa, 08830, Icnanis. 3MiHK
| TMny - 3MiHK 3 AkocTi. CepTudikat signosigHocTi/IE-
cepTudikaT BiANOBIAHOCTI €BpPONenchKil
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0NOMDKHOT peyoBrHK (cepTudikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii cepTudikaT
Bif] y)X& 3aTBEPKEHOro BUPO6HUKa. MNogaHHs
OHOBJIEHOIO cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
apmakonei No. R1-CEP 2012-115-Rev 03
(3atBepmxeHo: Ne R1-CEP 2012-115-Rev 01) ans
[itoyoi pevoBUHVM MOHTENyKacTy HaTpito Bif,
3aTBepAxeHoro Bupo6Hvika "Dr.Reddys Laboratories
Limited", IHgjs.
185. | MOHTEN Tabnetku My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16297/02/02
XYBaUlbHi M0 4 Mr, akujioHepHe akujioHepHe TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 7 TabneTtok y TOBapUCTBO TOBapUCTBO Ta/abo agpecy MicLs NPOBAKEHHS AiS/IbHOCTI
6nictepi; no 4 "HaykoBo- "HaykoBo- BMpOBHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
6nictepu y nauui 3 | BUMPOOHUUMI BMPOGHUUNI BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue
KapTOHY LleHTp LeHTp NpOBefEeHHA KOHTPOSIIO AKOCTI. (AIANbHICTb, 3a Ky
"Bopuariscb "BopLyariscbKkuii Bignosigae BUPOGHUK/IMNOPTEP, BKIOHYAKOUM BUNYCK
KN4 XiMiko- XiMiKO- cepiii). 3MiHa agpecy BUPOOHUKA BifgNoBifaIbHOMO 3a
hapmaneBT thapmaueBTUYHWIA BMPOGHMLTBO in bulk "Synthon Hispania S.L.", IcnaHis,
WNYHWI 3asof” a came npuBefeHHs no ceptudpikata EudraGMDP.
3asog" (chacyBaHHs i3 Brpo6Huya ainbHuus, Hassa Ta yci BUPOOHUYI
dopmu "“in bulk" onepauii 3anMwarTbCs He3MiHHUMK. [liloya pefakuis:
BMpo6HUKa CiHTOH Syntho Hispania S.L. / CiHToH Xicnania C.J1. - C/
Xicnanis C.J1., Castello, n°1, Sant Boi de Llobregat, Barcelona,
Icnanis) 08830, Spain / C/ Kactenno, Ne 1, CaH boii ge

Nbo6perat, bapcenoHa, 08830, IcnaHis. MponoHoBaHa
pegakuis: Syntho Hispania S.L. / CiHTOH XicnaHis C.J1.
- Calle de Castello 1, Sant Boi De Llobregat,
Barcelona, 08830, Spain / Kanne-ge-Kactenno 1, CaH
Boli ge Nlbobperat, bapcenona, 08830, IcnaHis. 3MiHK
| TNy - 3MiHW 3 AkocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BiAnoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (CepTudikaTt BiAnoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif, y)X€ 3aTBEpXEHOr0 BUPO6HUKA. MogaHHs
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI €EBponeicbkii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
thapmakonei No. R1-CEP 2012-115-Rev 03
(3atBepmxeHo: Ne R1-CEP 2012-115-Rev 01) ans
[itouoi peyoBrHN MOHTENYKaCTy HaTpilo Bif,
3aTBepxeHoro Bupo6bHvika "Dr.Reddys Laboratories
Limited", IHgjs.
186. | MYKO3A po34uH Ans Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/2946/01/01
KOMMOS3WUTY | iH'ekuiii; no 2,2 mn Xainbmitte a Xainbmitrens TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuenmom
M B amnyni; no 5 Nb Xeenb Xeenb M'm6X thapmakoHarnsigy. BeegeHHs abo 3miHn go
amnys y KOHTYPHii rM6X y3ara/ibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
YapyHKoBIl (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
ynakosLi; no 1 a6o hapmMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
no 2, abo no 20 BiANOBIAA/IbHOI 32 34iliCHEHHA hapmakoHarnagy;
KOHTYPHUX KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
YapyHKOBMX 3AiicHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
yMakoBOK y BiAMiHHa Bif YNOBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
KopoOLi 3 KapTOHY 3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6U 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarisa B YkpaiHi
187. | MYNIMEH Kpansi opasibHi, No Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/3698/01/01
50 mn 'y chnakoHi- Xalinbmitte a Xainbmitrens TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenma
KpanesibHuuj; no 1 Nb Xeenb Xeenb M'm6X thapmakoHarnsigy. BeegeHHs abo 3miHn go
donakoHy- rmM6X y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsagy
KpanenbHuLj y (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
KOpo6L,i 3 KapTOHY hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0cobu 3asiBHUKA, BIANOBIAa/ILHOT 3a
hapmakoHarnsg B Ykpaii.
188. | HEBIKAPL Tabnetku no 5 wmr; ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/3333/01/02
no 10 TabneTok y dPapmacbHoTi PapmacbloTikasc TMny - 3MiHK 3 aKkocTi. CepTudikar BignosigHocCTI/IE- peyenmom
6nictepi; no 2 Kauic JITqa nth cepTugikaT BiANOBIAHOCTI €BPONENChKil

6nictepu B
KapTOHHIiiA
ynakoBui; no 10
Tabnetok y
6nictepi; no 5
6nictepis,
3'€AHaHNX B OAWH,
Y KapTOHHiiA
yNaKoBLii

hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BignosigHOCTI abo
BW/TyUYEHHS cepTudikaTa BignoBigHOCTI €Bponeiicbkii
thapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy, Lo
BMKOPWCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBrHK (cepTudikar BignoBigHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
BXE 3aTBEPKEHOro BUPOGHYMKA - NOAAHHS HOBOrO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne CEP 2023-122 - Rev 01
(3atBepmxeHo ASMF) ansa A®| HebiBonony
rigpoxnopuay Bif 3aTBEPKEHONO0 BUPOOHMKA
TORRENT PHARMACEUTICALS LTD, India
189. | HEPBOXEEN | Ta6netku; no 50 Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 6e3 UA/2947/01/01
b Tabnetok y Xainbmitte a Xainbmitrens TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
KOHTeliHepi Nb Xeesb Xeenb M'm6X thapmakoHarnagy. BeegeHHs abo 3miHu oo
noninponineHoBom rM6X y3ara/ibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
y; no 1 (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
KOHTEeliHepy B hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KOpOO6Lii 3 KapTOHY BiANOBIAA/IbHOI 32 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AiicHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi
190. | HIMIA® Tabnetku no 100 TOB YkpaiHa KYCYM IHais/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/7649/02/01
Mr, Ans "TNEAPAP XENTXKEP NBT Ykpaina TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peuyenmom | nidssizae
BMPOGHMKA MnaTa" NTA, Ihgisa 3MiHN Yy BUPO6HUMLTBI. 3amiHa abo BBEAEHHS
KYCYM abo [04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHM abo
XENNTTXKEP MNMBT KYCYM BCbOr0 BUPOOHNYOrO NPOLLECY FOTOBOrO NiKapCbKoro
NTA, Ihgis: no 10 XENTXKEP MNBT 3aco6y (AinbHULA, Ha SKili NPOBOAATLCA Oy Ab-AKi
Tabnetok y NTA, Inpia BMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
6nictepi; no 1 a6bo KOHTPO/IO SIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
6nictepy B TOB "KYCYM nakyBaHHs, 4719 HECTEPUIBbHUX NIKapPCbKMX 3acobiB) -
KapTOHHIiA PAPM", YKpaiHa CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NliKapCbKuii
ynakoBL; a6bo 3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo BBeAEHHS
no 10 Tabnetok y TOB "TNEA®PAPM [04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHM abo
6nicTepi; no 1 NTA", Ykpaiva BCbOr0 BMPOGHMYOro NpoLLecy roToBOro JlikapcbKoro

6nictepy B
KapTOHHI
ynakosui; no 10
ynakoBoOK Y
KapTOHHI
Kopob6ui; ans
BMpobHUKa TOB
"KYCYM ®APM",
Ykpaina Ta TOB
"TNEAPAPM
NTA", YkpaiHa: no
10 TabneTok y
6nictepi; no 1
6nictepy B

3aco6y (4iNbHULA 4718 BTOPUHHOTO NakyBaHHS) - 3MiHW
3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
OiNbHUL BUPOBHULITBA A/181 YACTUHN ab0 BCbOro
BVMPOGHMYOTrO MPOLECY roTOBOro MiKapCbKOro 3acoby
(OiNbHUUA AN NEPBUHHOIO NakyBaHHSA) - BBEAEHHS
anbTepHaTMBHOrO BUpobHuka TOB "TNIEA®APM",
YkpaiHa, BignoBigasibHOro 3a BUpOOHULTBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHS NikapCbKoro 3acooy.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS. 3MiHM | TMNy - 3MiHM 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi rOTOBOrO JliKapcbKOro 3acoby (3amiHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KapTOHHIiA abo goaaBaHHA BUPOOHUKa, LLO BignoBigae 3a
ynakosui; no 10 BBE3EHHA Ta/abo BMNyCK cepii) - Bkaovaroun
Tabnetoky KOHTPO/1b/BMNPOGYBaHHS cepii - BBEAEHHS
6nictepi; no 10 anbTepHaTMBHOIO BUpobHuka TOB "TNEAGAPM",
6nicTepis y YkpaiHa, BignoBsifasibHOro 3a KOHTPOsb Ta BUMYCK
KapTOHHI Kopoo6Li cepii [N13. 3MiHW BHECEHO B iHCTPYKLitO ANS
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
po3ginv "BupobHuk", "MicLe3HaxomKeHHs1 BUPOGHMKa
Ta agpeca Micus NpoBapKeHHs Moro AisnbHocTi" y
3B'A3KY 3 BBEEHHAM A0AATKOBOrO BUPOOHUKA, 5K
HacnifokK - 3aTBEPIKEHHS TEKCTY MapKyBaHHS
yMakoBOK NikapcbKoro 3acoby. BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAXEHHS. 3MiHN |
TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio.
KOHTpO/b roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
OHOB/IEHHS BX€ 3aTBEPMKEHNX METO/AIB KOHTPO/IO
SIKOCTi NikapCbKOro 3acoby, a came: BUKNaAeHHs
TEKCTY AAep>XaBHOI0 MOBOIO 3rigHO CyYaCHUX BUMOT.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS.
191. | HOBOKCUKA | po3uuH ans ToBapucTBO YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/12940/01/01
M iH'ekuiid, 10 mr/mo; 3 06MeXeHo TMny - 3MiHK WoAo 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidsisizae
nol5mny obmexeHo BiANOBIAA/LHICTIO thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
chnakoHi; no 5 BiAgnoBigaib ipma nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
hNnakoHIiB y HicTIO hipma "HoBothapm- 0151 MeMYHOro 3acToCyBaHHS
KOHTYPHIi "Hosodhapm- BiocuHTes" reHepuUYHNX/ribpuaHNx/6ionodibHNX NikapCbknx
YapyHKOBIl BiocuHTes" 3aco6iB nicns BHECEHHSA TiET caMoi 3MiHM Ha
ynakosLi; no 1 pechepeHTHWIA Npenapart (3MiHa He NoTpebye HafaHHs
KOHTYPHIi XXOOHWUX HOBWX A0AATKOBUX AAHUX) - SMiHW BHECEHO
YapyHKOBIl [0 IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS
ynakoBLi y naydi 3 niKapcbKoro 3acoby y po3ainm
KapTOHY "®apmakoTepanesTuyHa rpyna. Kog ATX" (yTOUHEHHS
Ha3Bu 6e3 3miHu kogy ATX),"®apmakonoriyHi
BnactusocTi", "lMokasaHHA", "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK flikapCbKumu 3acobamm Ta iHLLUi
BVAW B3aemogiin”, "OcobmMBOCTi 3acToCcyBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs
rpyaar”, "MepenosyBaHHs", "Mo6GiyHI peakyii”
BiANOBIAHO A0 iH(hopMaLii WoA0 MenyHoro
3acTocyBaHHA pethepeHTHOro NikapCcbkoro 3acoby
(MOBAJIC®, po3unH ans in'ekuiin, 15 mr/1,5 mn), a
TakoxX y po3ain "YnakoBka" (YTOUHEHHS iHdhopmaLi
3iAHO 3 YNHHWUM peeCcTpaLiiHUM NOCBiAYEHHAM)
(eCTD Bepcist 0002). BBegeHHs 3MiH NPOTAromM 6-Tn
MicAILiB Nic/1a 3aTBepAKEHHS.
192. | HYKNEO Kancynu, no 15 deppep IcnaHis deppep IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/18248/01/01
L.M.®D. Kancyn y bnicrepi; IHTepHacioH IHTepHacioHasb, Tnny - 3MiHM Wwoao 6e3nekn/epekTMBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
POPTE no 2 6nictepu y anb, C.A. C.A. thapmakoHarnsgy. 3MiHa 4acToTu Ta/abo TepMiHiB
KapTOHHIli KopooLi nofaHHA perynsipHO OHOBIOBaHMX 3BITIB 3 6e3nekun
niKapcbkux 3acobiB. 3MiHW y YacToTi Ta garax
nofAaHHA perynsapHO OHOB/OBAHOIO 3BITy 3 6e3neku.
[itoya pepakuis: Yactota nogaHHsA perynsipHo
OHOBJIKOBAHOrO 3BiTy 3 6e3nekn 13 pokiB. KiHueBa gata
[ONA BKNOYEeHHA aaHux o PO3B - 01.01.2038 p. data
nogaHHs - 01.04.2038 p. MNMponoHoBaHa pegakLis:
YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekun 8 pokis. KiHLeBa gata 15 BKIYEHHSA AaHUX
no PO3b - 03.03.2026 p. flata nogaHHs - 01.06.2026
p. PekomeHA0BaHO [0 3aTBEPKEHHS BiANOBIAHO [0
nepioAnNYHOCTi NOAaHHA PerynsipHO OHOB/IOBAHUX
3BITiB 3 6e3neKkn Nikapcbknx 3acobis y EC.
193. | HYKNEO niodpinizat gns deppep Icnanis deppep Icnanis BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/3396/02/01
LU.M.®D. pO34uHy aons IHTepHacioH IHTepHacioHasb, TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuenmom
POPTE iH'ekuiin; 3 amnynm anb, C.A. C.A. thapmakoHarnsgy. 3miHa 4yacToTu Ta/abo TepMmiHis
3 niodpinizatom Ta NoAaHHsA perysisipHO OHOBJIIOBAHKX 3BITiB 3 6e3neku
3 amnynu 3 2 Mn niKapcbknx 3acobis. 3MiHM y 4aCTOTi Ta AaTax
PO3UYMHHMKA NOAAaHHA PerysiipHO OHOBJIIOBAHOIO 3BITY 3 6e3neku.
(HaTpito xnopug, [itoua pepakuis: Yactota nogaHHsA perynsipHo
BOAA ANS iH'EKLin) OHOB/IOBAHOrO 3BiTYy 3 6e3nekun 13 pokis. KiHueBa aata
Y KOHTYpHIiA [ON1A BKNOYEHHA aaHux o PO3B - 01.01.2038 p. data
YapyHKOBIl nopaHHs - 01.04.2038 p. MNponoHoBaHa peaakLis:
ynakoBLii B YacToTa nogaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
KopoobLi 6e3nekmn 8 pokis. KiHueBa garta A5 BKIIOYEHHS faHnX
no PO3b - 03.03.2026 p. flata nogaHHsA - 01.06.2026
p. PekomeHA0BaHO [0 3aTBEPAKEHHS BiANOBIAHO [0
nepiogMYHOCTI NOAaHHS PEryNSPHO OHOB/IOBAHNX
3BITiB 3 6e3NeKn Nikapcbknx 3acobiB y EC.
194. | HYKC Kpanni opasibHi; no Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/3126/01/01
BOMIKA- 30 mn 'y chnakoHi- Xannbmitte a XainbmiTresnb MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenma
FTOMAKOP/A KpanesnbHuuj; no 1 Nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
dhnakoHy- rvM6X y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
KpanenbHuui y (BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
KOpOOGLLi 3 KAPTOHY chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3MjiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigasibHOT
3a 3fjiicHeHHs chapmakoHarnagy (Bkaoyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX SAaHMX KOHTaKTHOI 0CO6M 3asiBHMKA,
Bif4noBigaNbHOI 3a thapmakoHarnsag B YkpaiHi
195. | OBAPIYM pPO34uH onA Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3973/01/01
KOMMOS3UTY | iH'ekuiii; no 2,2 mn Xannbmitte a XannoMmitrenb My - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
M B amnyni; no 5 Nb Xeesnb Xeenb M'M6X thapmakoHarnsgy. BeegeHHa abo 3miHu fo
amnysn y KOHTYPHIiA M6X y3arasibHeHVX fiaHnx nNpo cuctemy thapmakoHarnsgy
YapyHKOBIl (BBEAEHHSA Yy3araslbHEHNX AaHUX NPO cUcTemy
ynakosLi; no 1 a6o hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
2, abo 20 BiNOBIfaNbHOI 3a 34iiCHEHHS hapmakoHarnsay;
KOHTYPHUX KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
YapyHKOBUX 3fjlicCHeHHs chapmakoHarnagy B YkpaiHi, K0 BoHa
ynaKoBOK y BiAMiHHa Bif, YyNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
KOpOO6Lii 3 KApTOHY 3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6U 3aABHNKa,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsa B YkpaiHi
196. | OKCANIM/NAT | KoHUeHTparT 4/1s Amakca Jtg, Benvka KOHTpPO/b cepii, HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14965/01/01
NH AMAKCA po3unHy ons BputaHis cepTudikauis Ta Pecny6nika TMny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/IE- peyenmom

iHpy3iiA, 5 mr/mn, BUNYCK cepil: Kopes cepTudikaT BiAnoBigHOCTI EBponeichkiii
no 10 mn, 20 mn AkBiga Nv6X, hapmakonei/MoHorpadii. MogaHHs HOBOro abo
abo 40 mny HimeuumnHa; OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
donakoHi; no 1 BUPOBHMLTBO in BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
chnakoHy B bulk, nepeuHHe Ta thapmakonei: ana A®l; gns BuxigHoro

KapTOHHIA KopoobLi

BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii:
AkBiga N'v6X,
HimeuunHa,
BMPOGHULITBO in
bulk, neperHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii:
CamsHr XongiHra
KopnopefiwH,
Pecny6nika Kopes

marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif] y)X€ 3aTBEPAXEHOro BUPOGHUKA -NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeicbkiii
chapmakonei Ne CEP 2003-278-Rev 08 (3aTBEpAXEHO:
R1-CEP 2003-278-Rev 07) gns Aitoyoi pe4oBuHU
OkcaninnatuHy Bif, 3aTBEPKEHOr0 BUPOOHMKa
Xepaeyc floinunang Mm6X & Ko. KI, HimeuunHa
[Heraeus Deutschland GmbH & Co. KG, Germany],
AKWIA 3MIHMB Ha3By Ha Xepaeyc [MNpewec MeTanc MM6X
& Ko. KI', HimeuunHa [Heraeus Precious Metals GmbH
& Co. KG, Germany] - 3miHu | T1ny - 3MiHW 3 SKOCTI.
Ceprtucpikat BignosigHocTi/l E-cepTudiikat
BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MmoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI abo BMUNyYeHHSs cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: ana Adl;
ONs BUXIAHOTO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdPI;
AN JOMOMDKHOI peyoBMHY (cepTuduikaTt BiAnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW cepTudpikat
Bif] y)X€ 3aTBEPXXEHOr0 BUPOGHMKA - NOAAHHS
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI €BpONechbkili
thapmakonei Ne CEP 2003-278-Rev 09 Big,
3aTBEpAKEHOro BMPOGHMKa Xepaeyc lNpewec MeTanc
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
v6X & Ko. KI, HimeuunHa [Heraeus Precious Metals
GmbH & Co. KG, Germany]

197. | OKTAHAT MOPOLLIOK A8t OxkTadapma ABcTpist BMPOGHMLTBO 3a Lsewist/ BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/15468/01/01
pPO34unHy Ana ®PapmaueBT NOBHUM LMK/IOM 3@ ABcTpisi/ TUny - 3MiHK 3 AKOCTi. AP KoHTposnb A®L. 3miHa y peyernmom
iH’ekuin no 50 nka BUK/TIOYEHHAM dpaHuis/ MeTogax BunpobyBaHHA AD| abo BUXigHOTO
MO/mn; KapToHHa | lMpogykTioHc BTOPUHHOT HimeuunHa marepiany/npomMiKHOr0 NMPOAYKTy/peareHTy, Lo
Kopobka Nel: rec Mm.6.X. YNakoBKU: BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa AdI
MicTUTb 1 donakoH OxkTadhapma AB, (He3HauHi 3MiHW y 3aTBEPKEHNX METOAAX
3 MOPOLLUKOM A/1S LBeuis; BMNpobyBaHHA) HesHauHa 3miHa go IP-meTogy ans
pO34nHy Ans BUPOBGHNLTBO 3a BU3HauYeHHA nonicop6aTty 80 METOAOM KONOpPUMETPI.
iH’exuin. KapToHHa NMOBHUM LINKIOM, 3miHu | TUnYy - 3miHK 3 AkocTi. APl KoHTponb AdI.

Kopobka Ne2: BK/IOYA0UN 3miHa y MeToAax BunpobyBaHHA A®l abo BuxigHOro
MicTUTb 1 donakoH Bi3yasibHy mMarepiany/npoMbKHOro NPoAyKTy/peareHTy, Lo
3 PO3YNHHMKOM iHCneKujto: BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(Boga Ans iH'ekuUi OkTadapma (He3HauHi 3MiHN Y 3aTBEpPKEHNX METOAAX
no 5 mn (250 dapmavlesTmKa BMNPO6YBaHHS)BHECEHHS HE3HAYHMX 3MIH 4,0 MeToAy
MO/dnakoH) a6o MpopykTioHcrec «Bun3HaueHHs ¢hibpiHOreHy ogHoeTanHUM aHasli3om
10 mn (500 M.6.X., ABCTpis; 3ropTaHHs KpoBi 3a Knaycom» 3miHu | Tuny - 3miHu 3
MO/dnakoH)) Ta BMPOBHMLTBO 3a siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
KOMMNAEKT ANns MOBHUM LMK/IOM 33 BMPOOGHULTBI. 3MiHN BUNpobOyBaHb abo A0MYCTUMUX
PO3YMHEHHA Ta BUK/OYEHHAM MeX, BCTaHOB/IEHNX Y cneuudikauisx, nig vac
BHYTPILLUHbOBEHHOT BTOPWHHOI BMPOBGHMLTBA FOTOBOIO NiKapCbKOro 3acoby (iHLi
0 BBefeHHsA (1 YNaKoBKN: 3MiHM) OHOB/EHHS KpUTEPIiB AeniporeHisauii
LUMpULL OkTadapma, NepBUHHMX MakKyBaslbHUX MaTepianis 3 NOTOYHOIO
oaHopasosuil, 1 dpaHuis; 3HayeHHs = 3 1og10 po = 3,0 logl0, y 38'A3ky 3
[BOCTOPOHHSA BTOPVHHE npuBeAeHHAM Y BiANOBIAHICTb A0 BMMOT MOHOrpadii
ronka, 1 ronka 3 nakyBaHHs1, EP 5.1.12. 3miHu | TUny - 3MiHK 3 SKOCTi. 3MiHU J0
inbTpom, 1 ronka Bi3yasibHa peecTpavuiiHoro NocBigYEHHsI BHAC/TILOK iHLIMX
Ons iv'ekuin, 2 iHCneKuis: perynatopHux npoueayp. NMM®/BA3® (mactep-aiin
MPOCOYeHi OkTadapma Ha nnasmy/3arasibHnii haiin Ha BakUMHHWIA aHTUrEeH).
CNMPTOM TaMMOHN) Jeccay 'vm6X, Bk/t04EHHS1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOTO
y nakeTi abo HimeyuunHa; mMacTep-harina Ha naasmy y peectpadiiHe f0Cbe Ha
6nicTepi. Kopobka BMPOGHMLITBO nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
Ne 1 Ta kopob6ka Kpionpeujnitara: (BK/IHOUEHHS! OHOBJIEHOrO/3MIHEHOTO MacTep-ghaiina Ha
Ne 2 OkTadapma nnasmy, SKLWO 3MiHV He BNMBalOTb Ha BNaCTUBOCTI
06’eQHYI0TbCA MiXK MpopaykuioHcrecen roTOBOrO /likapCbKOro 3acoby) BkitoueHHs
coboto nwadt Joiunang OHOBJIEHOr0 MacTep-ghaiina Ha nnasmy
n1acTMKOBOO M.6.X., HimeuunHa EMEA/H/PMF/000008/05/11/29/G (nonepepHs Bepcis
NiBKOO EMEA/H/PMF/000008/05/AU/028/G) y peecTpaduiiiHe
[0Cbe. 3MiHW He BN/IMBalOTb Ha BNACTUBOCTI FOTOBOrO
nikapcbkoro 3acoby

198. | OKTAHAT NopoLIoK AN OkTathapma ABCTpIf BMPOGHMLITBO 3a LBeuis/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/15468/01/02
pPO34unHYy Ana ®PapmaueBT NOBHUM LMK/IOM 3@ ABcTpisi/ TUny - 3MiHKU 3 AKOCTi. APl KoHTponb A®L. 3miHa y peyernmom
iH’ekuiin no 100 nka BUK/TIOYEHHAM dpaHuis/ MeTogax BunpobyBaHHA AD| abo BUXigHOTO
MO/mn; KapTtoHHa | MNpoaykTioHC BTOPWHHOI HimeuunHa marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
Kopobka Nel: rec Mm.6.X. yNaKkoBKu: BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
MicTuTb 1 doakoH OkTadpapma AB, (He3HauHi 3MiHW Y 3aTBEPAKEHMX METOAAX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3 NOPOLLKOM A/1A LLseuis; BMNPOo6yBaHHsA) He3HayHa 3MiHa Ao IP-meToay Ans
pO3YuHy Ans BMPOGHULITBO 3a BM3Ha4YeHHs nosicopbaty 80 MeETOAOM KOMIOPUMETPIT.
iH'exuili. KapToHHa MOBHVM LVK/IOM, 3miHu | TMny - 3miHk 3 AkocTi. APl KoHTponb AdI.
Kopobka Ne2: BK/IOHa0UU 3MiHa y MmeTofax BunpobyBaHHsa APl abo BUXigHOro
MicTUTb 1 donakoH BisyaslbHy marepiany/npomMiKHOro NPOAYKTy/peareHTy, Lo
3 PO3UNHHUKOM iHCneKuito: BUKOPVCTOBYETLCA Y NpoLeci BUpo6GHMLTBa ADI
(Bofa Ans iH'ekuii Oktadhapma (He3HauHi 3MiHW Y 3aTBEpKEHNX MeToAax
no 10 mn (1000 PapmaLeBThka BMNPOGYBaHHA)BHECEHHA HE3HAYHMX 3MiH [0 MeToAy
MO/cnakon)) Ta MpopykTioHcrec «Bun3HaueHHs chibpiHOreHy ogHOETaNHUM aHasli30M
KOMNAEKT ANns M.6.X., ABCTpisi; 3ropTaHHs KpoBi 3a Knaycom» 3MmiHu | Tuny - 3MiHu 3
PO3YMHEHHSA Ta BMPOGHULITBO 3a AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y
BHYTPILLHbOBEHHOT MOBHMM LMK/IOM 3@ BMPO6HMLTBI. 3MiHN BUNpoOyBaHb abo AOMYCTUMUX
0 BBefeHHs (1 BUK/IOYEHHSAM MeX, BCTAHOBJ/IEHUX Y cneuugikalisx, nig yac
Lwnpu, BTOPUHHOT BMPOGHULITBA rOTOBOTO J1iKapCbKoro 3acoby (iHLwui
ogHopasosui, 1 yNaKoBKM: 3MiHM) OHOB/IEHHS KpUTEPIiB AeniporeHisauii
[BOCTOPOHHS OkTachapma, NepBUHHMX NakKyBaslbHUX MaTepianis 3 NOTOYHOrO
ronka, 1 ronka 3 dpaHuis; 3HaueHHs = 3 log10 po = 3,0 log10, y 38's3Ky 3
hinbTpom, 1 ronka BTOPUHHE npuBEAEHHSM Y BiANOBIAHICTb 4O BUMOT MOHOrpadii
Ans iH'ekuii, 2 nakyBaHHs, EP 5.1.12. 3MiHu | TUny - 3MiHK 3 AKOCTi. 3MiHW 40
NPOCOYeHI BisyasibHa peecTpaLiiHoro NocBiAYeHHs BHAC/IAOK iHLLNX
CNUPTOM TamrMoHK) iHCMeKujs: perynsatopHux npouegyp. NMM®/BA3d (mactep-chaiin
y nakeTi abo OkTathapma Ha nnasmy/3arasibHuii haiin Ha BakLMHHUIA aHTUTEH).
6nicTepi. Kopobka [Jeccay 'm6X, Bk/1t0OYEHHS HOBOrO, OHOBJ/IEHOTO 260 3MIHEHOTO
Ne 1 Ta kopobka HimeuumnHa; macTep-haiina Ha niasMy y peectpadiiiie OCbe Ha
Ne 2 BMPOOHULITBO nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
06'€AHYIOTHCS MK Kpionpeujnitara: (BKHOUYEHHS! OHOBJIEHOr0/3MIHEHOTO MacTep-ghaiina Ha
coboto OkTadapma nnasmy, SKLWO 3MiHV He BNMBalOTb Ha BacTUBOCTI
nNacTyKoBO MpoaykuioHcrecen roToBOro Nikapcbkoro 3acoby) BknoueHHA
nNiBKOO nwadt Joinunang OHOBJ/IEHOTO MacTep-haiina Ha nnasmy
M.6.X., HimeyunHa EMEA/H/PMF/000008/05/11/29/G (nonepegHs Bepcis
EMEA/H/PMF/000008/05/AU/028/G) y peecTpadiiiHe
[0Cbe. 3MiHV He BNVBalOTb Ha BIACTUBOCTI FOTOBOrO
NiKapcbKoro 3acoby
199. | OKTAMNNAC pO34uH Ans OkTathapma ABCTpist BUPOGHUK, Lseuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/15584/01/01
nr iHcpy3iid, 45 - 70 dapmaueBT BiANOBigabHNI 3a TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. peyenmom
mr/m; o 200 mn uka BMPOGHMLITBO 3a 3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6GHMLTBA
B CTEpPU/IbHOMY, MpoayKTioHC NOBHUM LIIK/TOM: roTOBOrO /liKapCbKOro 3acoby, BKIH04aUM NPOMIKHUIA
nnacTngikoBaHoM rec. m.6.X. OkTadapma Ab NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHMULITBI

Y KOHTelHepi ans
KpoBi 3
noniBiHIXI0pPUAY;
no 1 KoHTeliHepy B
nakeTi 3 Npo3opoi
noniamig/nonietTun
€HOBOT MNiBKKM; N0
1 nakety B
KapTOHHIW

roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) -
BrnpoBamkeHHs anibTepHATUBHOI KOMOIHaLT
3aTBEpPMKEHNX INbTPIB CTEPUNI3YIOYOro Knacy
CVGL72TP3 ta CVGL73TP3 i3 3aTBEpAKEHUMU
nonepegHimu doinbtpamv AB2NB7PH4 (nuwe 390 «r)
a60 AB3NB7PH4. ®inbTp cTepunisytoyoro knacy
CVGL73TP3 Takox BUKOPUCTOBYBATUMETLCA 418
napTiii 06'emoM < 390 Kr. BHECEHHS pefakUiiHNX 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOpOoobLi.
Okrannac /I
YNaKoBY€ETLCA B
oKpemi
KOHTEliHepY 3a
TakvMu rpynamm
KpoBi: pyna Kpos.i
A (1), Mpyna kposi
B (Ill), M'pyna kposi
AB (IV), I'pyna
kposi O (1)
200. | OKTPEOPOM | po3uuH ans EnEnCi Ipysis K.T. POM®APM PymyHis BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/20375/01/01
iH'eKUin Ta Pomdapm KOMMNAHI C.P.J1. TMny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuenmom
iHcpysii, 0,1 KomnaHi (BMpPOGHMLTBO, 3MiHN Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHS
mr/mn; no 1 mn B Lxopmxus nepBuHHE [04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YaCTUHM abo
amnyni; no 3, 5 nakyBaHHs1, BCbOro BUPOBHMYOro NpoLecy roToBOro Nikapcbkoro
ab6o 10 avmnyn B KOHTPO/1b ¢Pi3nKo- 3aco6y (AinbHWLA AN BTOPUHHOTO NakyBaHHS) -
KOHTYPHIi XIMIYHMX 3amiHa BUPOOHUYOT AiNbHWLI BTOPUHHOTO NaKkyBaHHS
YapyHKOBIl NOKa3HVKiB 'N3 BupobHuka K. T. POMPAPM KOMMAHI C.P.J1.
ynakosui; no 1 nikapcbkoro 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NiKaPCbKN
ynakosLji abo no 2 3acoby Ta BunycK 3aci6. 3MiHM y BUPO6HMUTBI. 3MiHa iMnopTepa/3miHu,
ynakoBku (3 10 cepir; LLIO CTOCYIOTbCS BUNYCKY Cepil Ta KOHTPOJIH0 SAKOCTI
amnynamu) B BTOPUHHE roTOBOrO JliKapCcbkoro 3acoby (3amiHa abo fofaBaHHA
KapTOHHI navu,i nakyBaHHs, OiNbHUL, Ha 5K 34iACHIOETLCSA
KOHTPO/1b KOHTPONb/BUNPOGYBaHHSA cepil) - 3aMiHa AinbHULI Ha
6ioNnoriyHnx Ta AKIV 34IACHI0ETLCA KOHTPO/Ib SKOCTI (KOHTPO/b
MiKpo6ionoriyHnx 6i010riYHKX Ta MIKPOBIONOTiYHNX NOKA3HUKIB
NOKa3HVKiB nikapcbKoro 3acoby) 13 Bupo6Huka K.T. POM®APM
NiKapcbKoro KOMMAHI C.P.J1.
3acoby)
201. | OKY/NIOXEEN Kpanni o4Hi, no Bionoriwe HimeuuunH Bupo6HMK, L0 HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Ges UA/8258/01/01
b 0,45 Mn po3unHy y | Xalinbmitte a Bignosigae 3a TMny - AGMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
nonieTueHoBil Nb Xeesb BUNYCK cepil: Ta/abo agpecy MicLsl NPOBaKEHHS AiS/IbHOCTI
Kancyni; no 5 6X Bionoriwe BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
nonieTuIeHoBMX Xanbmitrenb BK/IO4A0UM AiNbHUL BUMYCKy cepii abo micue
Kancyn y naketi 3 Xeenb M'v6X, NpoBeAeHHSA KOHTPOSII0 AKOCTI. (LiANbHICTb, 3a AKY
IOMIHIEBOI HimeuuunHa; BiAnoBiAae BUPOGHUK/IMNOPTEP, HE BKIOYA0Un
honbru; no 3 Brpo6HMK BWMYCK Cepiil) 3MiHa Ha3BW KOMNaHii-BMpo6Huka M3 3
nakertay Hepo3acoBaHOro «Holopack Verpackungstechnik GmbH» Ha
KapTOHHIlA KopooLi NpoAYyKTY, «Rommelag CDMO GmbH». Cam BUpo6HUK, agpeca
nepBuHHe Ta BUPOOHNYMI NPOLEC 3a/MLLAKTLCA HE3MIHHVUMU.
nakyBaHHs,
BTOPWHHE
nakyBaHHs:

Pommenar LLAMO
'm6X, HimeyunHa;
MepBuHHE
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
nakyBaHHs,
BTOPWHHE
nakyBaHHS:
Pommenar LLAMO
'm6X, HimeyunHa;
Brpo6HMK
Hepo3acoBaHoro
NPOAYyKTY,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS:
®apma LUTyNnbH
'm6X, HimeyunHa
202. | OKYNOXEEN Kpanni o4Hi, no Bionoriwe HimeuumnH Brpo6HuK, Lo HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu | Ges UA/8258/01/01
b 0,45 Mn po3unHy y | Xalinbmitre a Bignosigae 3a TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenma
nosieTUNEeHoBI Nb Xeenb BMNYyCK cepil: thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
Kancyni; no 5 M6X Bionoriwe y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
nonieTnIeHoBUxX Xaiinbmitrenn (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
Kancyny nakerti 3 Xeenb M'v6X, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobu,
QTIOMIHIEBOI HimeuunHa; BiANOBIAA/IbHOI 32 34iiCHEHH:A hapmakoHarnagy;
donbru; no 3 Bnpo6HmK KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuka ans
naketay Hepo3g)acoBaHOro 3AjlicHeHHsT chapmakoHarnsay B YKpaiHi, K0 BOHA
KapTOHHIA KopoobLi nNpoaykKTy, BiAMiHHa Bif YNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI
nepBuHHE 3a 3fiiicHeHHs dhapmakoHarnsagy (Bkiovaoun
nakyBaHHs, KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
BTOpPUHHE thaiina cuctemmn chapmakoHarnsgy) - 3miHa
nakyBaHHs: KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6U 3aABHNMKa,
Xononak BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi

depnakyHrcTekHik
'M6X, HimeuuunHa;
MepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs:
Xononak
depnakyHrcTekHik
'mM6X,
HimeuumnHa;
Bupo6Huk
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs:
Papwma LUTynbH




141

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
m6X, HimeyunHa
203. | OJIMECAP 10 | Tabnetku, BKpuUTI Makneopc IHAiA Makneogc IHAaiA BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/19322/01/01
N1iBKOBOO dapmacbioT dapmacbloTrKasic Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossi2ae
060/10HKO10, M0 10 nKasic Nimiteq hapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTuui
mr, no 10 Nimiteq NiKapCcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
TabneTok y [AN19 MeANYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
6nictepi, no 3 abo OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
9 6nictepiB y abo gocnimkeHb 3 6e3nekn 3acTOCyBaHHS JlikapCbKOro
KapTOHHIA Kopoo6Li 3acoby B mic/iApeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLjiHKM 3BIiTY 3 AOCAIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
(3MiHy y3rofpkeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLi Ans
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3ginu "OcobnmBocTi 3acTocyBaHHS", "lMo6iuHI
peaxuii” BignoBigHO A0 OHOBNEHOT iHchopmMaLi 3
6e3nekun Ailo4oi pevoBrHN ofiIMecapTaH MefoKCOMIf.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHSA
204. | OJIMECAP 20 | Tabnetku, BKpuUTI Makneogc IHAiA Makneogc IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/19322/01/02
NNiBKOBOIO dPapmacbioT PapmacbloTukanc Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niosnsizae
060/10HKO10, M0 20 nKasc Nimiten hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTumui
mr, no 10 Nimiteq NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
TabneTok y [ANA MeANYHOro 3acTOCyBaHHS Ha NiAcTasi peryisgpHo
6nictepi, no 3 abo OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
9 6nictepiB y abo JocnimkeHb 3 6e3nekn 3acTOCyBaHHS JliKapCbKOro
KapTOHHIA KopoobLi 3acoby B nic/iApeecTpaviiiHuii nepiod, abo sk
pes3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3ropKeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHW BHECEHO A0 IHCTPYKLi Ans
MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKOro 3acoby y
po3gainu "OcobnmBocTi 3acTocyBaHHs", "To6iuHI
peakuii” BignoBigHO A0 OHOBNEHOT iHhopmaLli 3
6e3nekun Ailo4oi peyoBrHN ofiMecapTaH MefoKCOMIf.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
205. | OJIMECAP 40 | Tabnetku, BKpUTI Makneopc IHais Makneogc IHais BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 3a He UA/19322/01/03
nNiBKOBOO dapmacbioT dapmacboTUKanc Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenmom | niossizae
060/10HKO0, NO 40 nKauic Nimiteq chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTuui
mr, no 10 Nimiteq NiKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT

Tabnetok y
6nictepi, no 3 abo
9 6nicTepiB y
KapTOHHIlA KopooLi

[ANs MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKun NiKapcbkoro 3acooby,
abo gocnigkeHb 3 6e3nekn 3aCTOCyBaHHS JliKapCbKOro
3acoby B nic/isspeecTpaviiiHuii nepiod, abo sk
pesynbTaT OUiHK/ 3BITy 3 AOCNIKEHb, MPOBEAEHNX
BifNOBIAHO A0 NaaHy negiaTpnyHux gocnimkerb (PIP)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
(3MiHy y3roKeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS /liKapCbKoro 3acoby y
po3gainu "OcobnmBocTi 3acTocyBaHHs", "T0o6iuHI
peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun Ailyoi pevyoBUHN oNIMecapTaH MeLoKCOMIS.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
206. | OJIMECAP A TabneTku, BKpUTI Makneoac IHais Makneogc IHais BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/20064/01/01
20/5 N/1iBKOBOIO dapmacboT PapmacbloTuKanc TUny - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peuyenmom | nidssizae
060n0HkKot0, No 20 nkanc Nimiteq thapmakoHarnsgy. 3MiHa y KOpoTKiii XxapakTepucTumui
mr/5 wr; no 10 Nimiteq nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
TabneTok y [ANA MeAMYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
6nictepi, no 3 abo OHOB/IIOBAHOrO 3BiTY 3 6e3MeKn NiKapcbkoro 3acooby,
9 6nicTepiB y abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS JlikapCbKoro
KapTOHHilA 3aco6y B nic/ispeecTpaviiiHuii nepiod, abo sk
ynakoBLi pe3ynbTaT OUiHK/ 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHux gocnigxeHs (PIP)
(3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
OopraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acToCyBaHHS NikapcbKoro 3acoby y po3ainu
"Ocob6nmBocTi 3acTocyBaHHS", "MobiuHI peakwi
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn
[ilo40T peyoBUHN oiMecapTaH MefoKcoMin. BBegeHHs
3MiH NpOTArom 6-T1 MiCALIB NiCna 3aTBEPAKEHHS
207. | OJIMECAP A TabneTku, BKpUTI Makneopc IHAja Makneogc IHAjA BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/20064/01/03
40/10 N1iBKOBOIO dapmacbioT PapmacbloTukanc TUny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peuyenmom | nidssizae
o060n0oHkoto, no 40 nkanc Nimiteq thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
mr/10 mr; no 10 Nimiteq nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
TabneTok y NS MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
6nictepi, no 3 abo OHOBJIIOBAHOrO 3BiTY 3 6E3MeKN NiKapcbKoro 3acooby,
9 6nicTepiB y abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS JlikapCbKoro
KapTOHHIlA 3aco6y B nic/ispeecTpaviiiHnii nepiod, abo sk
ynakoBLi pe3ynbTaT OUiHK/ 3BITy 3 AOCMILKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnimkers (PIP)
(3MiHy y3roKeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
OopraHom)
3MiHV BHECEHO A0 iHCTPYKLIT AN MeAUYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ginu
"Ocob6nmBocCTi 3acTocyBaHHS", "MobiuHi peakwii
BiANOBIAHO O OHOBMEHOT iHGhopMaLlii 3 6e3neku
[ilo40T peyoBUHN oiMecapTaH MefoKcoMiN. BBegeHHs
3MiH NpOTArom 6-T1 MicALIB Micna 3aTBEPAKEHHS
208. | OJIMECAP A TabneTku, BKpUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a He UA/20064/01/02
40/5 nNiBKOBOIO dPapmacboT PapmMacboTUKaC MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyernmom nionsieae
0060/10HKOH, M0 40 VKaUIC JNimiteq hapMakoHarisgy. 3miHa y KOpoTKili XxapakTepucTuL
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
mr/5 mr; no 10 NimiTeq nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
Tabnetok y AN5 MeMYHOro 3acTOCyBaHHS Ha NifcTasi perynspHo
6nicTepi, no 3 abo OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku NikapcbKoro 3acoby,
9 6nicTepiB y abo fgocnifxeHb 3 6e3nekn 3acToCyBaHHS J1iKapCbKoro
KapTOHHIiiA 3acoby B nicnspeecTpauiliiHuii nepios, abo sk
ynakoBLi pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
BigNOBIAHO A0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 iHCTPYKUIT ANS MeAUYHOTO
3aCTOCYBaHHS NikapCbkoro 3acoby y po3ginun
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakw;i
BiANOBIAHO O OHOBMEHOT iHGhOpMaLlii 3 6e3neku
[it040i peyoBrHY oNiMecapTaH MefjoKCoMin. BBegeHHs
3MiH NpOTSArom 6-Tu MicALIB Mic/is 3aTBEPAKEHHSI
209. | ONIMETEK TabneTtku, BKPUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17624/01/01
nntoc NiBKOBOO Pecny6nik FOpoyn Mm6X Tnny - 3MiHK 3 aKkocTi. CepTudikar BignosigHoCTI/IE- peyenmom
o6onoHkoto, 20 a cepTudikaT BignoBigHOCTI EBponenchkiii
mr/12,5 wr; no 14 hapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
Tabnetok y OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
6nicTepi, no 2 BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
6nictepay hapmakonei: ana Adl; ons BUxigHoro
KapTOHHIW nayu,i marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBNeHun cepTuddikat
Bif] Y)X& 3aTBEPKEHOro BUPo6HUKa. MNogaHHs
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeiichkiii
thapmaxonei Ne CEP 2013-105 - Rev 03
(3atBepmxeHo: R1-CEP 2013-105 - Rev 02) gns A®l
ofiMecapTaHy MefoKCOMiNy Bif, 3aTBEPAKEHOro
BMpo6Huka EUROAPI HUNGARY Ltd., YropwuHa.
210. | ONIMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a UA/17624/01/02
nnoc nNiBKOBOIO Pecny6nik Opoyn Mm6X TMny - 3MiHKM 3 AkocTi. CepTudikaT BignosigHoOCTI/IE- peuenmom
o06onoHkoto, 20 a cepTudikaT BignoBigHOCTI €EBponenchkiii

mr/25 mr; no 14
Tabnetoky
6nictepi, no 2
6nictepay
KapTOHHI navw,i

thapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI a6o
BWYyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
thapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/NpoMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0MNOMDKHOT peyoBrHK (cepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW cepTudpikat
BiJ y)Xe 3aTBepAKeHoro BUpo6Huka. MNogaHHs
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI E€BpONechbkili
hapmakonei Ne CEP 2013-105 - Rev 03
(3aTBepmkeHo: R1-CEP 2013-105 - Rev 02) gns Al
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
ofiMecapTaHy MefoKCOMiNy Bif, 3aTBEPAKEHOro
BMpo6Huka EUROAPI HUNGARY Ltd., YropwuHa.
211. | OZIMETEK TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/17624/01/03
nnoc nNiBKOBOIO Pecny6nik Opoyn Mm6X TMny - 3MiHK 3 AKkocTi. CepTudikaT BignoBsigHOCTI/IE- peuenmom
060n0HKo0, 40 a cepTudikaT BiAgnoBigHOCTI €Bponeincbkiii
mr/12,5 wr; no 14 hapmakonei/moHorpadii. NMogaHHA HOBOro abo
Tabnetok y OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
6nicTepi, no 2 BWYyYEHHS cepTudikaTta BignoBsigHOCTI €EBponeicbkii
6nictepay thapmakonei: ana A®l; gns BuxigHoro
KapTOHHI nauwi mMatepiany/peareHTy/npoMbKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudikat
Bif y)Ke 3aTBepAKeHoro BUpo6Huka. MNogaHHs
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI EBponeichkiii
hapmakonei Ne CEP 2013-105 - Rev 03
(3aTBepmkeHo: R1-CEP 2013-105 - Rev 02) gnsa Adl
ofiMecapTaHy MefoKCOMiy Bif, 3aTBEPAXEHOro
BMpob6Huka EUROAPI HUNGARY Ltd., YropuwuHa.
212. | OJIMETEK TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/17624/01/04
nntoc NNiBKOBOIO Pecny6nik HOpoyn Mm6X TMny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
060/10HKO10, 40 a cepTudikaT BignoBigHOCTI EBponeichkiii
mr/25 mr; no 14 hapmakonei/MoHorpadii. NMogaHHs HOBOro abo
Tabnetok y OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo
6nictepi, no 2 BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
6nictepa y thapmakonei: ana A®l; gns BuxigHoro
KapTOHHIi navui marepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTLCSA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi cepTuddikat
Bif, y)X€ 3aTBEpXEHOro BUPo6HUKa. MogaHHs
OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI €EBponeicbkiii
thapmaxonei Ne CEP 2013-105 - Rev 03
(3aTBepmxkeHo: R1-CEP 2013-105 - Rev 02) gnsa Adl
onimecapTaHy Mef0oKCOMINY Bif, 3aTBEPAKEHOr0
BMpo6HMka EUROAPI HUNGARY Ltd., YropwuHa.
213. | onogpornc Kpanni oyHi, Mikpo Na6c IHAis Mikpo labc IHAiA BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/15244/01/01
pPO34uH, 1 Mr/mn; Nimiteq Nimiteq MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom
no5mny dhapmakoHarnsgy. BeegeHHsa abo 3miHu go
hnakoHi- y3arasibHeHVX fiaHnx Npo cuctemy hapmakoHarnsgy
KpanenbHuLj; no 1 (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cUcTemy
dhnakoHy- chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,

KpanesnbHuLi B
KapTOHHI KOpoOLyi

BiANOBIAA/IbHOI 3a 34iliCHEHH:A (hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnagy 3asBHuKa NS
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLLo BoHa
BiIMiHHa Bif, YyNOBHOBaXXeHOI 0co6y, BiANOBIAa/IbHOI

3a 3filicHeHHs chapmakoHaraagy (BKavarym
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
chaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnx YNoBHOBaXXEHOT 0CO6Y 3asBHMKA,
BigNoBiAa/IbHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMNOBIAa/ILHOT 3a
dhapMakoHarisg B YKpaiHi.
214. | OMHINAK pO34uH Ans Loxul Hopseris [bxnl Xenckea IpnaHgis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/2688/01/03
iH’exuii, 300 mr Xenckea AC Ipnaxgia Nimiteq TMny - 3MiHK 3 akocTi. A®l. Cuctema peyenmom
nogy/mn: no 50 mn KOHTeliHep/3akyrnopoBanbHuii 3aci6. 3MiHN
a6o no 100 mny napameTpiB cneuudikauii Ta/abo AONYyCTUMUX MEX,
chnakoHi; no 10 3a3HaveHux y crneumdikauisx, gns 6esnocepeHboi
ch1akoHiB y ynakoBku A®| (iHwi 3miHWM) OHOBNeHHs p. 3.2.S.6
KapTOHHIlA KOpooLi CurcTeMa KoHTelHep/3akynoptoBasibHUA 3aci6, a came
BHECEHHS 3MiHM A0 cneundikayii NnepB1HHOT yNakoBKM
(LDPE) pgito4oi pe4oByHM AOrekcosny 3 MeTo
npuBeLeHHs y BiANOBIAHICTb A0 BUMoOr Ph.Eur. Ta
USP, W0 peryniowTb MaTepianu, ckiag 1a iHwi
BUMOTU AN BUPOGIB, MPU3HAYEHNX A4/15 NPSMOTo Yn
onocepesKoBaHOrO KOHTaKTy 3 npenapaTamu Ans
napeHTepasibHOro abo 0hTasIbMONOrIYHOIO
3acTocyBaHHsA abo xapyoByMK NpogykTamu. Kpim Toro,
p. 3.2.5.6 BMKNagaeTbCa y AeLo 3MiHeHoMy chopmari,
a TaKoX BHOCATbCH pefakLiiiHi 3MiHn ans
yrnopaAKyBaHHSA 3aTBepKeHoro Tekcty. Cknag ta
AKICTb NaKyBa/lbHUX MaTepianis 3a/mwanncs
HEe3MiHHUMKN
215. | OMHINAK po34uH Ans oxul Hopseris [bknl Xenckea IpnaHgis BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/2688/01/04
iH'exuili, 350 mr Xenckea AC Ipnangis Nimiteq, TMny - 3MiHK 3 AKkocTi. A®l. Cuctema peuenmom
nogy/mn: no 50 mn KOHTeliHep/3akynoptoBasbHWii 3aci6. 3MiHN
a6o 100 mn, abo napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX,
200 mn, abo 500 3a3HauveHux y cneunqikauisx, onsa 6esnocepesHbol
My chakoHi; no ynakoBku A®| (iHwi 3miHWM) OHoBNEHHS p. 3.2.S.6
10 donakoHiB y CurcTeMa KoHTelHep/3aKynopioBasibHUA 3aci6, a came
KapTOHHIlA KopooLi BHECEHHS 3MiHN A0 cneuundikayii nepBUHHOT yNakoBKU
(LDPE) gito4oi pevoBrHM AOrekcosny 3 MeTor
npvBefeHHs y BiANOBIAHICTL A0 BuMor Ph.Eur. Ta
USP, W0 peryniowTb MaTepianu, cknag 1a iHwi
BMMOrU 4719 BUPOGIB, NPU3HaYeHX 415 NPSMOro un
onocepesKoBaHOro KOHTaKTy 3 npenapaTamu Ans
napeHTepasibHOro abo opTasbMONOrYHOIo
3acTocyBaHHs abo xap4yoBvMU npodykTamu. Kpim Toro,
p. 3.2.S.6 BMKNagaeTbCa y AeLo 3MiHeHoMy dhopmari,
a TaKkoX BHOCSITbCS pefakLiiiHi 3MiHW ans
ynopsiAKyBaHHS 3aTBepa)KeHoro Tekcty. Cknag ta
AKICTb NakyBa/IbHUX MaTepiasiiB 3a/mwanuncs
HEe3MiHHUMKN
216. | OPABJ/IOK PO34uH Ansi Mieppen ITanis Mieppen C.n.A. ITanis BHECEHHS 3MiH 10 peecTpauiiHux martepianiB: 3MiHu | 3a UA/18234/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
1:100,000 iH'ekuiit; no 1,8 mn C.n.A. Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peuyenmom
y KapTpuaxi, no hapmakoHarnsay (iHwi 3miHn) OHOBNEHHSI TEKCTY
10 kapTpuaxXiB B MapKyBaHHA NepBUHHOT Ta BTOPUHHOI YNakoBOK
6nictepi, no 5 nikapcbKoro 3acoby Ta BHeCEHHs iHdhopMaLil Wwoao
6nicTepis B nayyj 3a3HayeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl
3 KAPTOHY
217. | OPABJ/IOK pO34uH Ans Mieppen ITania Mieppen C.n.A. ITania BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/18234/01/02
1:200,000 iH'exuin; no 1,8 mn C.n.A. MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
y KapTpuaxi; no hapmakoHarnsgy (iHwi 3MiHn). OHOBMEHHS TEKCTY
10 kapTpuaxis B MapKyBaHHS MepBUHHOT Ta BTOPUHHOI YNakoBOK
6nictepi; no 5 nikapcbKoro 3acoby Ta BHeCeHHs iHdhopmalii Wwoao
6nicTepiB B nayyj 3a3HavYeHHs oAVHMLb BUMIpIOBaHHSA Y cuctemi Sl
3 KAPTOHY
218. | OTPUBIH Kpanni HasanbHi XaneoH KX Lseiuapi XaneoH KX LLiBefuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/5206/01/01
0,05% no 10 mny CAPN A C.a.p.n. TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkunii 3acib. peyenma

onakoHi 3
KpULLIKOHO-
nineTkoto; no 1
donakoHy B
KapTOHHIW nayu,i

Onuc Ta cknag. 3MiHa y cknagi (4onoMikKHMX
peyoBMHaXx) roToBOro Jlikapcbkoro 3acoby (iHLwui
[O0NOMDKHI peqyoBuHHN) - Byab-sika He3HaYHa 3MiHa
KiNIbKICHOTO Cknafly AOMOMiIXKHUX PEYOBWH Y rOTOBOMY
niKapcbkoMy 3ac06i - He3Ha4HI BUNpPaB/IEHHS
KiNIbKiCHOTO Cck/1agy AOMOMDKHUX PEYOBUH Ta
KOpekLiliHi 3MiHK y po3gaini 3.2.P.1. «Onuc i cknag
nikapcbKoro 3acoby». MNepeabayaeTbcst BUNpaBAeHHs
TEXHIYHOT MOMWJIKW Y KiJIbKOCTi BOAM OYULLLEHOT Ta
BUA/IEHHA albTepHaTUBHOTO BUKOPUCTaHHS
6eH3as1KoHIto Xnopuay cyxoro. KopekuiiHi 3miHu
nepef6ayatoTb BUAATIEHHS NOKa3HUKA TEOPETUYHOT
ryCTUHM pO34nHy npenaparty 3 posginy 3.2.P.1 ta
Aesiki yTOo4HeHHs y po3gini 3.2.P.3.2. «Cknag Ha
cepito». 3MiHu | TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BMNpPoGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBMNEHNX Y
cneumdikauisix, nig yac BUPOGHNULTBA rOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToay
BMNPOGYBaHHA Ta AOMNYCTUMUX MEX) - AOAABaHHS
MeTOoAy BHYTPILLUHbONPOLECHOIO KOHTPO/I0 «oBHOTa
po3unHeHHn» («Dissolution of components») meTogom
«Visual inspection» Ta BUAaneHHs1 KOHTPOJIHO
napameTpiB nepemillyBaHHA (Yac nepemillyBaHHs Ta
LIBUAKICTb NepemillyBaHHs). 3MiHn | Tuny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3MiHN BNpobyBaHb abo A0MYyCTUMUX
MeX, BCTAHOBJ/IEHMX Y cnevuumdikalisx, nig yac
BMPOGHMLITBA rOTOBOTO NiKapCbKOro 3acoby
(BMNlyYeHHst HECYTTEBOTO BUNPOGYBaHHSA B MPOLIECI
BMPOGHWLITBA) - BUNYYEHHS HECYTTEBOTO MEeToAYy
BMPOGHMYOTO KOHTpO/o «3anax» y p. 3.2.P.3.4. 1a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOpeKL,iliHi 3MiHK y po3gaini 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLiecy Ta KOHTPOJIo npouecy, 6es
3MiH Y BUPOGHNYOMY MPOLIEC.
219. | OPTAK/MIH Kpansi O4YHi, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16352/01/01
po3unH, 0,1 mr/mn, | "®apmauesT "papmMaLeBTnYHa TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnit 3acib. peyenmom
no 5 mMny dpnakoHi | nyHa doipma thipma "AapHuus” 3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6GHMLTBA
3 KpanesbHULEer "fNapHuua” roTOBOrO J1iKapCbKOro 3acoby, BK/IOUaoUM NMPOMIXHWIA
Ta KPULLIKOIO 3 NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHMULITBI
KOHTpONeM rOTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHW) OHOB/IEHHS
po3KpuTTS, no 1 iHchopMmalii LWwoao peinTuHry chinbTpiB nonepeaHbLOT
hakoHy y nauui hinbTpavii B onuci TeXHONoriyHoro npouecy Ha Ctagii
1. MpuroTyBaHHA po34mHy Ha etani PinbTpauii
pO34nHy i3 (peTuHr nop 0,6 MKM) Ha (PeATUHT Nop He
6inble 1,0 Mkv). PinbTp nonepeAHbOT inbTpauii
BMKOPUCTOBYETHLCS Y BUPOGHMLTBI, K 0AaTKOBWUIA
enemMeHT. Mpu UbOMy pPeiTUHT cTepunizyouol
inbTpavji 3anvwaeTbes 6e3 3MiH (0,22 MKM)
220. | NANABEPWH | cynosutopii no 20 dPapmiHa MonbLa PapwmiHa /lTa Monbwa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/17524/01/01
Mr; o 5 Nt TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peuenma
cynosuTopiiB y thapmakoHarnsigy. BeegeHHs abo 3miHun go
6nicTepi, no 2 y3araslbHeHNX AaHux npo cuctemy dapmakoHarnsgy
6nictepn y (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
KapTOHHI hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
ynaxoBLii BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06H, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3MiHa KOHTakTHOT
0cobu 3asBHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [itova pegakuis: Mateubknii Onekcanap
IBaHOBWY. [ponoHoBaHa pefakuisa: YaneHko
OnekcaHgpa IropiBHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0CO6M 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi
221. | NAPALETAM | Tabnetku, BKpUTI AT YkpaiHa AT "Nly6Hnhbapm" YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | Ne 50, Ne He UA/20774/01/01
on NAiBKOBOIO "Nly6Hndhap TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NliKapPCbKMiA 3aci6. 100 - 3a nidnsieae
060/10HKO0 MO m" KOHTpO/b roTOBOrO /liKapcbKoro 3acoby. 3miHa y peyenmom;
500 wmr; no 10 MeTofax BUNPOo6yBaHHS roTOBOrO JliKapCbKOro 3acoby Ne 10, Ne20
Tabnetok y (He3HauyHa 3MiHa y 3aTBepAKEHNX MeTogax - 6e3
6nictepi,no 1, 2,5 BMNPOGYBaHHS) peyenma

abo 10 6nictepiB y
nadui 3 KapTOHY

KoperysaHHs1 npo6onifrotoskn BUNPO60ByBaHOro
pO3uuHy B M. «KiflbkicHe BU3HAYEHHS». 3MiHuW | Tuny -
3MmiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHWiA 3aci6. 3miHa po3mipy

YyNakKoBKM rOTOBOTO J1iKapCbKOro 3acoby (3miHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

KiNbKOCTI 0AMHWLG (Hanpuknag TabneTok, amnys
TOLLLO) B yNakoBLi:) - 3MiHa y Aiana3oHi 3aTBepAKEHNX
po3MipiB ynakosku. [JogasaHHs BTOPMHHOTO BULY
ynakoBku — no 10 TabneTtok y 6nictepi, no 2 a6o 5
6nicTepis y nayLi 3 KApPTOHY. 3MiHNM BHECEHO B
IHCTPYKLiIO 4151 MeANYHOTO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ain "YnakoBka" y 3B'A3Ky 3 BBEAEHHAM
[04aTKOBMX YNakoBOK, K HACNIAOK - 3aTBEPIKEHHS
TEKCTY MapKyBaHHS A0AATKOBMX YNaKOBOK /1iKapCbKOro
3acoby. K HacnifoK 3MiHM BHECEHO B iHCTPYKLiO AnA
MEeAMYHOro 3aCTOCYBaHHS NMikapCbKOro 3acoby y
po3gain "Kareropis Bignycky". BBeieHHS 3MiH NpoTArom
6-Tn MicAUIB NicNA 3aTBEPKEHHS.
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii
3aci6. KoHTposb roToBoOro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA rOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa Y 3aTBEPKEHNX MeToAax
BMNpOoGYyBaHHS). KoperyBaHHs mpo6onifaroToBku
BMNPO60BYBAHOr0 PO34uMHy (&) B N. «CynpoBigHi
[OOMILLIKU».

222. | NEHTACA cynosuTopii deppiHr LBeiiuapi BMPOGHMLTBO: LlBeiuapis/ | BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/4990/01/01
pekTasibHi No 1000 | IHTepHeLHN A PeppiHr HimeuunHa TMny - 3MiHK 3 AKkocTi. CepTudikaT BignoBsigHOCTI/IE- peuenmom
Mmr; 1o 7 Centep CA IHTEepHeLwHN cepTudikaT BiAgnoBigHOCTI €Bponeincbkiii
Cyno3unTopiiB y CeHtep CA, hapmakonei/moHorpadii. NMogaHHA HOBOro abo
6nictepi; no 4 LLiBeiiuapis; OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
6nictepy B BiANOBigabHUI 3a BWYyYEHHS cepTudikarta BignoBsigHOCTI €EBponeiicbkii
KOMMEKTI 3 BWMYCK Cepil: thapmakonei: ana A®l; gns BuxigHoro
ririeHiYHUMN deppiHr Mv6X, marepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
HanasibHYKamu B HimeuunHa BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
KapTOHHIiA [OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
ynakosLi; no 7 €Bponeiicbkilt hapmakonei) - OHOBNeHWi cepTudpikat
CynosunTopiiB y Bifl y)Xe 3aTBep)KEHOro BUpobHyKa - MogaHHA
6nicTepi; no 4 oHoBsieHoro CepTudpikaTty BiANOBIAHOCTI
6nictepu B €Bponeiicbkilt hapmakonei CEP 2004-056-Rev 06
KapTOHHIW 0115 Ail04O0T PEYOBVHM MeCanasuH Bif BXe
ynakoBLi 3aTBEPAKEHOr0 BUPOBGHMKA B 3B'A3KY 3 BUTYHEHHSM

BMPOOGHUKA NMPOMDKHOIO NPOAYKTY (3aTBepakeHo: R1-
CEP 2004-056-Rev 05, Syntese A/S, Denmark; BEC
Chemicals Private Limited, India; 3anponoHoBaHo:
CEP 2004-056-Rev 06 Syntese A/S, Denmark)

223. | NEHTACA TabneTku ®eppiHr Lseiuapi BMPOGHMLTBO: Lseiuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4990/02/01
NPOJIOHTOBaHOT Aji IHTEepHeLWHN A PeppiHr HimeuunHa TMny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
no 500 mr; no 10 CeHtep CA IHTEpHELUHN cepTudikaT BignoBigHOCTI EBponeichkiii
Tabnetok y CenTep CA, hapmakonei/MoHorpadii. NMogaHHs HOBOro abo
6nicTepi; no 5 abo LLiBeiiuapis; OHOBJIEHOIO cepTudpikaTa BignoBigHOCTIi abo
10 6nictepiB y BiAnoBiganbHUii 3a BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelickkiii
KapTOHHI/ Kopobui BWMNYCK cepil: dapmakonei: ana A®l; ans BuxigHoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
PeppiHr Mv6X, mMarepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
HimeuunHa BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (CepTudikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudpikat
Bifl y)Xe 3aTBepKeHOro BUpobHyKa - MogaHHA
OoHoB/ieHoro CepTudpikaTty BiANOBIAHOCTI
€Bponeiicbkili hapmakonei CEP 2004-056-Rev 06
0019 Ail0YO0T peYOBUHM MecanasuH Bif BXe
3aTBEPAKEHOrO BUPOGHMKA B 3B'A3KY 3 BU/TyHEHHSM
BUPOGHMKa NPOMIKHOTO NPoAYyKTY (3aTBepaxeHo: R1-
CEP 2004-056-Rev 05, Syntese A/S, Denmark; BEC
Chemicals Private Limited, India; 3anponoHoBaHo:
CEP 2004-056-Rev 06 Syntese A/S, Denmark)
224. | NEHTACA rpaHyun deppiHr Lseiuapi BignosiganbHuii Llseiuapis/ | BHECEHHS 3MiH 40 peecTpaviiiHux maTepianis: 3miHu | 3a UA/4990/03/01
MPOJIOHrOBaHOI Ajii | IHTEepPHeLHN A 3a BUpPOGHMLTBO, HimeuunHa TMny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/IE- peyenmom
no 1r; no 50, 100, CeHtep CA nepBuHHE Ta cepTudikaT BiAnoBigHOCTI EBponeichkiii
ab6o 150 nakeTvkis BTOPVHHE hapmakonei/moHorpadii. MogaHHA HoBOro abo
3 rpaHynamm y nakyBaHHs, OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
KapTOHHIlA KOpooLi KOHTPO/b SIKOCTI: BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
®eppiHr thapmakonei: ana A®l; gns BuxigHoro
IHTepHeLHN marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
CeHtep CA, BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
LLisenuapis; [OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIgHOCTI
BignosiganbHuii €Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
3a BUMYyCK cepii: Bif] y)Xe 3aTBEPAXEHOro BUpo6HMKa - MogaHHA
deppiHr MvbX, oHoBneHoro CepTudikaty BignoBigHOCTI
HimeuyunHa €Bponeiicbki hapmakonei CEP 2004-056-Rev 06
ONA AiloYol pevyoBrHM MecanasuH Bif BXe
3aTBEPKEHOrO BUPOOHMKA B 3B'AA3KY 3 BUTyHEHHAM
BMPOBGHMKA NPOMDKHOrO NPOAYKTY (3aTBepakeHo: R1-
CEP 2004-056-Rev 05, Syntese A/S, Denmark; BEC
Chemicals Private Limited, India; 3anponoHoBaHo:
CEP 2004-056-Rev 06 Syntese A/S, Denmark)
225. | NEHTACA rpaHynu PeppiHr Lseiiuapi BignosiganbHuii Lseiiuapis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4990/03/02
MPOJIOHroBaHoOI fji IHTepHeLwHN A 3a BUPOGHMLTBO, HimeuunHa Tmny - 3MiHK 3 sKocTi. CepTudikat BignosigHOCTI/IE- peyenmom
no 2r; no 60 CeHtep CA nepBuHHE Ta cepTudikaT BignoBigHOCTI EBponeinchkiii
nakeTuKiB 3 BTOPVIHHE hapmakonei/MoHorpadii. NMogaHHs HoBOro abo
rpaHynamu y nakyBaHHs, OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
KapTOHHIlA KopoobLi KOHTPO/b AKOCTI: BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
PeppiHr hapmakonei: ana Adl; ans BuxigHoro
IHTEepHeLwHN marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
CeHTtep CA, BMKOPUCTOBYHOTbCS Y BUpOOHULTBI ADI; ans
LLiBeiiuapis; [0NOMDKHOT peyoBrHU (cepTudpikat BignoBigHOCTI
BignosiganbHuii €Bponeiicbkin thapmakonei) - OHOBNeHWin cepTuddikat

3a BUNYCK cepil:
deppiHr Mv6X,
HimeuynHa

Bif] y)Xe 3aTBepXeHOro BUpo6Huka - MogaHHs
oHoBneHoro CepTudikaty BignoBigHOCTI
€poneiicbkiin hapmakonei CEP 2004-056-Rev 06
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
ONA AiloYol pevyoBrHM MecanasvH Bif BXe
3aTBEPKEHOr0 BUPOOHMKA B 3B'AA3KY 3 BUTyHEHHAM
BMPOOGHMKA NPOMDKHOrO NPOAYKTY (3aTBepaxeHo: R1-
CEP 2004-056-Rev 05, Syntese A/S, Denmark; BEC
Chemicals Private Limited, India; 3anponoHosaHo:
CEP 2004-056-Rev 06 Syntese A/S, Denmark)
226. | MEHTACA cycneHsis PeppiHr Lseiiuapi deppiHr-leunBa, Yecbka BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4990/04/01
pekTasibHa no 1 IHTEepHeLwHN a a.c. Pecny6nika TMny - 3MiHKn 3 AkocTi. CepTudiikaT BignosigHocTI/IE- peyernmom
r/100 mn; no 100 CeHTtep CA cepTudikaT BignoBigHOCTI EBponenchkiii
MJ1 cycneHsii y hapmakonei/MoHorpadii. NMogaHHs HoBOro abo
onakoHi 3 OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
HaKOHEYHWKOM i BUyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
BHYTPILLHIM hapmakonei: ana Adl; ons BUxigHoro
KnanaHom; no 1 marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
ch1akoHy y nakeri BMKOPMCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
3 a/lOMiHIEBOT [0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
conbru; no 5 abo €Bponeiicbkin hapmakonei) - OHoBNeHWn cepTuddikat
7 chnakoHiB Ta 5 Bifl y)Xe 3aTBep/pKeHoro BUpobHuka - MogaHHsA
a6o 7 oHoBneHoro CepTudikaty BignoBigHOCTI
nosieTUIEeHoBMX €Bponevickkii hapmakonei CEP 2004-056-Rev 06
nakeTiB y 0115 Ail040T PeYOBVHN MecasasuH Bif Bxe
KapTOHHIiA 3aTBEPAKEHOrO BUPOGHMKA B 3B'A3KY 3 BUTYHEHHSIM
ynakoBLi BMPOOHMKA NPOMDKHOrO NPOAYKTY (3aTBepakeHo: R1-
CEP 2004-056-Rev 05, Syntese A/S, Denmark; BEC
Chemicals Private Limited, India; 3anponoHoBaHo:
CEP 2004-056-Rev 06 Syntese A/S, Denmark)
227. | NIAPOH TabneTky Wwunyui TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | - UA/21118/01/01
PANIA, no 500 wr, in bulk: "TNEAPAP XENTXKEP NBT TMNy - 3MiHK 3 IKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
Ne1344 (4x336), M AaTa" nTa CuncTema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
no 4 Tabnetkn y pO3Mipy ynakoBK/ roTOBOrO JlikapcbKoro 3acoby (iHLwi
bararoLlapoBomMy 3MiHW) - peecTpaLis foAaTKOBOI ynakoBku y dhopmi In
cTpuni, no 336 bulk: Ne1344 (4x336): no 4 TabneTkn y
cTpunis y 6araTowiapoBoMy cTpuni; no 336 CTPUMIB y KAPTOHHIi
KapTOHHIlA KopooLi Kopobui ans supobHuka KYCYM XENTXKEP MNBT
NTA, IHAis 3 BHECEHHAM BigMNoBigHNUX 3MiH A0 p.
«YnakoBKka» Ta p. «MapkyBaHHs» MKA J13. BBefieHHsA
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPAKEHHS.
228. | NIAPOH TabneTky Wwunyui TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 6e3 UA/20762/01/01
PANIA, no 500 wmr, rno 4 "TNEAPAP XENTXKEP NBT TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
TabneTkn y M AaTa" nTa Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6. 3miHa
bararoLiapoBomMy PO3Mipy ynakoBKM roTOBOrO /ikapCcbKoro 3acoby (iHLwi
cTpwuni, no 4 3MiHW) - peecTpaLis [oAaTKOBOI yNakoBku y dhopmi In
cTpunu B bulk: Ne1344 (4x336): no 4 TabneTkn y
KapTOHHIN 6araTowapoBomMy CTpuni; Mo 336 CTpWNIB Y KAPTOHHIN
ynakoBLi Kopob6Li Ans BupobHuka KYCYM XENTXKEP MBT

NTA, IHAis 3 BHECEHHAM BifNOBIgHNUX 3MiH A0 p.
«¥YnakoBka» T1a p. «MapkyBaHHa» MKA /13. BeegeHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
229. | NK-MEPL, TabneTkun, BKpUTI Mepu, HimeuunH Mpogykuis in bulk HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/9031/01/01
N1iBKOBOO dapmachbHoTi a Ta KOHTPOJ1b Natsis TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib. peyenmom
060/10HKOI0, MO Kasic F'mM6X SAKOCTi: Knoke CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa y
100 wmr; no 10 dapma-Cepsic NEePBYVHHIN yNakoBL,i FOTOBOro NiKapcbKoro 3acoby
Tabnetoky 'm6X, HimeuunHa; (AKicHWIA Ta KisbKicHWIA cknap) - TBepai nikapcbki

6nictepi; no 3 abo
no 9 6nictepis y
KapTOHHIA Kopoo6Li

MepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI
Ta BUNycK cepil:
Mepy, ®apma
TM6X i Ko. KraA,
HimeuunHa,;
BTopuHHe
nakyBaHHs:
MpecTix
MpomoyLuH
Bepkaydcdoepae
PYHr &
Bepb6ecepsic
'M6X, HimeuuunHa;
BTOPUHHE
nakyBaHHs:
X.E.1.N. Tm6X,
HimeuunHa,;
KoHTposb AKocTi:
Nab6opatopi o
AHanizic o
Bionomkukanni
EkTiB KomnoyHac
NatsiaH IHCTITbIOT
och OpraHik
CiHTesic, J/latBisi;
Nab6op /IC CE &
Ko. KT,
HimeuuunHa; NBA
dapma N'vbX,
HimeuumnHa;
EBOHiK
OnepeiwHc M6X
— Na6op Mpogakt
Naiin AHaniTikc,
HimeuunHa,;
EBOHIK
OnepeiiluHe
'm6X, HimeyunHa

hopMUn — BHECEHHSA 3MiH [0 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHUiA 3acib, a came 3amiHa
iCHYIOYOT a/TlOMiHIEBOI h0NbIM TOBLLMHOK 15 MKM
BMpo6HUUTBa Carcano Antonio S.p.A. Ha 6inbL
LWiNbHY TOBLLUMHOW 20 MKM BUpO6HMLUTBa Constantia
Pirk GmbH & Co. KG, W0 A03BONSE 3aXUCTUTH
nikapcbkuii 3aci6 Bif, hakTopiB HABKO/IMLLHLOIO
cepefoBuLa 6e3 BNAMBY Ha MOro skicTb, 6e3neky um
ehekTuBHICTb
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
230. | NNALUEHTA po34uH Ans Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3MiHu | 3a UA/2465/01/01
KOMMOS3WUTY | iH'ekwyiii no 2,2 mn XalinbmiTTe a XaiinbMmitrens TMny - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyernmom
M B amnyni; no 5 nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
amnyn y KOHTYPHiii rM6X y3arasilbHeHUX JaHnx npo cuctemy chapmakoHarnsgy
YapyHKoBIli (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
ynakosLi; no 1 a6o hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
no 2, a6o no 20 BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTYPHUX KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 41
YapyHKOBWX 3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLO BOHa
ynakoBOK B BigMiHHa Bif, yNOBHOBaXKeHOI 0cobw, BignoBigasibHOI
KOpPOO6Lii 3 KapTOHY 3a 3filicHEHHS dhapmakoHarnsgy (Bkaovaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX faHMUX KOHTaKTHOI 0CO6Y 3asiBHMKA,
Bi4NoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi
231. | NOCTEPU3A | ma3bno 25ry Op. Kage HimeuuunH Op. Kage HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/4864/01/02
H ®OPTE Ty6i a/loMiHIEBIN 3 dapmaueBT a dapmaueBTNYHa TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6. peyenma
annikatopom; no 1 N4yHa dabpurka M6X KoHTponb rotoBoro fikapcbkoro 3acoby. 3miHa y
Ty6i B KQPTOHHIA Pabpuka MeToAax BUNPobyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
nauui 6X (He3HauyHa 3MiHa y 3aTBEpAKEHNX MeTohax
BMNPOGYBaHHS) - He3Ha4YHa 3MiHa 40 METOAVKM
«CynpoBiJHi AOMILLKu» 3 ypaxyBaHHSM pe3ynbTarTis
peBanigauii MmeToay, y 3B'3Ky i3 3aCTOCYBaHHAM
anbTepHaTUBHOI Cy4acHOI KO/TOHKM 3 NMOPIBHAHHUMM
napameTpamu
232. | NPEBMMIC TabneTkun, BKpUTI Mepk Wapni | LWseiuapi BMPOGHMLITBO, IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/19168/01/01
NNiBKOBOK Ooywm IOEA a aHaniTuyHe Benbris/ Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKOI0, N0 6X TecTyBaHHa: MC/L, | HigepnaHaun thapmakoHarnsgy. BeegeHHs abo 3miHu fo
240 wmr; 4 IHTEepHeLwWwHN MTM6X y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
6nictepu no 7 / MC/ Ipnangis (BBEAEHHSA y3ara/ibHEHNX AaHNX MPo cucTemy
Tabnetok B (Bennigaiin), hapmakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
KOXHOMmYy (28 IpnaHgjs; BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
TabneTok) B nepBuHHe Ta KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa gns
KapTOHHIlA KopooLi BTOPVIHHE 3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, sKLLO BOHA
nakyBaHHs, [03BiN BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
Ha BUMYCK cepii: 3a 3gjlicHeHHs hapmakoHarnsgy (BkiYakyn
OpraHoH Xeiict KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
68, Benbris; dhaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[103BiN Ha BUMNYCK [JaHNX KOHTaKTHOI 0CObM 3asBHMKa, BiAMNOBIAa/IbHOI 3a
cepii: Mepk LWapn i hapmMakoHarnsag B YkpaiHi
Joym B.B.,
Higepnanan
233. | NPO3EPUH po3uuH ans TOBAPUCT YkpaiHa KOHTPOb AKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/6253/01/01
iH'exuin, 0,5 mr/mn, BO 3 BMNYCK cepil: MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenmom
no 1 mn B amnyri; OBMEXEH ToBapucTBo 3 thapmakoHarnagy (iHLwi 3MiHKn)
no 10 amnyny (0],0) 06MeXeHoto 3MiHU BHECEHO B TEKCT MapKyBaHHA BTOPUHHOI
naJui 3 KApTOHY; BIANOBIOA BiANOBIAA/IbHICTIO yMaKoOBKM NiKapCbKoro 3acoby y nyHkin 1, 2, 4, 8, 11,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

no 1 mn B amnyni;
no 10 amnyny
6nicTepi; no 1
6nictepy B navi 3
KapToHy

NBHICTIO
«KOPMOPA
s
«3[]0POB'S

»

"[locnigHwii 3aBog,
"rHunc,
YkpaiHa; BCi cTagji
BUPOGHULTBA,
KOHTPO/b SKOCTI,
BWMYCK Cepil:
ToBapucTso 3
06MeXeHOI0
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”,
YKpaiHa

13, 17 Ta B TeKCT MapKyBaHHSA NEPBUHHOI YNaKoBKN y
NyHKTY 2, 6. Takox BUIydeHo Ay6totouy iHdhopmalLlito
POCIiCbKOI0 MOBOIO Ta BHECEHO HE3HAYHI MPaBKM Mo
TeKcTy. BBefileHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

234,

NMPOCTIA

kancynu m'siki, 0,5
mr, no 10 kancyny
6nictepi; no 3
6nictepy B
KapTOHHIA Kopoo6Li

€Bpo
Naiidokep
MpaiiBiT
Nimiten

IHais

Onis
dapmacaiieHc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
NiKapcbKOro 3acoby, TEKCTi MapKyBaHHSA Ta iIHCTPYKLT
[AN19 MeANYHOro 3acTOCyBaHHS Ha NiAcTasi peryisapHo
OHOB/IOBAHOrO 3BiTY 3 6e3MeKkun Nikapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acToCyBaHHS JlikapCbKOro
3acoby B nic/iApeecTpaviiiHuii nepiod, abo sk
pes3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)/ 3MiHU BHECEHO [0 IHCTPYKLIT ANs
MEeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby B
po3gain "OcobnmnBOCTi 3aCTOCyBaHHA" BiANOBIAHO A0
OHOBNEHOT iHthopMaLii 3 6e3neku Ailo4oi peYoBUHU
BBefeHHs 3MiH NpoTArom 6-Tm MicAuiB 3 gatu
3aTBEPMKEHHS. 3MiHW | TUNy - AOMIHICTPaTUBHI 3MiHN.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu micus
NpoBafKEHHA AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acofby, BK/IOYaoun AiflbHUL
BUNYCKy cepii abo MicLe NpoBefeHHS KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BK/KOYAK4M BUMYCK cepili)/ 3miHa
Ha3BW BUPOGHMKa /13 BigNoBiAaNIbHOIO 3a NOBHUI
LMKN BUpOGHMLTBA. BupobHuya fginbHuus, agpeca ta
yCi BUpOGHMYi onepawjii 3anMwaloTbCs HE3MIHHUMU.
3MiHV BHECEHO A0 IHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHSA NikapcbKoro 3acoby B po3Ain
"BMpo6HMK", 3 BigNOBIiAHMMY 3MiHaMu Ao n. 11 TekcTy
MapKyBaHHS BTOPVMHHOT yNakoBKW Ta o N. 5 TekCTy
MapKyBaHHS NEPBUHHOI YNakoBKW NiKapCbKoro 3acoby/
BBegeHHs 3MiH npoTArom
6-TN MiCALIB 3 AATN 3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/18090/01/01

235.

MPOTE®PNASI

PIKWIA eKCTpakT

ToBapucTeo

YKpaiHa

ToBapucTso 3

Ykpaina

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu |

UA/16415/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
A (cybeTaHuis) B 3 06MeXeHo TMny - 3MiHK 3 AkocTi. APL. CTabinbHICTb. 3MiHa
KaHicTpax gns obmexeHoo BiANOBIAA/LHICTIO nepiogy NOBTOPHUX BUNPOOGyBaHb/nepiofy 36epiraHHA
thapmavueBTUYHOT BiAnoBigab "HaykoBo- abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
0 3aCToCyBaHHsA HiCTIO BMpOGHMYa 3aTBepXeHOMY [0Cbe cepTuddikara BiAnoBiLHOCTI
"HaykoBo- KOMMaHis €Bponeiicbkiii hapmakonel, Lo BkIoYae nepios
BMPOGHMYA "Ekocpapm” NMOBTOPHOro BMNpPo6yBaHHS) (Nepiog NOBTOPHOTO
KOMnaHis BMNPO6YBaHHsa/Nepion, 36epiraHHs) - 36i/bLUEHHST a60
"Ekocpapm” BBE/leHHS nepiogy NOBTOPHOrO BUNPO6yBaHHs/nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCMIMKEHb Y
peasibHOMY Yaci
36iNbLUEHHA TEPMiHY NPUAATHOCTI 3a pe3ynbTatamu
LOCNifKEHHs cTabinbHOCTI. 3aTBEPAXXEHO: 2 POKU;
3anponoHoBaHo: 3 pokun
236. | MCOPUHOXE | kpanni opasibHi; No Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 0 peecTpauiinnx martepianis: 3MiHu | 6e3 UA/6678/01/01
Nb H 30 My donakoHi- Xaiinbmitre a Xainbmitrens Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
KpanesibHuuj; no 1 Nb Xeesnb Xeenb M'v6X thapmakoHarnsgy. BeefeHHa abo 3miHu fo
oNnakoHy- 6X y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
KpanenbHuLj y (BBEAEHHSA y3araslbHEHNX AaHUX NPO cucTemy
KopoOLi 3 KapTOHY hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0obM 3 thapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLL0 BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
dhaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAa/IbHOT 3a
hapMakoHarnsag B YkpaiHi
237. | M'ATUPYATK | Ttabnetkn, no 10 ToBapucTeo YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 6e3 He UA/8698/01/01
A®IC Tabnetok y 3 [00aTKOBOO Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma nionsieae
6nictepi; no 1 [0[aTKOBOIO BiANOBIAAILHICTIO hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTumui
6nicTepy B nayui 3 | Bignosigaib "IHTEPXIM" NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
KapToOHy HicTio [ANA MeANYHOro 3acTOCyBaHHS Ha NiAcTasi peryisgpHo
"IHTEPXIM" OHOB/IOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,

abo gocnigkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
3acoby B nic/iApeecTpaviiiHuii nepiod, abo sk
pes3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3ropKeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHM BHECEHO A0 IHCTPYKLii AN MeguyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"MpoTnnokasaHHa", "OcobAnBOCTI 3aCTOCyBaHHA",
"Mepepo3yBaHHS" BigNOBIAHO 4O OHOBMEHOI
iHchopMmalii LWoao 6e3nekn 3acTocyBaHHS AikoHOoi
pEeYoBUHM - MeTaMi30Ny HaTpito. TepMiH BBEAEHHSA
3MiH NpoTArom 6 MicAuUiB nmicns
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

3aTBepAKEHHA.CynyTHA 3MiHa - 3MiHU LWoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui pEECTPALiiHOr0 NOCBIAYEHHS, BK/IOUaUM
MnaH ynpaeniHHA puankamu (iHWi 3MiHW). 3assBHUKOM
HaflaHO OHOBJIEHWIA MNaH ynpasiHHA pu3nkamm
Bepcisa 2.3 - 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHcpopmauis», Il «Cneyudikauis 3 6esnekn», V
«3axoay 3 MiHiMi3auii pusukie», VI «Pe3stome nniaHy
ynpasniHHA pusnkamm», VIl «logatkn» y 38’a3Ky 3
OHOBJIEHHAIM PYTUHHUX Ta BNPOBAKEHHAM
[0[aTKOBMX 3aX0fiB 3 MiHiMi3aLjii pu3ukiB Ha nigcrasi
pekomeHgauii PRAC. Pestome MnaHy ynpas/iHHA
pu3nkamm Bepcia 2.3 godaeTbes. 3MiHu | Tuny - 3miHn
woao 6e3nekn/ehekTBHOCTI Ta chapmakoHarnagy.
3MiHa y KOpOTKili XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKLUii 415 MeguyHoro
3aCTOCYBaHHA Ha MifcTasi PerynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6e3nekun nikapcbkoro 3acoby, abo gocnigKeHb
3 6e3nekun 3acToCcyBaHHs NikapCbkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKN
3BiTY 3 lOCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negjiatpnyHux gocnigpkeHs (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YMOBHOB&XEHUM OpraHoMm). 3MiHn
BHECEHO A0 IHCTPYKLIi 415 MEeJMYHOro 3aCTOCyBaHHS
nNikapcbkoro 3acoby A0 po3ainis "B3aemogis 3 iHWyMu
nikapcbkrMKn 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwi
Bi4MNOBIAHO 4,0 OHOBMEHOT iH(hopMaL,ii Wwoao 6e3neku
3aCTOCyBaHHSA Ajl040i Pe4oBVHM - NapaleTamon.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS.

238.

PEAOUTYKC

KOHLieHTpaT Ans
pO34nHy Ans
iHdpysiiA, 10 mr/mn;
no 10 mn (100 mr)
a60o no 50 mn (500
Mr) y doniakoHi; no
1 donakoHy B
KapTOHHIlA
Kopobui; no 1
KapTOHHIA KopoobLi
y NNacTKoBOMYy
MiLLIKY

4-p Peapi'c
Nab6opaTtopi
clitp

IHais

[O-p Peppj'c
Nab6opaTopic NTg,

IHais

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa 4yacToTu Ta/abo TepMmiHis
nofaHHA perynsapHO OHOB/IIOBAHMUX 3BITIB 3 6e3neku
nikapcbknx 3acobiB - 3MiHa 4acToTu Ta TEPMIHIB
nofaHHsA perynsipHO OHOB/IIOBAHOTO 3BIiTY 3 6e3neKu:
[itova pepakuis: Yactota nogaHHa perynspHo
OHOBJIIOBAHOrO 3BiTYy 3 6e3neku - 1 pik. KiHueBa faTta
0115 BKOYeHHA faHunx o PO36 - 17.11.2018 p. faTa
nogaHHs - 26.01.2019 p. MNponoHoBaHa peaakLis:
YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku - 3 pokv KiHueBa gata 15 BKIYEHHS AaHNX
[o PO3b - 17.11.2026 p. aTta nogaHHa — 15.02.2027
p. PekomeHA0BaHO [0 3aTBEPAKEHHS BiANOBIAHO [0
nepiofnMYHOCTI NOAaHHS PEryNSPHO OHOB/IOBAHNX

3a
peyenmom

UA/12905/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
3BITIB 3 6e3neku fikapcbkmx 3acobis y €C
239. | PEAAUTYKC KOHUeHTpaT Ans [O-p Pepgpi'c IHAiA [O-p Peppj'c IHAaiA BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | - UA/12906/01/01
po34nHy ons NabopaTtopi Na6opaTtopic N74, Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
iHcpy3iiA, 10 mr/mn; c Ntg, hapmMakoHarnagy. 3miHa 4actoTv Ta/abo TepPMIHIB
in bulk: no 10 mn nofaHHA perynsipHO OHOB/IOBAHMX 3BITIB 3 6e3nekn
(100 mr) a6o 50 Nikapcbkyx 3acobiB - 3MiHa 4acToTK Ta TEPMiHIB
M (500 mr) y nofaHHs perynsipHo OHOBJIIOBAHOIO 3BITY 3 6e3neKu:
donakoHi; no 1000 [Jitova pegakuia: Yactota nogaHHsA peryasipHo
ch1akoHiB y OHOBJIKOBAHOTO 3BiTYy 3 6e3neku - 1 pik. KiHueBa gata
Kopobui 0N BKNOYEHHA aaHux o PO3b - 17.11.2018 p. data
nogaHHs - 26.01.2019 p. MNMponoHoBaHa peaakLis:
YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku - 3 poku KiHueBa gata AN BKIOYEHHSA JaHNnX
[o PO3B - 17.11.2026 p. faTa nogaHHsa — 15.02.2027
p. PekomeHA0BaHO [0 3aTBEPKEHHS BiANOBIAHO [0
nepioAnNYHOCTi NOAAaHHA PErynsipHO OHOB/IOBAHUX
3BiTIB 3 6e3nekn Nikapcbkmx 3acobis y EC
240. | PEAOI-TY-HO3 po34nH KaceH IcnaHis KaceH Pekopgari, IcnaHis BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 6e3 UA/10995/01/01
KNISMA pekTanbHuiA, 21,4 Pekoppari, C.. TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peuenma
r/9,4 1 B 118 mn; C.. thapmakoHarnagy. BeegeHHs abo 3miHu oo
no 133 mny y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
nNacTyKoBIi (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
naswyi; no 1 hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
NAAWLUi y Kopooui BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
3 KapPTOHY KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06H, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarssay) 3mMiHa KOHTaKTHOT
0cobu 3asBHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsz B
YkpaiHi. [jitoua pegakuis: BonowwvHa AHacTacis
AHartoniiBHa. MponoHoBaHa pefakuin: OyepeTsaHa
HOnis JleoHnaiBHa. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOI 0CO6M 3as1BHMKA, BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi
241. | PEHENb H Tabnetku; no 50 Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/2442/01/01
Tabnetok y Xahnbmitre a XannoMmitrenb MRy - 3MiHK WoA0 6e3nekn/edpeKTBHOCTI Ta peyenma
KOHTEliHepi Nb Xeenb Xeenb Mv6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
noninponisieHoBOM 6X

y;nol
KOHTEliHepy B
KOpo6Li 3 KapTOHY

y3arasibHeHVX fiaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cUcTemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A (hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapMakoHarnagy 3asBHuKa NS
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLLo BoHa
BiIMiHHa Bif, YyNOBHOBaXXeHOI 0co6y, BiANOBIAa/IbHOI
3a 3filicHeHHs chapmakoHaraagy (BKavarym
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0Cco6by 3asiBHMKA, BiANOBIAa/IbHOT 3a
hapMakoHarnsag B YkpaiHi
242. | PECTPYKTA pO34uH Ans Bionoriwe HimeuunH Bionoriwe Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4245/01/01
nPoO iH'ekUin no 2,0 mn Xahnbmitre a XainnbMitTenb Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
IH'EKLIOHE B amnyni; no 5 Nb Xeesnb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu fo
Cc amnyn y KOHTYPHIN 6X y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
YapyHKOBIl (BBEAEHHSA y3araslbHEHNX AaHUX NPo cUcTemy
ynakosLi; no 1 a6o hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
no 2, a6o no 10 BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHTYPHUX KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa gns
YapyHKOBUX 3[jiicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOoHa
ynaKoBOK y BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
KOpOO6Lii 3 KapTOHY 3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
tpaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6U 3aABHNKa,
BiAnoBiAaIbHOI 32 hapmakoHarnsag B YkpaiHi
243. | PUBATPUNT nopoLuok abo ToBapucTeo YkpaiHa ANIBYC NAN® IHais BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | - UA/18420/01/01
AHY Kpuctanu 3 CAMEHCE3 TMny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoCTI/IE-
BEH30AT (cy6eTaHuin) y 06MEXEHO NIMITEL cepTudikaT BignoBigHOCTI EBponeichkiii
naketax BignoBigab hapmakonei/MoHorpadii. NMogaHHs HOBOro abo
NoABINHMX HiCTHO OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo
nonieTuIeHoBMX "papmavueBT BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
ans nyHa thapmakonei: ana A®l; gns BuxigHoro
hapmaueBTUYHOT KOMnaHis marepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, WO
0 3aCToCyBaHHA "3popos'a” BMKOPUCTOBYIOTLCSA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi cepTuddikat
Bif, y)X€ 3aTBEpXEHOro BUPo6HUKa. MogaHHs
OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI €EBponeicbkiii
thapmaxonei Ne CEP 2012-108 - Rev 03
(3aTBepmxeHo: R1-CEP 2012-108 - Rev 00) Ta, sk
Hacnifok: 3MiHa Ha3Bu ipMU-BUPOGHMKa cybcTaHLi 3
ITMEHMAPK NIAVI® CAVEHCES JIIMITEL, IHais /
GLENMARK LIFE SCIENCES LIMITED, India, Ha
ANIBYC JIAN® CAMEHCE3 NIMITEL, IHais / ALIVUS
LIFE SCIENCES LIMITED, India; gogasaHHs
ineHTudikaTopis opranizauii (SPOR ORG ID) Ta micus
posTawyBaHHs KomnaHii (SPOR LOC ID) BignosigHo
0o oHoBneHoi Bepcii CEP, 6e3 3a3HayeHHs B
peecTpadiiiHomy noceigyeHHi A®Il. 3miHn agpecu Ta
MiCLA po3TallyBaHHS AiNbHUL BUPO6HULTBA ADI
PusatpunTtaHy 6eH3oat He Bigbynocs.
244. | PIMOHIA Kpanni oyHi, Mikpo Na6c IHAis Mikpo labc IHAiA BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/20172/01/01
po3uuH 0,2 %; no NlimiTeq JNimiteq My - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
5 mMn y chnakoHi- thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
KpanenbHuui; no 1 y3arasibHeHVX fiaHnx nNpo cuctemy thapmakoHarnsgy
donakoHy- (BBEAEHHSA Yy3araslbHEHNX AaHUX NPO cUcTemy
KpanenbHuLj B chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobu,
KapTOHHIli KopooLi BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BoHa
BiAMiHHa Bif, YyNOBHOB&XeHOi 0co6y, BiANOBIAa/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) 3mMiHa KOHTaKTHUX
[aHnx ynoBHOBaXXEHOT 0CObY 3asBHMKA,
BigNoBiAaIbHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIANOBIAA/ILHOT 3a
papMakoHarnsg B YKpaiHi
245. | POCEMIO® TabneTtku, Lo TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | - UA/21119/01/01
oaTt AucnepryloTees B «NIEQ®PAP XENTXKEP MNMBT TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3aci6.
pOTOBIA M NTO» nTa CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
NOPOXHUHI, no 1 pO3Mipy YNakoBK/ roTOBOrO Nikapcbkoro 3acoby (iHLwi
mr; in bulk: Ne 3MiHW) - BBEEHHS A,04aTKOBOI yNakoBkn y dopmi in
9800 (10x980) bulk y 3B'A3Ky 3 BUpOGHNYOI0 HEOOXIAHICTIO
Tabnetok: no 10
Tabnetok y
6nicTepi; no 980
6nictepiB y
KapTOHHI/ Kopobui
246. | POCEMIO® TabneTtku, Wo TOB YkpaiHa KYCYM IHAjA BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | - UA/21119/01/02
oat aucnepryloTses B «NEQ®AP XENTXKEP NBT TUNYy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
poTOBIV M NTAO» nTa CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
NMOPOXHMUHI, Mo 2 pO3Mipy ynakoBK/ roTOBOrO JlikapcbKoro 3acoby (iHLwi
mr; in bulk: Ne 3MiHW) - BBEAEHHS A04aTKOBOI YNakoBku y hopMi in
12000 (10x1200) bulk y 3B'AA3Ky 3 BUPO6HMYOIO HEOOXIAHICTIO
TabneTok: no 10
Tabnetok y
6nictepi; no 1200
6nicTepiB y
KapTOHHI KopoobLi
247. | POCEMIO® TabneTtku, Wwo TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | - UA/21119/01/03
oaTt aucnepryloTbes B «NEQ®AP XENTXKEP NBT TMNYy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
poTOBIit M NTA» nTa Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6. 3miHa
NMOPOXHUHI, Mo 4 PO3Mipy ynakoBKM roTOBOrO /ikapCcbKoro 3acoby (iHLwi
mr; in bulk: Ne 3MiHW) - BBE,eHHA [04aTKOBOI YNakoBKku y hopMi in

3000 (10x300)
Tabnetok: no 10
Tabnetok y
6nictepi; no 300
6nicTepiB y

bulk y 38'A3Ky 3 BUPOGHNYOIO HEOOXIAHICTIO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KapTOHHI Kopoo6Li
248. | POCEMIO® TabneTtku, Wwo TOB YKpaina KYCYM IHais BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/19151/01/01
OAT [AVCnepryoTbes B «TNEQPAP XENTXKEP MBT TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib. peyenmom
pOTOBIA M NTO» nTa Cuctema KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3MiHa
MOPOXHUHI, No 1 pO3Mipy ynakoBK/ roTOBOrO JliKapCbKoro 3acoby (iHLwui
mr; no 10 3MiHM) - BBEAEHHS A,04aTKOBOI yNakoBku y hopMi in
Tabnetok y bulk y 3B'A3Ky 3 BUPOGHWUYOIO HEOOXIAHICTIO
6nictepi; no 2 abo
6 6nicTepiB y
KapTOHHIlA
ynakoBLi
249. | POCEMIO® TabneTtku, Wo TOB YkpaiHa KYCYM IHAjA BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/19151/01/02
oat aucnepryloTses B «NEQ®AP XENTXKEP NBT TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
poTOBIVA M NTAO» nTa CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
NMOPOXHMUHI, Mo 2 pO3Mipy ynakoBK/ roTOBOrO JlikapcbKoro 3acoby (iHLwi
mr; no 10 3MiHW) - BBEAEHHS A04aTKOBOI YNakoBKu y hopMi in
Tabnetok y bulk y 3B'AA3Ky 3 BUPO6HMYOIO HEOOXIAHICTIO
6nicTepi; no 2 abo
6 6nicTepiB y
KapTOHHI
ynakoBLii
250. | POCEMIO® TabneTtku, Lo TOB YKpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/19151/01/03
oAt AncneprylTses B «NIEQ®AP XENTXKEP NBT TMny - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapPCbKii 3aci6. peyenmom
pOTOBIVA M NTO» nTa Cuctema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
MOPOXHWHI, No 4 pO3Mipy ynakoBK/ roTOBOrO JliKapCbKoro 3acoby (iHLui
mr; no 10 3MiHW) - BBEAEHHS A04aTKOBOI YNAaKOBKN y hOpMi in
Tabnetok y bulk y 3B'3Ky 3 BUpO6GHNYOI HEOBXIAHICTIO
6nictepi; no 2 abo
6 6nicTepiB y
KapTOHHiiA
ynakosLi
251. | CAIbBYTAM | kpucTaniyHuii My6niuHe YkpaiHa Hblonena IHAis BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | - UA/4260/01/01
ony NopOoLLOK akuioHepHe Na6opatopiec TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHOCTI/IE-
CYNb®AT (cybeTaHuis) y TOBapuncTBo Nimiteq cepTudikaT BignoBigHOCTI €Bponeichbkii
noABiHNX "HaykoBo- thapmakonei/moHorpadii. NMogaHHA HoBOro abo
nosnieTuIeHoBMxX BMPOGHWYNIA OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI a6o
naketax gns LeHTp BU/TYYEHHA cepTudikaTa BignoBiAHOCTI EBponechkiii
thapmavueBTUYHOT "Bopuiariscb thapmakonei: ana A®l; gns BuxigHoro
0 3aCTOCyBaHHsA KWiA Ximiko- marepiany/peareHTy/npoMKHOIO NPOAYKTY, L0
hapmaueBT BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
VYHWI [OMOMDKHOT peyoBMHY (cepTudikaTt BignoBigHOCTI
3aBof" €Bponeiicbkili hapmakonei) - OHOBNeHWi cepTudpikat

Bifl y>Ke 3aTBEep)KEHOro BUPOBHYMKa - NOAAHHSA
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI EBponeichkiii
thapmakonei No. R1-CEP 2000-143-Rev 08
(3atBepmxeHo: No. R1-CEP 2000-143-Rev 07)ans
A®| CanbbyTamony cynbgaT Bif BXe 3aTBepAKEHOro
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yrnakoska)
Bupo6HMka NEULAND LABORATORIES LIMITED,
IHAis. Y 3B'A3Ky oHOoBNeHHs CEP Biabynacsa 3miHa
agpecu 3aTBepaxeHoro Bupo6Hnka NEULAND
LABORATORIES LIMITED, IHgis
252. | CAHAIMYH KOHUeHTpaT Ans Hosaprtic Lseiuapi BMPOGHMLITBO, Lseiuapis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3165/02/01
po3unHy ons dapma Al A KOHTPO/b AKOCTI, Icnanis/ Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
iHcpys3iiA, 50 mr/mn, nepBuHHe HimeyunHa/ thapmakoHarnsgy. BeegeHHs abo 3miHu fo
no 1 mn B amnyni; nakyBaHHs, PpaHuis y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
no 10 amnyn B BTOPWHHE (BBEAEHHSA y3araslbHEHNX AaHUX NPo cUcTemy
KapTOHHIlA KOpooLi nakyBaHHS: hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
HosapTic ®apma BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnagy;
LTeiH AT, KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
LLieiiuapis; 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLLO BOHa
BWMYCK Cepil: BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
HoBaprTic 3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
PapmacbloTHKa, KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
C.A,, IcnaHis; dhaiina cuctemmn thapmakoHarnsgy) 3MiHa KOHTaKTHUX
BWMYCK Cepil: [aHVX YNOBHOBA&XEHOI 0COOU 3asBHNKA,
HosapTic ®apma BignoBigasibHOI 3a hapmakoHarnsg. 3miHa
vm6X, HimeuunHa; MicLe3HaxXoMKeHHs macTep-haiina cuctemm
BTOpPUHHE hapmakoHarnsgy. 3miHa Micus 34iCHEHHST OCHOBHOT
nakyBaHHs: LisiNbHOCTI 3 hapmakoHarnagy
[Jenbdapm [IKoH,
PpaHujs
253. | CEBIKAP TabneTkun, BKPUTI 3eHTiBa, K.C. Yecbka [Jaiui CaHkio HimeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHux maTtepianis: 3MiHu | 3a UA/17662/01/01
HCT NiBKOBOO Pecny6nik FOpoyn MmeX Tnny - 3MiHK 3 aKocTi. CepTudikar BignosigHOCTI/IE- peyenmom
o060n0oHkoto, 20 a cepTudikaT BignoBigHOCTI EBponeinchkiii
mr/5 mr/12,5 wr; hapmakonei/MoHorpadii. NMogaHHs HoBOro abo
no 14 TabneTtok y OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
6nicTepi; no 2 BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
6nictepay hapmakonei: ana Adl; ans BuxigHoro
KapTOHHIW navv,; marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPUCTOBYHOTbCS Y BUpOOHULTBI ADI; ans
[0NOMDKHOT peyoBrHU (CepTudpikat BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHOBNeHWn cepTuddikat
Bif] y)X€ 3aTBePAKEHOro BUPO6HMKa - OHOBNIEHHS
cepTudcpikaTa BiANOBIAHOCTI EBpONEchbkili
thapmakonei 3 [R1-CEP 2013-105 - Rev 02] Ha [CEP
2013-105 - Rev 03] ans AitoHoi pevoBUHU
ofiMecapTaHy MeLOKCOMIN Bif BXe 3aTBepAKeHoro
BnpobHmka EUROAPI HUNGARY Ltd., YropwuHa
254. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Jaivi CaHkio HimeuunHa BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/17662/01/04
HCT NiBKOBOO Pecny6nik tOpoyn MméeX TMny - 3MiHK 3 aKkocTi. CepTudikar BignosigHocCTI/IE- peyenmom
060s10HKo0, 40 a

Mr/10 mr/12,5 wr;
no 14 TabneTtok y
6nicTepi; no 2

cepTugikaT BiAMNOBIAHOCTI €BPONENChKil
hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignosigHOCTI abo
BWIYYEHHS cepTudiikaTa BignoBigHOCTI E€Bponeiichbkii
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6nictepay thapmakonei: aona A®l; ons BUxigHoro
KapTOHHIA navui marepiany/peareHTy/npoMiKHOro NPoAyKTy, Lo
BMKOPWCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0NOMDKHOT peyoBrHK (cepTudikat BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii cepTudiikaT
Bif] y)Xe 3aTBePMKEHOro BUPO6HMKa - OHOB/IEHHS
cepTudpikaTa BiANOBIAHOCTI EBpONEchkili
thapmakonei 3 [R1-CEP 2013-105 - Rev 02] Ha [CEP
2013-105 - Rev 03] ans Aito4oi pevoBrHM
ofiMecapTaHy MefoKCOMIN Bif BXe 3aTBepAKeHoro
BupobHmka EUROAPI HUNGARY Ltd., YropwuHa
255. | CEPTUKAH Tabnetku no 0,75 HoBaprTic Lseiiuapi Brpo6HMUTBO, LlBeiuapis/ | BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | 3a UA/3913/01/03
Mmr; no 10 dapma Al A KOHTPO/b SIKOCTI, PymyHis TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuenmom
Tabnetoky nepBuHHE thapmakoHarnagy. BeegeHHs abo 3miHu oo
6nictepi; no 6 nakyBaHHs, y3ara/ibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
6nictepiB y BTOPVHHE (BBEAEHHSA y3ara/lbHEHNX AaHUX PO cucTeMy
KOpOO6Li 3 KapTOHY nakyBaHHs, BUMYCK hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
nakyBaslbHOro cepii: HoBapTic BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
dapwma LUTeliH AT, KOHTaKTHOT 0co6U 3 chapmakoHarnsay 3asBHuKa 45
LLisenuapis; 3AiicHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
KoHTponb sikocTi: BiAMiHHa Bif YNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI
$apmaHanituka 3a 3gjlicHeHHs chapMakoHarnsay (BkiYakyn
CA, LWWseliyapis; KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
Brpo6HMLTBO 3a thaiina cuctemun chapmakoHarnsgy) - 3miHa
NOBHUM LIIK/TOM: KOHTaKTHUX AaHMX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
Canpos C.P.J1., BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
PymyHis MicL,e3HaxXoKEHHS MacTep-ghaiina cuctemm
hapmakoHarnsgy. 3miHa Micus 34iliCHEHHSI OCHOBHOT
AisIbHOCTI 3 thapmakoHarnsgy
256. | CK-CA, cynosuTopii dPapmiHa MonbLa PapmiHa /lTa Monbwa BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/17590/01/01
CTPENTOKIH | pekTasbHi no Nt TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenmom
A3A- 15000 MO/1250 thapmakoHarnsgy. BeegeHHs abo 3miHu o
CTPENTOAO | MO;no 6 y3araslbHeHNX AaHux npo cuctemy dpapmakoHarnsgy
PHA3A cynosuTopiiB y

6nictepi; no 1, 2
abo 3 6nictepu y
KapTOHHIlA
ynakoBLi

(BBEAEHHSA Y3araslbHEHUX JaHUX NP0 cUcTemMy
hapMakoHarnisgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0CO6U 3 thapmakoHarnsgy 3assBHuKa A5
3AjiicHeHHs chbapmakoHarnsagy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTakTHOT
0cobu 3asBHMKA, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YKpaiHi.
[itoua pepakuis: MNaTteypbknin OnekcaHap |BaHOBUY.
MponoHoBaHa pepakuin: YaneHko OnekcaHapa
IropiBHa. 3MiHa KOHTaKTHMX A@HNX KOHTaKTHOI 0cobu
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3asBHVIKa, BifNOBigas/IbHOI 3a (hapMakoHarnsag B
YkpaiHi
257. | CONIAAro pO34MH Ans Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/4374/01/01
KOMMOS3WUTY | iH'ekuiii; no 2,2 mn Xainbmitte a Xainbmitrens TMny - 3MiHK WoAo 6e3nekn/edekTUBHOCTI Ta peuenmom
MC B amnyni; no 5 Nb Xeesb Xeenb M'm6X thapmakoHarnagy. BeegeHHs abo 3miHu oo
amnys y KOHTYPHii rM6X y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
YapyHKoBIl (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
ynakoBLi; no 1 a6o hapmakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
2, a6o no 20 BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
KOHTYPHUX KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ans
YapyHKOBMX 3AiicHeHHs thapmakoHarnsgy B YKpaiHi, Ko BOHA
yMakoBOK y BiAMiHHa Bif YNOBHOBaXeHOI 0co6y, BiANOBIAA/IbHOI
KopoOLi 3 KapTOHY 3a 3gjlicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsa B YkpaiHi
258. | COPBI®EP TabneTku, BKpUTI 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/0498/01/01
AYPYNEC 060/10HKOIO, 3 dapmaueBT dapmaLeBTUYHUI TMny - 3MiHKM 3 AkocTi. CepTudikaT BignosigHoOCTI/IE- peuenmom
MogupikoBaHUM WNYHWIA 3aBOf, 3aBog ElC cepTudikaT BiAnoBigHOCTI €EBponeinchkiii
BUBINIbHEHHAM, Erc thapmakonei/moHorpadii. NMogaHHA HoBOro abo
320 mr/60 mr; no OHOBJIEHOrO cepTudikaTa BignoBigHOCTI a6o
30 a6o 50 BWYyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
Tabnetok y cthapmakonei: ana A®l; ons BUxigHoro
CKNSIHOMY marepiany/peareHTy/npoMKHOI0 NPOAYKTY, L0
thnakoHi; no 1 BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
donakoHy B [0MNOMDKHOT peyoBrHK (cepTudikar BignoBigHOCTI
KapTOHHIlA €Bponeiicbkilt hapmakonei) - OHOBNEHWi cepTudpikat
ynakoBLi Bifl y)Ke 3aTBEep)KEHOro BUPOGHYKa - NOAaHHS
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2007-368-Rev 04
(3atBepaxeHo: R1-CEP 2007-368-Rev 03) ans gjtoyoi
pevoBUHM 3ani3a cynbaty 6e3804HOIO Bif,
3aTBepKeHoro Bupo6bHuka «Dr. Paul Lohmann GmbH
& Co. KGAA.», HimeyunHa
259. | C[NABMOMEH | Tabnetku, BKpUTI A. MeHapiHi ITanis Brpo6HMuTBO "in HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/7146/01/01
® NiBKOBOO IHaycTpie bulk": BEPJTIH- ITanisa TUny - 3MiHK 3 akocTi. A®L. KoHTponb A®I. 3miHa y peyenmom
060/10HKOH0, MO 40 dapmaueyT XEMI AT, MeTogax BunpobyBaHHA A®| abo BUXiAHOTO
Mmr; o 10 nue PiyHiTe HimeuunHa,; marepiany/npoMiKHOro NpPoAyKTy/peareHTy, LWwo
Tabnetoky C.pJL. MakyBaHHA, BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AP (iHLi
6nictepi; no 3 KOHTpO/b Ta 3MiHM Y MeTOoAax BUNPOOYBaHHA (BK/THOYAOUN 3aMiHy
6nictepu B BUNYCK Cepiii: abo gonoBHeHHs)) A®| abo BUXiZHOro/NPOMIXXHOTO
KapTOHHIiiA BEP/IH-XEMI AT, NPOAYKTY) BK/IHOYEHHSA po3ginis 3.2.S 3asBHUK LLOAO
Kopobui; no 15 HimeuunHa, ASMF Ta BKNtoYeHHsAM BEPX siK anlbTepHaTUBHOIo
Tabnetok y HimeuunHa,; TecTy ANs aHani3y Ha OTU/IOHI0 Gpomia,
6nicTepi; no 2 Brpo6HuuTBO "in po3pob6neHoro Ta BanigosaHoro FPM. 3minu | Tuny -
6nictepu B bulk", nakyBaHHs 3MiHM 3 sIKOCTi. [0TOBMIA Nikapcbkuii 3acib. Cnuctema
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KapTOHHilA KopooLi

Ta BUNYCK cepiit:
A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1.,
ITanis; KoHTposnb
Ta BUNYCK cepiit:
A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1.,
ITania

KOHTeliHep/3akynopoBasbHKii 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby

(iHWi 3miHW) 3MiHa NnapameTpa cneumdikau;i

«30BHILLHIN BUTAL» AN5 @OMIHIEBOT (hoNbrn. 3miHn |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby

(iHWi 3miHW) 3MiHa NnapameTpa cneumdikau;i
BMPO6HYMKa «30BHiLLHIl BUrnag» ans NBX/MBAOX.
3MmiHu | TMRY - 3MiHK 3 SKOCTi. FOTOBMIA NiKAPCbKNI

3aci6. Cuctema KoHTeliHep/3akyrnopoBasibHUii 3aci6.
3MmiHa napameTpiB cneumdikauii Ta/abo fgonycTUMnx
MeX NePBUHHOI YMakoBKM rOTOBOIO NiKapCbKOro
3acoby (iHLWi 3MiHK) 3MiHa MeX napameTpa
cneundikauii «ToswmHa nniskv» ana MNBX/MBX.
3MmiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKNi
3aci6. Cuctema KoHTeliHep/3aKkynopoBasibHuii 3aci6.
3MiHa napameTpiB cneumdikauiii Ta/abo fgonycTUMnx
MeX NePBUHHOI YMakoBKM rOTOBOIO NiKapCbKOro
3aco0y (BMlyYeHHS HE3HAYHOrO NOKa3HMKa
(Hanpuknag, 3acTapifioro NokasHuKa)) BUIYyYEHHS

HeCcyTTEBOrO NoKa3Huka «JlakyBaHHA» A1

NOMIHIEBOT PO/brn. 3MiHN | TUNY - 3MiHW 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynoptoBasnbHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBNHHOT YNakoBKM FOTOBOrO MiKapCbKoro 3acoby

(BMNyYEHHS1 HE3HAYHOrO NoKasHVKa (Hanpuknag,
3acTapinioro nokasHuka)) BUTy4YeHHA He3Ha4YHOro
nokasHuka «®onbra» Ans atoMiHieBoi honbrn. 3miHn
| TMNY - 3MiHW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3acio.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAYHOrO NoKasHvKa (Hanpuknag,
3acTapisioro NokasHMKa)) BUIYyYEHHS He3HAYHOro
nokasHuka «TepMOCTIlKWIA nak» 4718 aftoMiHIEBOT
honbru. 3miHy | Tuny - 3MiHK 3 AKocTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3aKynoptoBasnbHuii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBNHHOT YNakoBKM FOTOBOrO NiKapCbKoro 3acoby

(BMNyYEHHS1 HE3HAYHOrO NoKasHVKa (Hanpuknag,
3acTapinioro nokasHuka)) BUTy4YeHHA He3Ha4YHOro
nokasHuka «Maca Ha m2 MBAX» ans NBX/MBAX.




164

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. Cuctema KoHTelHep/3akynoptoBasibHU 3aci6.
3miHa napameTpiB cneuudikauii Ta/abo AonycTumumx
MeX MepPBUHHOI YMakoBKM rOTOBOTO NiKapCbKOro
3aco6y (BUyYEHHSI HE3HAYHOTO MOKa3HMKa
(Hanpwvknag 3acTapifioro NoKasHKKa)) BUTyYeHHs
He3Ha4yHOoro nokasHuka «Ycagka» ansa NBX/MBAX.
3MiHuW | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3acib. Cuctema KoHTeliHep/3aKkyrnopoBabHUii 3aci6.
3miHa napamMeTpiB cneuudikauii Ta/abo AonycTuMmx
MeX NepPBUHHOT YNakoBKM FOTOBOTO NiKapCbKoro
3aco6y (foNOBHEHHS cneuudikauil HOBYM MOKa3HUKOM
3 BiA4MOBIAHNM METOAOM BMNPOOYBaHHS) AONOBHEHHS
crneungikauii NokasHNKOM «TOBLLMHA )ONbIM» ANs
anoMiHieBoi obrn. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKii 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo AONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
(monoBHeHHA cnevmdikavii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M BUNPOGYBaHHS) LOMOBHEHHS
cneumdikaLii NOKasHMKOM «laeHTudikalis cTopoHu
MBX» gna NBX/MBX. 3MiHu | TUNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposb roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNpoGyBaHHS
rOTOBOrO /iKapCbKoro 3acoby (Hes3HayHa 3miHa y
3aTBEPKEHUX MEeTOoAax BUNPOOYBaHHSA) He3HAuHI
3MiHW Y MeTogax BUnpobyBaHHAX «LLBMAKICTb
PO34MHEHHS». BBEAEHHA 3MiH NPOTArOM 6-TW MicsuiB
nicns 3aTBepAkeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HULTBa
roTOBOrO NikapCcbKoro 3acoby (iHLi 3MiHWX) 3MiHW Y
po3gini 3.2.P.3.3. Onuc BMpo6HUYOro npotiecy Ta
KOHTPO/IO NpoLecy, a came: 3MiHa CTOCY€ETbCA
netanisauii fogaBaHHA pob6ounx ymos metogy IPC
«3a/INLLKOBA BOJOTICTb». 3MiHM | TUny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. (iHLWi 3MiHW) 3MiHW Y
po3aini 3.2.P.3.3. Onuc BUpo6HMYOro npotecy Ta
KOHTPOJI0 MpoLiecy, a came: BUNPaB/IEHHS
peaakuiiHoi noMWsIKv B po3gini «O6nagHaHHSA». 3MiHW
| TMny - 3MiHu 3 AkocTi. APl KoHTposb APl 3miHa y
mMeTofax BunpobysaHHsa AP| abo BUXigHOro
marepiany/npomMiKHOrO NMPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoueci BUpobHuLTBa ADI (iHLWi
3MiHWM Y MeTofax BUNPo6yBaHHS (BKNOYaUM 3aMiHy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOrO

NPOAYKTY) 3MiHW Y MeTofax BUNpobyBaHHsA Aitoyol
PeyoBMHM, a came: [ONOBHEHHS a/lbTePHATUBHUM
MeTogoM X ANa BU3HAYEHHSA 3aUTULLKOBUX KifIbKOCTeW
PO3YMHHWKIB. 3MiHW | TUMY - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHU Y
npoueci BUpOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoLeci BUPO6HULTBA) HE3HAYHI
3MiHV Y npoueci BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y: 3MiHa KifIbKOCTi BOAM, LLIO BUAANSETLCA Nif
yac npouecy CyLiHHA. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkuid 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHM y npoLieci BUPO6HMLITBA FOTOBOTO /iKApCbKOro
3aco0y, BK/IOYatoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLTBA) HE3HAYHI 3MiHW Y NpoLeci BUPOGHULITBA
roTOBOrO /iKapCbKoro 3acoby, a came 3mMiHW y po3gini
"O6nagHaHHa" BUpo6Huka Berlin-Chemie AG. 3miHn |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHX Y NpoLieci BUPOGHMLTBA
roTOBOrO JIiKAPCbKOro 3acoby, BK/OYaUM MPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
rOTOBOrO /iKapCbKoro 3acoby (Hes3HayHa 3miHa y
npoueci BUPOOHULITBA) HE3HAYHI 3MiHW Y MpoLeci
BMPOGHMLITBA FOTOBOrO /liKapcbKoro 3acoby, a came
«CTagjia CyLiHHA BUKOHYETbLCSA ABiYi» BUPOGHMKA
Berlin-Chemie AG. 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHN Y npoLieci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BVMPOGHMLTBA) HE3HAYHI 3MiHU Y NpoLeCi BUPO6HULTBA
roToBOro Nikapcbkoro 3acoby, a came «BK/IHOYEHHS
[0[aTKOBOro eTany npocitoBaHHA nicns 4ogaBaHHSA
MarHito cteaparty» BupobHuka Berlin-Chemie AG.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHW Yy npoueci
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBGHMLTBI FOTOBOTO NiKapCLKOro 3acoby
(He3HauHa 3miHa y mpoueci BUpOoGHNLTBA) HE3HAYHI
3MiHM y NpoLeci BUPO6GHULTBA rOTOBOTO J1iKapCbKOro

3acoby, a came «0AaBaHHs NOMOMiXXHUX PEYOBUH
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

[N NOKPUTTS 3 ABOX Pi3HMX eTaniB Ha OAWH eTan»
BMpo6HMKa Berlin-Chemie AG. 3miHu | Tuny - 3miHun 3
AKoCTi. [0TOBWIA Nikapcbkunii 3aci6. KOHTPOb rOTOBOTO
nikapcbKoro 3acoby. 3MiHa y MeToax BUNpoGyBaHHS

roTOBOrO /iKapCbKoro 3acoby (Hes3HauHa 3miHa y
3aTBEPAKEHNX MeTOAaxX BUNPO6YBaHHA) He3HauYHa
3MiHa B MeTOZj BUNpobyBaHHs BEPX ans kinbkicHoro
BW3HAYEHHS Ta BU3HAYEHHS AOMILLOK 3 fOfaBaHHSAM
a/IbTEPHATUBHOIO PO34nHy SST (BunpobyBaHHs
cuUCTeMW Ha NpUAATHICTb). BBeAeHHSA 3MiH NPOTArom 6-
TV MicsliB nicns 3aTBepkeHHsA. 3MiHu | Tuny - 3MiHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOTO
nikapcbKoro 3aco6by. 3MiHa y MeToax BUNpoGyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW Y MeTogax
BMNpo6yBaHb (BK/IOYaKUM 3aMiHy abo [OMOBHEHHS))
fJofasaHHA onucy npoLieaypy BUNpobyBaHHA
MiKpPOGiO/I0r4YHOro KOHTPOIIO LWOAO BUPOBHUYOT
pinbHUL A. Menarini M.L.S. S.r.l. BBegeHHs1 3MiH

NPOTAroM 6-TW MicALB Nic/a 3aTBepAKEHHS.3MiHN |

TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio.
KoHTposb roToBoro fikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpoGyBaHHSA rOTOBOrO MiKapCbKoro 3acoby
(BnyveHHss meToay BUNPOOYBaHHS, AKLLO BXe
3aTBEPIKEHWNIA aflbTEPHATUBHUI METOA) BUTyYEHHS
MeToAy NOBEPXHEBOrO PO3CilOBaHHSA 3
MiKpO6I0/10riYHOro KOHTPOSI0 BUPOGHMKa Berlin-

Chemie AG. BBeaeHHs 3MiH MPOTATOM 6-TW MicsL,iB

nicnsa 3aTBepmkeHHA.3MiHN | Tuny - 3MiHW 3 SKOCTI.

[0TOBWIA Nikapcbkuii 3aci6. KOHTposIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO NiKapcbKoro 3acoby (BUyYeHHs meToay
BUNPOBYBaHHS, AKLLO BXE 3aTBepKEeHWIA
aNlbTepHaTMBHUIA METOA) BUTYYEHHS METOAY
Hai6inbL BiporigHoro uncna (MPN) 3
MiKpob6iosnoriyHoro koHTposto Berlin-Chemie AG.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepKeHHs. 3MiHu Il Tuny - 3MiHn 3 aKocTi. AdI.
(iHwWi 3miHW) NogaHHA oHoBNeHoi Bepcii ASMF

(Version 5.0 — December 2021 edition) ans gitouoi

pPeYOBUHM OTU/IOHIO Gpomigy BUpo6HMKa Olon S.p.A.

260.

CMACKYMPE
Nb IH'EKLJT

PO34MH AN
iH'EKL; po3unH
ans iv'ekuii no 1,1
M B amnysi; no 5
ammyn y KOHTYpHIiA
YapyHKOBIl
ynakoBLi; no 1,

Bionoriwe
Xahnbmitre
b Xeesnb
m6X

HimeyunH
a

Bionoriwe
XainnbMitTenb
Xeenb M'mM6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu fo
y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cUcTemy
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NoBiAa/IbHOI 32 34iCHEHHST hapMakKoHarnsay;

6e3
peyenma

UA/11194/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
abo no 2, abo no KOHTaKTHOi 0cobu 3 chapMakoHarnagy 3asBHuka ons
20 KOHTYPHUX 3[jiCHEeHHsI hapMakoHarnsay B YKpaiHi, AKLL0 BOHA
YapyHKOBUX BiAMiHHa Bif YNOBHOB&XeHOI 0c06y, BiANOBIAA/IbHOI
yNakoBOK Y 3a 3fificHeHHs dhapmakoHarnsagy (Bkiovaumn
KOpo6Li 3 KapTOHY KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnisgy). 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKa, BIAMNOBIAa/IbHOT 3a
hapmakoHarnsg B Ykpaii.
261. | CTONTYCWUH- | kpanni opasbHi, TOB «TeBa YkpaiHa TeBa Yex Yecbka BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 6e3 UA/2447/01/01
TEBA pO34uH, no 10 mn YkpaiHa» IHAacTpi3 c.p.o. Pecny6nika TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHOCTI/IE- peyenma
abo 25 mny cepTudikaT BiAgnoBigHOCTI €EBponenchkiii
ch1akoHi 3 thapmakonei/MoHorpadii. 3mMiHuW, NoB'A3aHi 3
KPULLIKOLO- HeOobXifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
KpanesibHULEl; MoHorpadii dY a6o €sponeiicbkoi hapmakonei, abo
no 1 dpnakoHy B iHLOI HaljoHanbHOI hapmakonei aepxasu €C (3miHa
Kopobui y cneyudpikaLisix, nos'a3aHa 3i 3miHamu B J®Y, abo
€sponelicbkin hapmakonel, abo iHLWi HavioHaNbHI
thapmakonei gepxasu €C). MNprBeaeHHA cneumdikawi
[0MOMDKHOT peqoBUHM MponineHrnikons y
BiANOBIAHICTb A0 OHOB/IEHOI MOHOrpadii E®
"Propylene glycol".
262. | TANTIKOM® Kpanni oyHi; no 0,3 CaHTeH AT PiHNsAHAIA Bupo6bHuuTBO, PpaHuis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/15538/01/01
My THOOUKY- nepBuHHE Ta PiHNAHAIA Tnny - 3MiHK 3 aKkocTi. CepTudikat BignosigHOCTI/IE- peyenmom
KpanesbHuLj; no BTOPVHHE cepTudikaT BignoBigHOCTI EBpoNenchkiii
10 To6uKiB- nakyBaHHs, hapmakonei/MoHorpadii. NMogaHHs HoBOro abo
KpanesnbHULb y KOHTPONb AKOCTI: OHOB/IEHOrO cepTudpikaTa BignoBigHOCTI abo
naketi; no 3 Na6opatyap BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
naketu y HOHiTep, ®paHuis; hapmakonei: ana Adl; ans BUxigHoro
KapTOHHI KopoobLi Bupo6HuK, marepiany/peareHTy/npoMiKHOro NPOAyKTY, Lo
BiANOBIfaNbHWIA 3a BUKOPWCTOBYIOTbCS y BUPOOHULTBI ADI; ans
BUNYyCK cepil: [0NOMDKHOT peyoBrHU (cepTudpikat BignoBigHOCTI
CaHTeH AT, €Bponeiicbkin thapmakonei) - OHOBNeHWin cepTuddikat
PiHNAHgiA Bif] y)Xe 3aTBepKEHOro BUPOGHMKA - NOJaHHSA
OHOBJIEHOIO cepTudpikaTa BianoBigHOCTI €EBponeinceLKoT
hapmaxonei Ne CEP 1996-049 - Rev 07
(3aTBepmkeHo: R1-CEP 1996-049 - Rev 06) gnsa Adl
TUMOSI0/Y Manearty Bif, 3aTBEPAXEHOTO BUPOBHMKaA
PCAS
263. | TENNPEC Tabnetku no 40 AT YkpaiHa MoBHWIA LyKN IcnaHis BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a He UA/15949/01/01
nnoc mr/12,5 wr; no 14 "Papmak” BUPOBHULTBA, MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyernmom nionsieae
Tabnetok y BMNYCK cepil: hapMakoHarnisgy. 3miHa y KOpoTKiii XxapakTepucTuLi
6nicTepi; no 2 abo NABOPATOPIOC nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKLiT
no 7 6nictepis y NIKOHCA, C.A,, 0151 MeQMYHOro 3acTocyBaHHA Ha niAcTasi perynspHo
KapTOHHIM nauui Icnanis; OHOBJIHOBAHOrO 3BiTY 3 6€3MeKN NiKapcbKoro 3acooby,

KOHTpOsb SIKOCTi:
NABOPATOPIO
EYEBAPHE, C.A,,

a60o focnigpkeHb 3 6e3neky 3acToCyBaHHS NiKapCbKoro
3acoby B nicnspeecTpauiliHuii nepios, abo sk
pes3ynbTaT OLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHMX
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

IcnaHis

BiANOBIAHO A0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom) - 3MiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ainis "OcobmBOoCTi 3acTocyBaHHs", "MOGIYHI
peakuii BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i 3
6e3neku Ajtoyoi pevoBuHY (TenmicapTaHy) 3rigHo 3
pekomeHgauismm PRAC. TepmiH BBe4EHHS 3MiH
npoTArom 6 micsiB nicns 3aTBepgkKeHHs. 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHM BHECEHO [0
IHCTPYKUIi 415 MEJMYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby fo po3giny "Mo6ivHi peakuii” (Lono
NoBIAOMIEHHA MPO MiJO3PIOBaHi NOBIYHI peakwi).
TepmiH BBeAileHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEPAXKEHHS

264.

TENMNPEC
nnoc

Tabnetkn no 80
mr/25 mr; no 14
Tabnetok y
6nictepi; no 2 abo
no 7 6nictepiB y
KapTOHHI nauui

AT
"Papmak”

YkpaiHa

MoBHUIA LKA
BMPOGHMLITBA,
BUNYCK cepil:
NABOPATOPIOC
JNNIKOHCA, C.A,,
Icnais;
KoHTponb sikocTi:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tuny - 3miHK Woao 6e3nekn/edekTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili XxapakTepucTuui
NiKapcbKOro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[AN19 MeANYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3MeKkun Nikapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acTOCyBaHHS JlikapCbKOro
3acoby B mic/isipeecTpaviiiHuii nepiod, abo sk
pesynbTaT OLjiHKM 3BIiTY 3 AOCAIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
(3MiHy y3rofpkeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHW BHECEHO A0 IHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby o
po3gainiB "OcobnmBocTi 3acTocyBaHHS", "TMoGiYHI
peaxuii” BignoBigHO 40 OHOBNEHOT iHhopmMaLlii 3
6e3nekun Aito4oi pevoBrHN (TenmicapTaHy) 3rigHo 3
pekomeHaauismm PRAC. TepmiH BBEAEHHS 3MiH
NPOTAroM 6 MicAILiB Nicns 3aTBepXKeHHS. 3MiHK | Tuny
- 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO [0
IHCTPYKUIi ANA MEeAMYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby fo po3giny "MobivHi peakuii” (Lwon0
NoBiJOM/IEHHS MPO MiJ03pIoBaHi NOBIYHI peakw;i).
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPKEHHS

3a
peyenmom

He
niossieae

UA/15949/01/02

265.

TENMNPEC
nnoc

Tabnetkn no 80
mr/12,5 wr; no 14
Tabnetok y
6nicTepi; no 2 abo
no 7 6nictepis y
KapTOHHIW nayui

AT
"Papmak”

YkpaiHa

MMoBHUIA UMKN
BMPOBHULTBA,
BWMYCK Cepil:
NABOPATOPIOC
NIKOHCA, C.A,,
IcnaHis;

IcnaHis

BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
[ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKMN NiKapCbKoro 3acoby,

3a
peyenmom

He
nionsieae

UA/15949/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KoHTposb sikocTi:

NABOPATOPIO

EUEBAPHE, C.A.
IcnaHis

abo gocnigkeHb 3 6e3nekn 3acToCcyBaHHA NiKapCbKoro
3acoby B nicnspeecTpauiiiHuii nepios, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
BiANOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3ro)KeHO 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3ainis "OcobmBOoCTi 3acTocyBaHHs", "MOGIYHI
peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i 3
6e3neku Ajtoyoi pevoBuHY (TenmicapTaHy) 3rigHo 3
pekomeHgauismm PRAC. TepmiH BBeAEHHS 3MiH
npoTArom 6 micsiB nicns 3aTBepgkKeHHs. 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHWM BHECEHO [0
IHCTPYKUIi 415 MEJMYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby o po3giny "Mo6iyHi peakuii” (Lono
NoBIAOMIEHHA MPO MiJO3PIOBaHi NOGIYHI peakwi).
TepmiH BBeAileHHS 3MiH MPOTAroM 6 micauis nicns
3aTBEPAXKEHHS

266.

TENCAPTAH-
H

Tabnetkn no 80
mr/12,5 wmr; no 7
Tabnetok y
6nictepi; no 2 abo
4 6nictepu B
KapTOHHIlA KOpooLi

4-p Peagi'c
NabopaTtopi
clitg

IHais

[O-p Peppj'c
Na6opaTtopic NT4,

IHais

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |
Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta
hapmMakoHarnagy. 3miHa 4actoTv Ta/abo TepPMIHIB
NOAaHHA peryssipHo OHOBJIIOBAHMX 3BITiB 3 6e3neku
nNikapcbKknx 3acobiB. 3mMiHa 4acToTK Ta TEPMIHIB
nofaHHA perynsapHoO OHOBJ/IOBAHOrO 3BIiTY 3 6e3neku:
[itova pegakuia: Yactota nogaHHsA peryasipHo
OHOBJIKOBAHOTO 3BiTYy 3 6e3neku - 1 pik. KiHueBa gata
0N BKNOYEHHA aaHux o PO3b - 11.04.2018 p. data
nogaHHs - 20.06.2018 p. MNMponoHoBaHa pegakLis:
YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3neku - 3 poku KiHueBa gata AN BKIOYEHHSA JaHnX
[0 PO3B - 31.03.2025 p. flata nogaHHsa — 29.06.2025
p. PekomeHA0BaHO [0 3aTBEPKEHHS BiANOBIAHO [0
nepioAnNYHOCTi NOAAaHHA PErynNsipHO OHOB/IOBAHUX
3BITIB 3 6@3Mneku Mikapcbknx 3acobis y €C.

3a
peyenmom

UA/14775/01/01

267.

TECANIH

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0 110 10
Tabnetok y
6nictepi; no 2 abo
6 6nictepiB y
KapTOHHI KopoobLi

Amakca Jitg,

Benuka
BpuTaHis

BMPOGHMLTBO 3a
NOBHUM LIVIK/TOM:
Makc LUennep
3boHe AT,
LLiBeiiuapis;
KOHTPONb AKOCTI:
Na6op Uonnixrep
Ar, LLseliuapis;
KOHTPONb AKOCTI:
IHTepnabop benn
Ar, Lseiiuapis

LLiBefiuapis

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TUny - 3MiHK 3 AKOCTi. APl KoHTponb A®L. 3miHa y
mMeTodax BunpobysaHHsa AdP| abo BuXigHOro
marepiany/npoMiKHOro NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPA)KEHNX METOAAX
BUMPOOYBaHHSA) - BHECEHHS 3MiH O MeToay
BMNpo6yBaHHa PV-2555 Mono calcium phosphate
monohydrate y 3B’A3Ky 3 OHOB/eHHsIM PernameHTty €C
Ne 231/2012 Ta BHECEHHAM peAakLiliHiX 3MiH,
30Kkpema 6ifibLL TOYHOTO ONUCY PeakTuBiB. 3MiHW | TUNy
- 3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y

6e3
peyenma

UA/17262/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWA/MPOMIKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AP (iHLWi
3MiHW) - OHOB/IEHHS cneuudikauii BUXigHoro
matepiany Mono calcium phosphate monohydrate, a
came OHOB/IEHO MOCUIaHHA Ha BigNoBIgHWIA
pernameHT €C w080 xap4yoBux fob6asok (Tenep
BMKOPUCTOBYETbCS PernameHt €C Ne 231/2012
3amicTb Ne 2008/84/EC). MNpu ubomy kputepii
NPUIAHATHOCTI A8 MULL'SIKY Ta CBUHLIKO 3BYXEHO:
MakcUMasbHi piBHI 3MeHLweHo 3 3 Ta 4 mr/kr go 1 mr/kr,
BiNOBIAHO, & TAKOX A0AAHO NapameTp BUNPOOYyBaHHA
Ha antoMiHili. Kpim Toro, BignoBigHiCTL BUMOram
yncToTn 3a PernamenTtom Ne 231/2012 y3arasibHEHO
OHVMM NapameTpoM BMMPOBYBaHHA 3aMiCTb nepeniky
BCIX TECTIB HA YACTOTY OKpeMO. 3MiHu | Tuny - 3miHn 3
akocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BUNpobyBaHHA A®l abo BUXigHOTO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLeci BUpo6GHMLTBa ADI
(He3HauHi 3MiHW Y 3aTBEpKEHNX MeToAax
BMNPOOYBaHHS - BHECEHHS 3MiH 40 MeToay
BMNpo6yBaHHA PV-1759-03 Complexometric titration of
calcium in mono calcium phosphate monohydrate and
calcium phosphate in the adsorber using titration
3aMiHuM, a caMe 3aMiHa paHille BUKOPUCTOBYBaHOIO
iOHHO-CENEKTUBHOrO e1eKTpoAa Ha HOBWiA
KOMGIHOBaHWI iIOHHO-CENEKTUBHUIA eNeKTpog, aNst
KauTbLLit0

268.

TECTIC
KOMMO3NTY
M

pO34uH Ans
iH'eKUin no 2,2 mn
B amnyni; no 5
ammnyn y KOHTYpHIiA
YapyHKOBIW
ynakosLj; no 1, no
2 abo no 20
KOHTYPHUX
YapyHKOBUX
yMakoBOK y
KOpo6L,i 3 KapTOHY

Bionoriwe
Xaiinbmitte
b Xeesb
m6X

HimeyunH
a

Bionoriwe
XalinbMiTTenb
Xeenb M'M6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX [AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHeHHs hapmMakoHarisay B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigaibHOI
3a 3fjiicHeHHs thapmakoHarnagy (Bkaoyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX SaHMX KOHTaKTHOI 0CO6M 3as1BHMKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg B YkpaiHi

3a
peyenmom

UA/0791/01/01

269.

TETAHYC
TAMMA

PO34uH Ans
iH'ekuiin, 250 MO/1

KEAPIOH
C.MN.A.

ITanisa

KEAPIOH C.IM.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHK 3 sikocTi. CepTudikar BignosigHocTI/IE-

3a
peyenmom

UA/19360/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
M, no 1 mn (250 cepTudikaT BignoBigHOCTI EBponeichkiii
MO) y hapmakonei/MoHorpadii. MogaHHs HOBOro abo
nonepegHbL0 OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
HanoBHEHOMY BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
LUNPULL 3 TONKOO thapmakonei: ana A®l; ans BuxigHoro
[ONs BBEAEHHS; No marepiany/peareHTy/npoMikKHOro NPOAYyKTY, Lo
1 wnpwuuy B BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ansa
KapTOHHilA KOpO6L AonomikHoi pevosuHy (FE-cepTudikar BignosigHoCTI
€Bponevicbkinn hapmakonei ana A®l/BuxigHoro
Marepiany/peareHTy/npomiXHOro NpoaykTy abo
[LONOMIXHOI peqoBMHM) - OHOBNEHWI cepTudikaT Big,
BXe 3aTBEepPKEeHOro BUPO6HYKa MNogaHHs OHOB/IEHOTO
I'E- cepTudikaTta BignoBigHOCTI EBponeiickkiii
tapmakonei (CEP) Big, yxe 3aTBepXeHoro
BMPOGHMKa X0mieBOi kucnoTu. fitoya pegakuis: R1-
CEP 2000-202-REV 07 MNMponoHoBaHa pefakuis: CEP
2000-202-REV 08
270. | TETAHYC pO34MH Ans KEAPIOH ITanis KEAPIOH C.M.A. ITanis BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a UA/19360/01/02
FTAMMA iH'ekuiin, 500 MO/2 C.N.A. TMny - 3MiHKM 3 AKkocTi. CepTudikaT BignosigHOCTI/IE- peuenmom
mn, no 2 mn (500 cepTudikaT BiAgnoBigHOCTI €EBpoNenchkiii
MO) y chapmakonei/moHorpadii. NMogaHHA HOBOro abo
nonepegHsL0 OHOBJIEHOrO cepTudikaTa BignoBigHOCTI a60
HanoBHeEHOMY BWNYyYEHHS cepTudikaTta BignoBsigHOCTI €EBponeicbkii
LUNPULL 3 TOSKOO thapmakonei: ana A®l; gns BuxigHoro
0151 BBEEHHS; N0 marepiany/peareHTy/NpoOMKHOIO NPOAYKTY, L0
1 wnpuuy B BMKOPUCTOBYIOTbCA Y BUPOOHULTBI AdDI; ans
KapTOHHIA Kopoo6Li AonomixHoi pevosuHu (FE-cepTudikat BignosigHOCTI
€Bponelicbkit hapmakonei ana Adl/BuxigHoro
marepiany/peareHTy/npomiKHOro NpoaykTy abo
[OMNOMDKHOT peyoBuHM) - OHOBMEHWI cepTudikar Big,
BXe 3aTBepAKeHOro BUpobHKa MNogaHHs OHOB/IEHOTO
I'E- cepTudikarta BignoBigHOCTI EBponeiichkii
thapmakonei (CEP) Big yxe 3aTBepaXeHoro
BMPOGHMKa X0NieBOI KnucnoTtu. itoya pefakuis: R1-
CEP 2000-202-REV 07 MNMponoHoBaHa pegakuis: CEP
2000-202-REV 08
271. | TUPEOIAEA pO34uH Ans Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4248/01/01
KOMMOS3UTY | iH'ekuiii; no 2,2 mn Xannbmitte a Xainbmitresnb MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom
M B amnyni; no 5 Nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
amnyn y KOHTYPHiiA rvM6X y3arasibHeHUX JaHux npo cuctemy hapmakoHarnsgy

YapyHKOBIN
ynakosLi; no 1 abo
no 2, a6o no 20
KOHTYPHUX
YapyHKOBUX
yMakoBOK y
KOpo6L,i 3 KAPTOHY

(BBEAEHHSA Y3arasibHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiAANOBIAA/IbHOI 32 34iliCHEHH:A hapmakoHarnsgy;

KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asiBHMKa 415

3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLo BoHa

BiAMiHHa Bif, yNOBHOBaXeHOI 0co6bw, BignoBigasbHOT
3a 34jiicHeHHs chapmakoHarnsagy (BkaYakym




172

n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6U 3aABHNKa,
Bi4NoBiAa/IbHOT 32 hapmakoHarnsa B YkpaiHi

272.

TOBPALEKC
®

Kpanni o4Hi no 5
My dh1aKoHi-
KpanenbHuyj; no 1
donakoHy-
KpanenbHuui y
KopoOLi 3 KapTOHY

Hosaprtic
dapma Al

Lseiuapi
A

Hosaprtic
MaHydhakTypiHr
HB

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BiAnNoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOIO cepTudpikaTa BigNoBigHOCTI abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (CepTudiikaTt BiAMnoBIgHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif] y)Xe 3aTBEPAXEHOro BUpO6HUMKa - MogaHHA
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI €EBponeicbkii
thapmakonei Ne R1-CEP 2000-261 - Rev 05
(3aTBepmkeHo: R1-CEP 2000-261 - Rev 04) gnsa Adl
[eKcameTasoHy Bif BXe 3aTBEPAKEHOr0 BUPO6HMKaA
Pharmacia & Upjohn Company, kvt 3MiH/B Ha3BY Ha
Pharmacia & Upjohn Company LLC

3a
peyerimom

UA/2448/01/01

273.

TOBPALEKC
®

Masb 04Ha; no 3,5
ry Ty6i; no 1 Ty6i
y Kopob6u,i 3
KapToHyY

HoBaprtic
dapma Al

Lseiuapi
A

HoBaprtic
MaHydakTypiHr
HB

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOIO cepTudpikaTa BignoBigHOCTIi abo
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NpoOMiKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTLCSA Y BUPOOHMUTBI API; ansa
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIgHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWi cepTuddikat
Bif, y)X€ 3aTBEpXEHOro BUPo6HUKa. MNogaHHs
OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI €EBponeicbkiii
thapmakonei R1-CEP 2000-261-Rev 05
(3aTBepmxkeHo: R1-CEP 2000-261 - Rev 04) gnsa Adl
[eKcameTasoHy Bif BXe 3aTBepKeHOro BUPO6HMKa
Pharmacia & Upjohn Company, USA. ¥ 3B'a3ky 3
oHoBneHHsAM CEP Big6ynacs 3miHa Ha3BM BUPOGHMKaA
Ha Pharmacia & Upjohn Company LLC, USA.

3a
peyerimom

UA/2448/02/01

274.

TOBPEKC®

Kpanni oyHi, 0,3
%; no5mny
doNaKkoHi-
KpanenbHuui; no 1
donakoHy-
KpanesibHuLj y

Hosapric
dapma Al

LBeiiuapi
A

Hosapric
MaHyhakTypiHr
HB

Benbrisa

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu |
TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
CuncTema KoHTeliHep/3aKynoproBasibHUIA 3aci6. 3mMiHa
6yAb-AKOi YaCTUHW MaTepiasly NEPBUHHOI YNaKoBKW,
LLIO HE KOHTaKTY€e 3 rOTOBUM J1iKapCbKUM 3aCO060M
(Hanpviknag Konip KpULLEYOK 3 KOHTPONEM MEPLUOTO

3a
peyenmom

UA/11364/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOpPOOLLi 3 KApTOHY BiAKPUTTSA, KONIp KOAOBUX Kiflelb Ha amnynax,
KOHTelHepa Ans ronok (pisHi Buan nnactmacw) (iHwi

3aci6. (iHwWi 3miHW) BHeceHHs 3MmiH B po3gimm 3.2.P.2.4

3miHW) JogaBaHHs eTukeTkn Pharmalite FSC, wo
HakneweTbCA 3a AonoMorow kneto RP31 PURUS Big
UPM Raflatac. 3atBepaxeHo: label component
materials Mactac Macflex MP120 3anponoHoBaHo:
label component materials Mactac Macflex MP120
UPM Raflatac Pharmalite FSC RP31 Purus 3miHu |
TUny - 3MiHK 3 AKOCTI. [0TOBMIA NikapcbKnii 3acib.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
6yAb-AKOi YaCTUHW MaTepiasly NePBUHHOI YNaKoBKW,
LLIO HEe KOHTAKTYE 3 FOTOBUM NKapCbKMM 3aCO60M
(Hanpviknag Konip KpMLLEYOK 3 KOHTPOMEM MEPLUOro
BIAKPWTTSA, KONIP KOLOBUX Kinewp Ha amnynax,
KOHTeliHepa A/15 ronokK (pi3Hi Buay nnacTmacw) (3miHa,
AIka He BM/IMBA€E Ha KOPOTKY XapakTepucTuky
nikapcbKoro 3acoby) BuganeHHs eTukeTkn Fasson, Wwo
HaK/eEeTbCS 3a A0MOMOro Kiet S692.
3arBepmkeHo: label component materials
Fasson S692 3anponoHosaHo: 3MiHu | TUMY - 3MiHK 3
AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHKii 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX martepianis abo
KOMMN/IEKTYHOUMX (SKLLO 3a3Ha4YeHO B [0ChE)
(BunyuyeHHs noctavyasibHuka) BuganeHHs Nolato
Jaycare sk noctavyasibHMKa KOMMNOHEHTIB YNakoBKn
chnakoHy, 3 BignoBigHMMN 3miHamu B po3gin 3.2.P.7.
CurcTeMa KoHTelHep/3aKynopoBasibHUlA 3aci6. 3miHu |
TUNYy - 3MiHK 3 IKOCTi. TOTOBWIA Nnikapcbkuii 3acio.
CucTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa
nocravasibHMka nakyBasibHUX Matepiasis abo
KOMMEKTYOUMX (SKLLO 3a3Ha4YEHO B [OCHE)
(BunyyeHHs noctayanbHrka) BuganenHs INEOS Eltex
Med 100-MG 12 PP sk noctayasibH1Ka nakyBabHOro
marepiany, 3 BignoBigHMMN 3MiHaMu B po3gin 3.2.P.7.
CurcTeMa KOHTelHep/3aKynopioBasibHUIA 3aci6. 3miHu |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
CucTema KoHTelHep/3aKkynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneundikauii Ta/abo JONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKoro 3acoby
(iHwWi 3miHW) MprBeaeHHS napameTpiB BXigHOro
KOHTPOJTH0 OCHOBHWX KOMMOHEHTIB YNakoBKW y
BiANOBIAHICTb A0 YMHHOI NPaKTVKM BUPOGHMKa M13.
3MiHuM | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii

Ta 3.2.P.7, wo6 BiANOBIAATY YNHHUM BMMOram
Hosapric




174

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
275. | TONIMIA- po34uH Ans TOBAPUCT YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3MiHu | 3a He UA/19533/01/01
ANMI iH'ekuiit, no 1 mn B BO 3 06MeXeHOo TMNYy - AOMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSI peyernmom nionsieae
amnyni; no 5 OBMEXXEH BiANOBIAA/LHICTIO Ta/abo agpecy 3asiBHMKa (B/laCHMKA peecTpaviiiHoro
amnyn y 6nictepi; (0]}0) «®apmMaLeBThyHa NocBiJYEeHHs). 3MiHa IOPUANYHOT afpecy 3asiBHUKA.
no 1 6nictepy y BIANOBIOA KOMMaHis 3MiHN BHECEHO B IHCTPYKLiO 415 MeANYHOTO
KapTOHHI Kopoo6Li NBbHICTIO «300poB'A» 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"®APMANC "Micue3HaxomkeHHs 3asBHVKa Ta/abo npeAcTaBHUKa
TPUB'HOLLIH 3asBHMKA" 3 BIANOBIAHUMY 3MiHAMU B TEKCTI
" MapKyBaHHS YNakoBOK NikapCbKOro 3acoby.
276. | TOPCNA® pO34uH Ans AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9173/02/01
iH'ekuii, 5 mr/mn; "papmak” Tnny - 3MiHK 3 aKkocTi. CepTudikar BignosigHoCTI/IE- peyenmom
no 2 mn abo 4 mn cepTudikaT BignoBigHOCTI EBponenchkiii
B amnyni; no 5 hapmakonei/MoHorpadii. NMogaHHs HoBOro abo
amnyn B navi 3 OHOB/IEHOrO cepTudikaTa BignoBigHOCTI abo
KapToHy; Mo 2 Mn BWyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
a6o 4 mn B hapmakonei: ana Adl; ons BUxigHoro
amnyni; no 5 marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
amnyn B 6nictepi; BMKOPMCTOBYOTbCS Y BUPOOHULTBI AdDI; ans
no 1 6nictepy B [0NOMDKHOT peyoBrHU (cepTudikat BignoBigHOCTI
naJui 3 KapTOHy €Bponelicbkii hapmakonei) - OHOBNEHNIA cepTudikat
Bif] y)Xe 3aTBepAXeHOro BUPOGHMKaA - NOJaHHS
OHOBJIEHOIO cepTudikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei Ne CEP 2009-061-Rev 05 (3aTBepaXeHo:
CEP 2009-061-Rev 04) ons Aito4oi peyoBrHN
Torasemide Big, Bxe 3aTBepKeHOro BUpobHUKa
ZHEJIANG HUAHAI PHARMACEUTICAL CO., LTD.,
Kutaii
277. | TPABATAH® | kpanni ouHi, 40 Hosapric Lseiiuapi Hosapric Benbris BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/12422/01/01
MKr/mMn; no 2,5 mn dapma Al A MaHyhakTypiHr TMny - 3MiHK 3 aKocTi. A®l. Bupo6HMLUTBO. 3MiHa peyenmom
y thnakoHi- HB BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPoAyKTy/peareHTy,

KpanenbHuyj; no 1
abono 3
donakoHu-
KpanesibHULi B
MPOMIXHIi
ynakosLi 3 dh0osibrn
B KOpOOLi 3
KapToHy

L0 BUKOPUCTOBYHOTLCA Y BUPO6GHMYOMY npoueci AdI,
abo 3miHa BUpOGHYKa (BKoYakouu, Ae HeobXigHo,
MicLie NpoBefEeHHSA KOHTPOso AkocTi) AdI (3a
BiICYyTHOCTi cepTudpikaTa BiANoBigHOCTI EBponeichbkili
thapmakonei y 3aTBepXeHOMY [OCbE)(3MiHW A0
3axofiB, NoB'A3aHMX 3 KOHTposiem AdI, abo
AofaBaHHA AiNbHULI, fe NPOBOANTLCA
KOHTpONb/BMNPOGYBaHHS cepii) - JlogaHHsa Novartis
Manufacturing NV, Rijksweg 14, 2870 Puurs-Sint-
Amands, Belgium, sik BUpO6GHMKa BigNOBILa1LHOrO 3a
KOHTPONb AKocTi A®| TpaBonpocT.3miHu | Tuny -
AOMiHICTpaTVBHI 3MiHW. BUny4YeHHs BUpOGHMYOT
AinbHUUI (BKNOYaoun AinbHuLi Ana APl npoMiXHOro
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AiNbHuLI
AN NPOBefeHHA NakyBaHHS, BUPOOHWMKA,
BiANOBI4A/ILHOIO 3a BUNYCK CEPiii, MicLie NPOBeAEHHS
KOHTPO/IH0 cepii) abo noctayasibHyKa BUXigHOro
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

mMaTtepiany, peareHTy abo fOMNOMDKHOI peYOBUHN
(AKLLLO 3a3HAYEHO Y A0CHE) - BunyyeHHs BUPO6HUKa
A®| TpaBonpocT - Cedarburg Pharmaceuticals Inc.,
USA, ocCKiflbkn BiH NPUNUHUB BUPOBHULITBO LLiET
cybcTaHuii. 3miHu 1l Tuny - 3MiHK 3 AkocTi. ADI.
Brpo6HMUTBO. 3MiHa BUPOOHUKa
BVXiAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOGHUYOMY npoueci AdDl, abo
3MiHa BUpPO6HMKa (BK/THOYatoum, e HeobXigHo, micue
npoBefieHHA KOHTPOSIt0 AKOCTi) AP (3a BigCyTHOCTI
cepTucpikaTa BiANoBigHOCTI EBpONenchbkili
thapmakonei y 3aTBepXeHOMY [,0CbE)(BBEAEHHS
HOBOro BMpo6HUka A®I| 3 HagaHHAM MacTep-haiina Ha
A®l) - NogaHHAa EUROAPI Hungary Ltd., To utca 1-5,
1045 Budapest, Hungary sik anbTepHaTVBHOrO
BUPOGHMKa CcybCcTaHLii TPaBonpocT 3 HaZaHHAM
macTep-paiina Ha A®l ASMF (EMEA/ASMF/01512)

278.

TPAYME/b C

TabneTku; no 50
Tabnetok y
KOHTeliHepi
noninponineHoBoM
y;no1l
KOHTEliHepy B
KOpOO6Lii 3 KapTOHY

Bionoriwe
XainbMmitte
Nb Xeenb
eX

HimeuumnH
a

Bionoriwe
XainbMitTenb
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka ans
3AificHEHHs thapmakoHarnsagy B YKpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnisgy). 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi

6e3
peyenma

UA/5934/02/01

279.

TPAYME/Ib C

Kpansi opasibHi no
30 mn 'y chnakoHi-
KpanenbHuui; no 1
onakoHy-
KpanesibHULi B
KOpoOL,i 3 KapTOHY

Bionoriwe
Xannbmitte
Nb Xeenb
eX

HimeyunH
a

Bionoriwe
XanbMmitTenb
Xeenb M'm6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHun go
y3arasibHeHVX AaHnx npo cuctemy apmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHWX PO cucTemy
hapMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0CO6U 3 thapmakoHarnsgy 3assBHuKa A5
3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (BkiYakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn hapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI 0coby 3asiBHUKA, BIANOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi

6e3
peyenma

UA/5934/05/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
280. | TPAYME/Ib C | renb no 50 r abo Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3MiHu | 6e3 UA/5934/04/01
r'ENb no 100 r y Ty6i; no XalinbmiTTe a XaiinbMmitrens TMny - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenma
1 Ty6i y kopob6uji 3 nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
KapTOHY rM6X y3arasilbHeHUX JaHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 41
3[jiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLLO BOHa
BigMiHHa Bif, yNOBHOBaXKeHOI 0cobw, BignoBigasibHOI
3a 3filicHEHHS dhapmakoHarnsgy (Bkaovaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIANOBIAA/ILHOT 3a
papMakoHarnsg B YKpaiHi
281. | TPAYME/Ib C | po3uuH Ans Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/5934/03/01
IH eKLi iH'eKUin no 2,2 mn Xannbmitte a Xannomitrenb MRy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyernmom
B amnyni; no 5 nb Xeenb Xeenb M'm6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
amnyn y KOHTYPHIiA rmM6X y3arasibHeHUX faHnx npo cuctemy chapmakoHarnsgy
YapyHKOBIl (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
ynakosLi; no 1 abo hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
2 KOHTYpHI BiANOBIAA/ILHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
YapyHKOBI KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
yMakoBKu B 3[jiCHeHHs hapmMakoHarisay B YKpaiHi, AKLLo BoHa
KOpoOLi 3 KapTOHY; BiAMiHHa Bif, yNOBHOBaXeHOI 0cobw, BignoBigaibHOT
no 2,2 Mn B 3a 3gilicHeHHs thapmakoHarnagy (Bkvarun
amnyni; no 5 KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
ammnyn y KOHTYpHIiA thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHUX
YapyHKOBIl [aHvX KOHTaKTHOI 0CO6M 3asBHYKa, BigNOBIgaIbHOT 3a
ynakosLi; no 20 thapmakoHarnag, B YkpaiHi
KOHTYPHUX
YapyHKOBUX
yNaKkoBOK Y
KopobLi 3 KapTOHY
282. | TPOCAH TabneTkun, BKpUTI Aypo6iHao IHAiA Aypob6iHgo ®apma IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/11737/01/01
NNiBKOBOK dapma /114 Nimitep, - FOHIT 11l Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsieae

060/10HKO0, N0 25
mr; no 10
Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHI KopoobLi

hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ANA MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
abo gocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
3acoby B Mic/iApeecTpaviiiHuii nepiod, abo sk
pes3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3ropKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iIHCTPYKLiO 4151 MeANYHOrO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6iyHI peakuii”
Bi4MNOBIAHO 4,0 OHOBMEHOT iH(hopMaL,ii Wwoao 6e3neku
3aCTOCyBaHHS Ajilo4oi PEeYOBWHM 3rifHO 3
pekomeHpauieto PRAC. TepMiH BBeEHHSA 3MiH -
npoTsArom 6 micslis nicns 3aTBepipkeHHs
283. | TPOCAH TabneTku, BKpUTI Aypo6iHao IHgjis Aypo6iHgo ®apma IHAisa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu | 3a He UA/11737/01/02
nNiBKOBOIO dapma /114 Nimiteq, - FOHIT I TMNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peuyenmom | nidsisizae
060n0Hkot0, No 50 thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
mr; no 10 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
TabneTok y [ANA MeAUYHOro 3acTOCyBaHHS Ha NiAcTasi perynsapHo
6nictepi; no 3 OHOBJIIOBAHOrO 3BiTY 3 6€3MeKn NiKapcbkoro 3acooby,
6nictepu B abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS JlikapCbKoro
KapTOHHIlA KOpooLi 3aco6y B nic/ispeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
(3MiHy y3roKeHo 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHVW BHECEHO B iHCTPYKLIiO AN MEANYHOTO
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHA" Ta "Mo6iyHI peakujii"
Bi4MNOBIAHO 4,0 OHOBMEHOT iH(hopMaL,ii Wwoao 6e3neku
3aCTOCyBaHHS Ajilo4oi PeYOBWHM 3rifHO 3
pekomeHpauieto PRAC. TepMmiH BBe,EHHSA 3MiH -
npoTsArom 6 micsuis nicns 3aTBepakKeHHs
284. | TPOCAH TabneTku, BKpUTI Aypo6iHao IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 3a He UA/11737/01/03
nNiBKOBOIO dapma /114 Nimiteq, - FOHIT I TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenmom | nidssizae
060/10HKOI0, N0 thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTumui
100 wmr; no 10 nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
TabneTok y [ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
6nictepi; no 3 OHOBJIIOBAHOrO 3BiTY 3 6E3MeKN NiKapCbKoro 3acooby,
6nictepn B abo focnigpkeHb 3 6e3nekn 3acToCyBaHHA /TiKapCbKoro
KapTOHHIlA KopooLi 3aco6y B nic/isspeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOCMIKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnimkeHs (PIP)
(3MiHy y3ropKeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO B iHCTPYKLIiO AN MEANYHOTO
3aCTOCyBaHHS NiKapCcbKoro 3acoby A0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHA" Ta "Mo6iyHI peaku;ii"
Bi4MNOBIAHO 4,0 OHOBMEHOT iHChopMaL,ii Wwoao 6e3neku
3acToCyBaHHS Ajitlo4oi PeYOBWHM 3rifHO 3
pekomeHpauieto PRAC. TepMmiH BBeEHHS 3MiH -
npoTsArom 6 micslis nicns 3aTBepakKeHHs
285. | TYBEPKYNIH | po3uuH ans Eii Dxen [OaHis Ei Oxeit [Oanis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: - UA/16761/01/01
nna rRT 23 iH'ekuili 2 TO/O,1 BakuuHec BakuvHec Ei/Ec BUNpaBAeHHA TexHiYHOT nomunkn B MKA wopao
SSI ms; in bulk: no 1,5 En/Ec HymepaL,ii METOAIB KOHTPO/IO, a caMme: MeTOAM

My hrakoHax
Ne1300-1400 B
n1acTVKOBOMY

KOHTPO/110 CTEPUBHICTb Ta AKTMBHICTb MatoTb
0[lHaKoBWIA MOPSIAKOBUI HOMEP.
3a3HayeHe BUMpaB/IEHHS BignoBigae apxiBHUM
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

MiLLIKY mMarepiasiaM peecTpauiiHoro 10CheE.

286. | YBIXIHOH PO34UH NN Bionoriwe HimeuumnH Bionoriwe HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/0018/01/01

KOMMOS3UTY | iH'ekuiit no 2,2 mn Xahnbmitre a XainnobMitTenb Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
M B amnyni; no 5 Nb Xeesnb Xeenb M'M6X thapmakoHarnagy. BeegeHHs abo 3MiHu Ao

amnyn y KOHTYpPHIi vM6X y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
YapyHKOBIl (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
ynakosLi; no 1 hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
KOHTYpHili Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
YapyHKOBIl KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa 415
ynakosLi B 3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi, AKLL0 BOHa
KOpPOO6Lii 3 KAPTOHY; BiAMiHHa Bif, YNOBHOB&XeHOi 0c06y, BiANOBIAA/IbHOI
no 2,2 Mn B 3a 3gjlicHeHHs hapmakoHarnsgy (BkioYakyn
amnyni; no 5 KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
amnyn y KOHTYpPHIi thaiina cuctemun chapmakoHarnsgy). 3MiHa KOHTaKTHUX
YapyHKOBIl [aHUX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAa/IbHOT 3a
ynakosLi; no 2 hapMakoHarnsag B YkpaiHi
KOHTYPHI
YapyHKOBI
yNnakoBKu B
KOpPOO6Lii 3 KAPTOHY;
no 2,2 Mn B
amnyni; no 5
amnyn y KOHTYpPHIi
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
ynakoBoOK Y
KOpo6L,i 3 KApTOHY

287. | YKPNIB® Tabnetku, no 250 TOB YkpaiHa BMPOGHMLITBO, Ykpaina/ BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/11750/01/01
mr, no 10 "TNEAPAP nepBuHHe IHais TNy - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNUYOI peuenmom
Tabnetoky MnaTa" nakyBaHHs, AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
6nicTepi; no 3 abo BTOPVHHE npoaykTy abo rotToBOro Nikapcbkoro 3acoby, AifbHUL
no 10 6nicTepiB y nakyBaHHs, 0151 NPOBEieHHSA NaKyBaHHS, BUPO6HMKa,

KapTOHHI
ynaxoBLii

KOHTPO/b SKOCTI,
BMMYCK cepii a6o
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepii 3
npoaykuii in bulk:
TOB "KYCYM
PAPM", YkpaiHa
a60 BMPOGHMLTBO,
nepBuHHe
nakyBaHHs1,
BTOPUHHE

BiANOBIAa/ILHOrO 3a BUNYCK Cepiil, MicLie NpoBeAEeHHS
KOHTPO/IH0 cepil) abo nocTayasibHKKa BUXigHOro
mMaTtepiany, peareHTy abo 4OMNOMDKHOI pe4OBUHMN

(AKLW0 3a3HaYeHo Y Aocbe) BunyueHHs BupobHuka AdI
YpcogeokcuxonieBoi kucnotun Daewoong Bio Inc.,
Korea anbTepHaTUBHUM BUPOOGHUKOM 3a/IMLLIAETLCSA
ICE S.P.A., ltaly
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

nakyBaHHs,
KOHTPO/b SKOCTI,
BMMYCK cepii abo
BMPOGHMLITBO
npoaykuii in bulk:
KYCYM
XENTXKEP MNBT
NTA, IHgis abo
BMPOGHMLTBO,
nepBuHHe
nakyBaHHs1,
BTOPWHHE
nakyBaHHs,
KOTPO/Ib SIKOCTI,
BMMYCK cepii abo
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI,
BUNYCK cepii 3
npoaykuii in bulk:
TOB «NEA®APM
NTO», YKpaiHa

288.

YKPNIB®

Tabnetku no 500
mr, no 10
Tabnetok y
6nictepi; no 3 abo
no 10 6nictepiB y
KapTOHHIlA
ynakoBLi

TOB
"TNELPAP
MATO"

YkpaiHa

BMPOGHMLITBO,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK cepii abo
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNYCK cepii 3
npoaykuii in bulk:
TOB "KYCYM
OAPM", YkpaiHa
ab0 BMPOGHULITBO,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNycK cepii abo
BMPOGHMLITBO
npoaykuii in bulk:
KYCYM
XENTXKEP MBT

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
My - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT
OinbHUUI (BKNOYaoUY AinbHUL Ana APl TpOMKHOIo
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuLI
AN NPOBefeHHA NakKyBaHHS, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS
KOHTPO/II0 cepii) abo noctayasibHyKa BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI pEYOBVHN
(AKLL0 3a3HAYEHO Y A0CbE)

BunyueHHs BupobHuka APl Ypcoaeokcuxoniesoi
kucnotn Daewoong Bio Inc., Korea anbTepHaTMBHUM
BUPOGHMKOM 3anmiiaeTbes ICE S.P.A., Italy

3a
peyerimom

UA/11750/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
NTA, IHgis;
BMPOGHULITBO,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
KOTPO/Ib SIKOCTI,
BWMNYCK cepii abo
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNYCK Cepii 3
npoaykuii in bulk:
TOB «MTIEA®APM
NTO», YkpaiHa
289. | YKPNIB® Tabnetku no 500 TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | - UA/11750/01/02
mr, in bulk: Ne "TNEAPAP XENTXKEP MNMBT TMNy - AQMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT
3510 (10x351): no M naTa" nTa AinbHUUI (BKAoYatoumn ainbHuui ana A®l, npoMixHoro
10 TabneTok y npoAyKTy abo rotToBOro Nikapcbkoro 3acoby, AiNbHULI
6nicTepi; no 351 AN NPOBEAEHHA NaKyBaHHS, BUPOOHMKA,
6nictepy y BiANOBIAA/ILHOIO 3a BUMYCK Cepiii, MicLie NpoBeAEeHHS
KapTOHHIlA KOpooLi KOHTPO/II0 cepii) abo nocTavasibHMKa BUXIGHOTO
mMaTepiany, peareHTy abo fOMOMKHOI peYOBUHMN
(AKLLIO 3a3HAYEHO Y A0ChE)
BunyyeHHsi Bupo6Huka APl YpcoaeokcmxonieBoi
kucnotn Daewoong Bio Inc., Korea anbTepHaTtnBHUM
BMPO6HMKOM 3anmiaeTbes ICE S.P.A., Italy
290. | YKPNIB® cycneHsis TOB YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/11750/02/01
opasnbHa, 250 mr/5 "TNEAPAP PAPM", YkpaiHa TMNy - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOT peyenmom
m/1; o 200 mny M AaTh" a6o TOB OinbHUUI (BKNOYa0UY AibHUL Ana APl TPOMKHOIo
donakoHi; no 1 «NMEAPAPM npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI

onakoHy pasom 3
MiPHOIO JTOXEYKOI0
Y KapTOHHii
ynakosui; no 30
M1y dprakoHi; no
1 chnakoHy pasom
3 MipHOIO
NIOXEYUKOI Y
KapTOHHIlA
ynakosLi; no 40
My 6aHuj; no 1
6aHLj y KapTOHHiIl
ynakoBLii pa3om 3
MiPHOIO JTOXEYKOI0
(ons BUpobHUKa
TOB "KYCYM

NTA», YkpaiHa

AN NPOBEAEHHS MakyBaHHS, BUPOOHMKa,
BiANOBI4A/ILHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
mMaTepiany, peareHTy abo fOMOMIKHOI pe4OBUHMN
(AKW0 3a3HaYeHo Y A0CbE)

BunyyeHHsi Bupo6Huka APl YpcoaeokcmxonieBoi
kncnotn Daewoong Bio Inc., Korea anbTepHaTMBHUM
BMPOGHMKOM 3anumwaeTbes ICE S.P.A., ltaly
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
®APM"); no 200
My chiakoHi; no
1 donakoHy pasom
3 MipHOKO
JIOXKEUKOI0 Y
KapTOHHIi
ynakosLi; no 40
My 6aHuj; no 1
6aHLj y KapTOHHIl
ynakoBLii pa3om 3
MipHOIO NTOXXEUKOIO
(&ns BMpOGHKKa
TOB «MTIEA®APM
NTO»)
291. | YKPNIB® Tabnetku, no 250 TOB YkpaiHa KYCYM IHAisa BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu | - UA/20454/01/01
Mr, in bulk: Ne4860 | "TNEOPAP XENTXKEP NBT TNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
(10x486): no 10 M AaTh" nTa AinbHUUI (BKNOYatoun AinbHuui na A®l, npoMikHOro
Tabnetoky npoaykTy abo rotToBOro NikapCcbkoro 3aco6y, AifbHULI
6nictepi; no 486 0151 NPOBEleHHSA NaKkyBaHHS, BUPOOHMKa,
6nicTepis y BiAANOBIAa/IbHOrO 3a BUNYCK Cepiil, MiCLie NpOBEAEHHS
KapTOHHIA KopoobLi KOHTPO/IH0 cepil) abo nocTayasibHMKa BMXigHOro
mMaTtepiany, peareHTy abo fOMNOMDKHOI peHOBUHN
(AKLW0 3a3HaYeHo y Aocbe) BunyueHHs BupobHuka Ad|
Ypcogaeokcuxoniesoi kucnotn Daewoong Bio Inc.,
Korea anbTepHaTMBHUM BUPOBHVKOM 3a/NLLIAETLCS
ICE S.P.A,, ltaly
292. | YMAH NMOPOLLOK Ta KEAPIOH ITania KEAPIOH C.IM.A. ITanis BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/20138/01/01
KOMM/EKC PO3YMHHMK AN C.N.A. TNy - AGMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHNUYOI peuenmom
500 MO/20M/ | po3uunHy Ans AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
iHcpysiid, 500 npoaykTy abo rotToBOro Nikapcbkoro 3acoby, AiflbHULI
MO/20 mn; 1 0151 NPOBEieHHSA NaKyBaHHS, BUPOOHMKa,
chnakoH 3 BiANOBIAA/IbHOrO 3a BUNYCK Cepii, MiCLie NpoBeAEeHHS

nopotukom (500
MO) pasom 3 1
donakoHom 3
PO3YNHHNKOM
(Bopa ans
iH’exuin, 20 mn) Ta
Habopom Ans
PO3YMHEHHS |
BBEJEHHS Y
KapTOHHI KopoobLi

KOHTPO/IH0 cepil) abo nocTayasibHKKa BUXigHOro
mMaTtepiany, peareHTy abo fOMNOMDKHOI pe4OBUHMN
(K0 3a3HAYEHO Y A0CLE)

BunyueHHst BUpo6HMYOI AinbHuui-KEAPIOH C.M.A.,
posTalloBaHol 3a agpecoto BIA MPOBIHCIANE (nok.
BONOIMHAHA) - 55027 FANNIKAHO (1Y), ITanis, sk
AinbHULI, BiANOBigaNbHOI 32 BUPOGHMLTBO BOAW A1
iH'EKLLilA, LLI0 BUKOPUCTOBYETLCS Y AIKOCTi PO3YMHHMKA
nikapcbKoro 3acoby. 3anuwalTbCs 3aTBepAKeEHI
AinbHUUI BignoBiganbHi 3a BUPOGHMLTBO BOAW AN
iH'exuii: KEOPIOH C.M.A., po3TalloBaHa 3a afpecot
C.C.7 BIC KM. 19,5 — 80029 CAHT'AHTIMO (HA),
ITanisa Ta AIb®ACITMA C.M.A., po3TawioBaHa 3a
apapecoto BIA EHPIKO ®EPMI, 1 — 65020 A/JIAHHO
(MNE), ITanis. BHeceHo pefakuiiiHi yTOYHEHHS 0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
po3ainy 3.2.P.3.1 Manufacturer(s) (solvent).
293. | PAPUHIOCE | nbogsAHuKN CaH IHAiA Tepania AT PymyHis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | 6e3 nionsi2ae UA/0019/01/01
aT 3l npecosaHi no 10 dapmacbioT TMny - AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
CMAKOM Mmr, o 10 nkan Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI
JNIMMOHA NbOASHUKIB Y IHoacTpi3 BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
6nicTepi, no 2 Nimiten BK/IOYaA0UM AiNbHUL BUMYCKY cepii abo micue
6nictepu y NpoBeAEeHHS KOHTPOSIO AKOCTI. (LiANbHICTb, 3a AKY
KapTOHHI Kopoobui BiANOBIAAE BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
cepiii) - 3viHa B agpeci BupobHuka 13, a came
NoLITOBOrO iHAeKca. 3MiHW BHECEHO B iIHCTPYKLjO ANs
MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
po3gin "Micue3HaxomkeHHs BUpo6HMKa Ta agpeca
MiCLiSi NPOBaPKEHHS A0r0 AisSNIbHOCTI" 3 BigNOBIAHUMMN
3MiHaMu B TEKCTi MapkKyBaHHS ynakoBOK. TepMiH
BBE/IEHHS 3MiH - MPOTArom 6 micAuiB nicns
3aTBEPKEHHS.
294. | ®PAPIAAMIH cnpei ans CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 nionsizae UA/20395/01/01
poToBOT| YKpaiHCbKO- YKpaiHCbKO- Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
NMOPOXHUHN 3i icnaHcbke icnaHcbke hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuui
cMakom mM'atn 1,5 nignpvemcTs nignpueMcTBo NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
mr/mn, no 30 mny 0 "Cnepko "Cnepko Ykpaina" 0151 MeMYHOro 3acTocyBaHHA Ha nigcTasi perynsapHo
nonieTuIeHoBoMy YkpaiHa" OHOB/OBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
KOHTelHepi 3 abo gocnimkeHb 3 6e3nekn 3acTOCyBaHHS JiKapCbKOro
KpULLKOLO B 3acoby B Mic/iApeecTpaviiiHuii nepiod, abo sk
KOMNeKTi 3 pe3ynbTaT OLiHK/ 3BITY 3 AOCAIMKEHb, NPOBEAEHNX
NPUCTPOEM ANA BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxeHs (PIP)
pO3NWOBaHHA Y (3MiHy y3ropKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
nadi 3 KapToHy opraHom)
abono 30 mny 3MiHN BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
nonieTnaeHoBoMy 3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3ain
KOHTEliHepi 3 "3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs
KPULLIKOIO Ta rpy4Ar0” BiANOBIAHO A0 OHOBAEHOT iHGhopmaLii 3
KOBMa4ykoM B 6e3nekun Ailo4oi pe4oBUHN
KOMMNEKTi 3
NPUCTPOEM ANS
pO3NWOBaHHA Y
nayi 3 KapTOHY
295. | PAPIOAMIH cnpeii gns CninbHe YkpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3MiHu | 6e3 nidnsieae UA/20396/01/01
poToBoi YKpaiHCbKO- YKpaiHCbLKO- Tuny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta peyenma
MOPOXHUHW 3i icnaHcbke icnaHcbke chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTuui
CMakoM JIMMOoHa nignpuemcTs nigNpPUEMCTBO NiKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLUT
1,5 mr/mn, no 30 0 "Cnepko "Cnepko YkpaiHa" 011 MeMYHOro 3acToCcyBaHHA Ha NigcTasi perynspHo
MYy YkpaiHa" OHOB/IOBAHOrO 3BiTY 3 6e3neKun NiKapcbkoro 3acooby,

nonieTueHoBoOMy
KOHTEliHepi 3
KPULLIKOKO B
KOMMNJIEKTi 3

abo gocnigkeHb 3 6e3nekn 3aCTOCyBaHHS JliKapCbKOro
3acoby B nic/isspeecTpaviiiHuii nepiod, abo sk
pesynbTaT OUiHK/ 3BITy 3 AOCNIKEHb, MPOBEAEHNX
BifNOBIAHO A0 NaaHy negiaTpnyHux gocnimkerb (PIP)




183

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
NPUCTPOEM ANs (3MiHy y3roKeHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
PO3NU/OBaHHA Y opraHom)
nauuj 3 KapToHy 3MiHU BHECEHO [0 IHCTPYKLUIi AN MeANYHOro
abo no 30 mny 3acTocyBaHHSA NikapcbKoro 3acoby y posgin
nonieTnieHoBomy "3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
KOHTEliHepi 3 rpyAAr0" BiANOBIAHO A0 OHOBMEHOT iHGhopmaLii 3
KPWLLIKOIO Ta 6e3nekun Ailo4oi PeHoBUHM
KOBMaYKoM B
KOMMN/IEKTi 3
NPUCTPOEM ANS
PO3NWOBaHHA Y
nayi 3 KApTOHY
296. | PAPMALON TabneTku, BKPUTI AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/20050/01/01
® MAKC nNiBKOBOIO "Papmak” My - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKMii 3aci6. peyenma
o6onoHkoto; no 10 CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
Tabnetok y NepBUHHIlA yNakoBLi rOTOBOrO JlikapcbKoro 3acoby (Tun

6nictepi; no 1
6nicTepy y nauui

KOHTeliHepa abo AofaBaHHA HOBOTO KOHTeHepa) -
BunyyeHHs1 nepBUHHOT YNakoBKy, L0 He NpU3BOAUTb
[10 NOBHOTO BU/TYYEHHS NiKapCbKOro 3acoby 3 NeBHO
cunoto aii abo y neBHili Nikapcbkin OPMi - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6, a came
BW/TyYaeTbCA M/liBKa NosliMepHa TpboxLiaposa
NONIBIHIIXTOPUAHY/NONIBIHINAEHXNOPUAHY/NOMIBIHINXA
opugHy (MBX/MBAX/MBX). 3anuwaetbea B PO nuwe
nAiBKy NONIMEPHY TPbOXLLAPOBY
nonisiHNxnopuaHa/nonieTuneHosa/ NoniBiHiNXI0puaHa
(NBX/NE/MNBAX), sika 3a6e3neyvye cTabiNbHICTb
npenapary BnpoAOBX 3asB/EHOT0 TEPMiHY
NpVAATHOCTI. 3aTBEpAKEHO: P. «YnakoBka» 1. nniBkn
noniMepHOT TPbOXLLAPOBOT - NOAIBIHINXI0pUAHA/
nonisiHingeHxnopuaHa/nonisiHinxiopugHa
(MBX/MBAX/NBX) i chonbra anomiHieBa nakoBaHa
[LpykoBaHa 2. niBkv NosiMepHOT TPbOXLLAPOoBOT -
nonisiHaxnopugHa/nonietnnerosal
nonisiHinxnopugHa) (MBX/ME/MBAX) i dhonbra
anomMiHieBa nakoBaHa ApykoBaHa 3anponoHoBaHo: p.
«YnakoBka» M/1iBKU NOMIIMEPHOI TPbOXLLIAPOBOI -
nonisiHaxnopugHa/nonieTnneHosa/
nonisiHinxnopuaHa) (MBX/ME/MBAX) i honbra
antoMiHieBa nakosaHa ApykoBaHa - 3MiHu | Tuny -
3MmiHu 3 SKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHKii 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4oNyCTUMUX MeX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHM) BUYYEHHS 3i cnevumdikayii Ha naiBky
nonimepHy Tpboxwaposy (MBX/MNE/MBAX) nokasHWK
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

«Martepian», ockinibkn gaHa iHhopmauis
npefcTaB/ieHa y okpemiii Tabnuui B po3gini 3.2.P.7.
IHWIi noka3Huku cneymdikauii 3anvweHo 6e3 3MiH.
3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbKuii
3aci6. Cucrtema KoHTeliHep/3akynoptoBasibHUlA 3acio
(iHLWIi 3MiHM) BHECEHHS YTOYHEHHS A0 p. 3.2.P.7.
CucTema KoHTeliHep/ 3aKynoproBasibHWiA 3aci6, LWoao
HaliMeHyBaHHS BUPOBHWKa NNiBKX NofiMepHoT
Tpboxwaposoi (NMBX/ME/MBAX), a came Klockner
Pentaplast Schweiz AG, LLBeliLapisi, ockinbku ans
BUpo6HMUTBa J13 dapmagon® Makc, TabneTku
rnoctayaeTbCa niiBka nofiMepHa TpboXLIaposa
(MBX/NE/MBAX) 3 BUPOOGHWYOT AiNbHULL
po3TalloBaHoi y MicTi BepH, LUBelilapis.

297.

®ITONISNH
nnroc

nactano 100ry
Ty6i; no 1 Ty6i B
naJui 3 KapTOHy

AT
"Papmak

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignoBsigHOCTI/IE-
cepTngikaT BiANOBIAHOCTI €BpPONEnchKin
thapmakonei/MoHorpadii. 3mMiHuW, NoB'A3aHi 3
HeOobXifHICTIO NpUBEAEHHS Y BigNOBIAHICTL A0
MoHorpadii dY abo €sponeiicbkoi hapmakonei, abo
iHLOI HaujoHanbHOI hapmakonei aepxasu €C (3miHa
y cneyudpikaLisx, nos'a3aHa 3i 3miHamu B J®Y, abo
€sponelicbkin hapmakonel, abo iHLi HavioHaNbHI
thapmakonei aepxasu €C) - NpuBeAeHHS BUMOT SKOCTi
Boay oumnLLeHoi 0 BUMOT Ail04Oro BUAAHHSA
MoHorpagii €

6e3
peyenma

UA/4557/01/01

298.

®JIABAME],
® MAKC
TABNETKA
wmnyui

TabneTky Wwunyui
no 60 mr; no 10
TabneTtok y Ty6i;
no 1 Ty6i B
KapTOHHIlA KopooLi

BEP/IH-
XEMI AT

HimeyunH
a

Bupo6HuK, Lo
BUKOHY€E
BMPOGHMLTBO "in
bulk”, nakyBaHHs,
KOHTPO/b SIKOCTI:
Fepmec dapma
M6X, HimeuunHa;
Bupo6HMK, L0
BVKOHYE BUMYCK
cepii: BepniH-Xemi
A, HimeuunHa

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BuAavi peectpauiiiHoro

NoCBiAYeHHS, BKoYatoun MnaH ynpasiHHA pu3nkamu

(iHLWi 3MiHKW). 3asBHMKOM HaAaHo OHOBNEHWI MnaH
ynpas/iiHHA pusmkamu Bepcisa 4.0 - 3MiHW BHECEHO A0
4YacTuH: - | «3aranbHa iHhopmayis» - I
«Cneundikanis 3 6e3nekm» - V «3axogu 3 MiHimizau,i
pu3nkiB» - VI «Pe3tome nnaHy ynpasniHHA pUusnkammn»
- VIl «dopaTku» (goaatkm 1-8) y 38's3ky 3
BUAAIEHHSAM BaX/IMBUX iAEHTUIKOBAHNX pPU3NKIB,
BaXK/IMBMX MOTEHLiIHUX PU3VKIB, & TakoX BUAAIEHHA
BiACYTHbLOI iH(hopMaLii BignosigHO Ao HaRP
Assessment Report for ambroxol hydrochloride, a
TakoX y 3B'A3Ky i3 3MiHOO chopmaTy BiZnNoBiAHO A0
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). Pe3tome nnaHy ynpasniHHa pusnkamu 4.0

be3s
peuenma

UA/3591/03/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
fofaeTbes.
299. | ®JIABAME/ Tabnetku no 30 BEP/IH- HimeuumnH Bupo6bHMLTBO "in HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 6e3 UA/3591/02/01
® TABNIETKWU | wmr; no 10 XEMI Al a bulk", koHTpoNb Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
BIA4 KALUMKO Tabnetok y cepiii: BEPJIH- thapmakoHarnagy. BHeceHHss abo 3miHa(u) fo
6nictepi; no 1 abo XEMI AT, 3060B'13aHb Ta YMOB BMAaYi peecTpauiinHoro
no 2, abono 5 HimeyumnHa; NOCBIAYEHHS, BKOYatoun MnaH ynpasiHHA pu3nkamm
6nictepiB y MakyBaHHS, (iHWi 3MiHK) - 3aBHUKOM HaJlaHO OHOB/EHWit MnaH
KapTOHHI KopoobLyi KOHTPO/b Ta ynpaBniHHS pu3ukamu Bepcist 4.0 3MiHW BHECEHO A0
BWNYCK Cepiii: yacTuH: | «3aranbHa iHchopmavis» |l «Cneuudikadis 3
BEPNIH-XEMI AT, 6e3neku» V «3axoam 3 MiHimizawii pusmkis» VI
HimeuunHa,; «Pestome nnaHy ynpasniHHa pusmkamu» VI
Brpo6HMuTBO "in «[lopatkm» (aopatky 1-8) y 3B’s3Ky 3 BUAATIEHHAM
bulk", nakyBaHHs BaX/IMBUX iAEHTUIKOBAHNX PU3UKIB, BEXK/TUBUX
Ta KOHTPO/1b NOTEHLIiHNX PU3NKIB, @ TAKOX BUAANEHHS BiACYTHBHOT
cepiii: MeHapiHi- iHchopmawuii BignosigHo go HaRP Assessment Report
®oH XeligeH for ambroxol hydrochloride, a TakoXx y 3B'A3ky i3
vM6X, HimeuunHa 3MiHOW dhopmaTy BignosigHO Ao B1UMoOr 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). Pestome

nnaHy ynpasniHHa pusvkamu 4.0 gogaeTtbes

300. | PNTABAME/L PO34MH OpasIbHUIA, BEPIH- HimeuunH Brpo6HuuTBO "in HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | bes UA/3591/01/02
® ®OPTE 30 mr/5 mn no 100 XEMI AT a bulk”, nakyBaHHs, Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
M1y hnakoHi; no KOHTpONb Ta thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
1 cbnakoHy 3 BUNYCK Cepiit: 3060B'A3aHb Ta YMOB BMAaYi peecTpauiiniHoro
MipHOIO NTOXKOIO B BEP/IIH-XEMI Al NoCBIAYEHHSA, BKOYatoum MaaH ynpasniHHA pysmkamun
Kopobui (iHLWi 3MiHK). 3asBHUKOM HafaHO OHOBNEHUIA MnaH

ynpasniHHA pu3nkamu Bepcis 4.0 - 3MiHM BHECEHO A0
YyacTuH: | «3aranbHa iHhopmauis» - Il «Cneuudikadlis
3 6e3nekun» - V «3axoam 3 MiHimisauii pusukis» - VI
«Pestome nnaHy ynpasniHHa pusmkamu» - VI
«[opatkm» (gogartku 1-8) - y 38’A3Ky 3 BUA/IEHHAM
BaX/IMBUX iAEHTUIKOBAHNX PU3NKIB, BEXK/TUBUX
NOTEHLiiHNX PU3NKIB, @ TaKOX BUAANEHHS BiACYTHBOT
iHbopmauii BignosigHo no HaRP Assessment Report
for ambroxol hydrochloride, a Takox y 3B'A3ky i3
3MiHOW dhopmaTy BignosigHoO fo BuMor 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). Pe3tome
nnaHy ynpasfiHHA pyu3vkamu 4.0 foaaeTbes.

301. | P/TIOKCAN® Kpansii O4Hi, TOB YkpaiHa [Op. F'epxapg HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHu | 3a UA/8528/01/01
po3uunH 0,3 % no 5 «BAYL MaHH XeM.-thapM. TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
My chnakoHi 3 XEJIC» Pabpuk MM6X KOHTposb roToBoro fikapcbKoro 3acoby. 3MiHa

KpanesibH1LEH; napameTpiB cneundikauii Ta/abo 4oNyCTUMUX MEX
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
no 1 cpnakoHy 3

KpanenbHULE B
KapTOHHI/ KopoobLi

rOTOBOrO JlikapCbKOro 3acoby (fOMOBHEHHS
crneungikaLii HOBUM MOKA3HMKOM 3 BiZNOBILHUM
MEeTOA0M BUMPOOGYBaHHS) - AOAAHHS HOBOTO
napameTpy «HeBuaUMI YacTku» [0 crieumdikadi
BWMYCKY rOTOBOrO MPOAYKTY 3 BiANOBIAHMM METOA0M
BMNpPOOYBaHHA , AN BiANOBIAHOCTI NOTOYHIN peaakLi
EP.
3arBepoxeHo
HeBnanmi yactkm

3anponoHoBaHo
HeBnanmi yactkm
Sub-visible particles (Ph. Eur., current version, 2.9.53)
Method 1%: = 10 um: < 1000/mL
> 25 pm: < 100/mL
or Method 2:
2 10 pm: < 3000/container
= 25 pm: < 300/container
Method 11- nepeBara HagaeTbcs MeToay 1
3MiHun | TMNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkwii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (3BY)XXEHHS A0NYCTUMUX
MeX) - 3MiHa HOPMYBaHHS 3a NOKa3HUKOM KiflbKiCHUIA
BMICT 6eH3a/1KOHit0 x10puay B cnevumdikawii BUNycky.
3arBepakeHo KinbKiCHWIA BMICT 6EH3a/KOHIA Xnopuay
22.5 - 27.5 mkr/mn (90 - 110%) 3anpornoHoBaHO
KinbkicHuiA BMiCT 6eH3askoHis xnopugy 22.5 - 26.0
MKr/mn (90 - 104%). 3miHu | Tuny - 3MiHK 3 AKOCTI.
["oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHKii 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX martepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HA4YeHOo B A0CbE) (3aMiHa
abo fofaBaHHA NocTavasibHUKA) - f04aBaHHS
Gerresheimer Boleslawiec S.A. (MonbLa) sk
albTEPHATUBHOIO BUPOOHYMKA NPOBOK-KpanenbHULb .
SKICHWI | KiNbKICHUIA CKNa KOMNOHEHTIB YNakoBKM Ta
KOHCTPYKTVBHI XapakTepuCTUKN 3a/NLLal0ThCA
He3MiHHUMKW. 3MiHu | TUny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKii 3aci6. 3MiHa
nocTavasibHvKa nakyBasibHVUX mMartepianis abo
KOMMIEKTYIOUMNX (SIKLLLO 3a3HAYEHO B A,0CHE) (3amiHa
abo fofaBaHHA NocTavaslbHUKA) - f0aBaHHS
Gerresheimer Boleslawiec S.A. (MonbLwa) sk
anbTepHaTUBHOIO BUPOGHMKA KOBNAaYkKiB. AKiCHUIA i
KiNIbKiCHUIA cknaf KOMMNOHEHTIB YNakoBK/ Ta
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHCTPYKTVBHI XapakTepuCTUKK 3aMLLatloTbes
HEe3MiHHUMU. 3MiHU | TUNY - 3MiHK 3 SIKOCTi. TOTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3akynopoBasbHKii 3aci6. 3MiHa
nocTavasibHvKa nakysasibHUX martepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HA4YeHOo B A0CbE) (3aMiHa
abo fofaBaHHA NocTavasibHUKA) - f0f4aBaHHS
Gerresheimer Boleslawiec S.A. (MonbLa) sk
aNbTepHaTUBHOIO BUPOOHMKA MASALWOK. AKICHUNA i
KINbKICHWI cknag KOMMOHEHTIB YNakoBKu Ta
KOHCTPYKTVBHI XapakTepuCTUKN 3a/1LLal0ThCA
He3MiHHUMKW. 3MiHu | TUny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANS
4acTnHK abo BCbOro BUPOOHNYOrO NpoLecy rotosoro
niKkapcbKoro 3acoby (iHwWi 3MiHW) - AofaBaHHA
SteriService sk anbTepHaATUBHOIO NocTavyasibHUKa
nocnyr ctepunisauii EtO ansa dnakoHiB BUpo6HNLTBa
Gerresheimer. 3minHu Il TMny - 3MiHW 3 AKOCTI. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOsIb FOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOTO Nikapcbkoro 3acoby (3mMiHa
3HaX0AWTLCS N03a 3aTBEPAKEHUMU [0NYCTUMUMMN
Mexamy cneuudikauiii) - 3MmiHa HOpMyBaHHS 3a
nokasHnkom "CTyniHb 3abapBrieHHA" B cnieyndikaii
BUMYCKY Ta 3MiHa HOPMYBaHHS 3a MOKa3HUKOM
"KinbkicHuiA BMiCT ochiokcauvHy" B cneumdikadii
TepPMiHy NpuaaTHoCTI.
3arBepoxeHo
Cneuudpikauis Bunycky CTyniHb 3abapBneHHs He
GiNbLU iHTEHCUBHO 3abapBrieHuid, Hix Y5 (EP, noTouHe
BMAaHHSA, 2.2.2) Crneumdikayisa TepMiHy NpuaaTHOCTI
KinbkicHuiA BMicT odhniokcauyHy 2.85-3.15 mr/mn (95-
105%)
3anponoHoBaHo
Cneuudpikauist Bunycky CTyniHb 3a6apBfieHHs He
6iNbLU iHTEHCMBHO 3abapBrieHuid, Hix GY5 ((EP,
NOTOYHe BMAAHHSA, 2.2.2) Cneundikauis TepMiHy
npugatHocTi KinbkicHwin BMiCT odonokcaunHy 2.7-3.3
Mr/mn (90-110%)

302.

®/TIOCTEPOH

cycneHsis ans

iH ekyii no 1 mn B
amnyni; no 5
amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHIlA KOpooLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
MeCTO

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKunii 3acib.
3MiHV Y BUPOOHMUTBI. 3MiHM Y NpoLeci BUPO6HMLTBA
roTOBOrO MiKapCbKOro 3acoby, BKAOUAYMN MPOMDKHUM
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUpO6HULITBA) - 3MiHW y NpoLIeCi BUPO6HMLTBA

3a
peyerimom

UA/2528/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
NPOMDXHOro NpoAykTy y po3aini 3.2.P.3.3. Onuc
BMPOBGHMNYOro NpoLecy Ta KOHTPOJIo npoLecy, y
3B'A3KY i3 36iNbLLEHHAM po3Mipy cepii Ansa Vehicle B
Ta 415 NPUroToBaHoi cycneHsii, a Takox ans Vehicle
A. 3MiHun | TUny - 3MiHKU 3 AKOCTI. FOTOBUIA NiKapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y mpoueci
BUPOGHMLITBA FOTOBOTO /iKapCbKoro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO MiKApCbKOro 3acoby (iHLwi
3MiHW) - 3a3Ha4YeHHA y po3aini 3.2.P.3.2. Cknag Ha
Cepito po3paxyHKy KinbkocTi A®| 6eTameTasoHy
AvHaTpito chocdaTy y nepepaxyHKy Ha «as is»
(6eTameTasoH).
TakoxX BHOCATbCA pefakuiliHi npasku. 3minu Il Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOOGHULTBI. 3MiHa po3Mmipy cepii (BkIoYarun
[LianasoH po3mipy cepii) roToBOro /ikapcbKoro 3acoby
(3MiHa cTOCYETBCSA BCIX IHLWIMNX iKAPCbKUX hopM
CYKYNHOro (KOMMJIeKCHOro) BUpobHMYOoro npouecy) -
36iMbLUEHHST po3Mipy cepii N3 y gianasoHi 3 80 1 —
100 n 0o 100 n1—280 n
303. | ®OPKAN® Mas3b, 3 MKr/T, no TOB YkpaiHa BUPOBHULTBO, IHais/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/0081/02/01
30ra6ono100r «NIEQ®AP nepBuHHE Ykpaina TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnit 3acib. peyenmom
y Ty6ax, no 1 1y6i M NTO» nakyBaHHs, CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3miHa
B KapTOHHiiA BTOPVHHE pO3Mipy YNakoBK/ roTOBOrO NikapCbKoro 3acoby (iHLwi
ynakoBLi nakyBaHHs, 3MiHW) - BBEEHHS A04aTKOBOI yNakoBku y hopmi in
KOHTPO/b AKOCTI, bulk y 3B'A3Ky 3 BUpOGHNYOI HEOOXIAHICTIO
BUNycK cepii abo
BMPOGHMLITBO
npoaykuii in bulk:
KYCYM
XENTXKEP MBT
NTA, IHgjs;
BTOPWHHE
nakyBaHHs1,
KOHTPO/b SIKOCTI
Ta BMNyCK cepii 3
npoaykuii in bulk:
TOB «NIEA®APM
NTO», YKpaiHa
304. | ®OPKAN® Masb, 3 MKr/r, in TOB YkpaiHa KYCYM IHAisA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | - UA/0082/02/01
bulk: no 30 ry «NEQPAP XENTXKEP MNBT TMnYy - 3MiHK 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
Ty6i, no 320 Ty6 y M NTA» nTa CucTema KoHTelHep/3aKkynoptoBasibHUiIA 3aci6. 3MiHa
KapTOHHI pO3Mipy ynakoBK/ roTOBOrO JlikapCbkoro 3acoby (iHLwui

Kopobui, abo no
30 ry Ty6i, no 144
TY6W Y KapTOHHIW

3MiHW) - BBEAEHHA [04aTKOBOI YNakoBku y chopMi in
bulk y 3B'A3Ky 3 BUPOGHMYOIO HEOBXIAHICTIO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KopobLi; abo no
100 ry Ty6i, no 64
Ty6W y KapTOHHIiA
KopoobLi
305. | ®OCPO- PO34NH OpasIbHUI; KaceH Icnanis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9143/01/01
COOA no 45 vny Pekopgaari, C.n. Tuny - 3miHK Woao 6e3nekn/edpekTVBHOCTI Ta peyenmom
donakoHi; no 2 C.J. thapmakoHarnsgy. BeegeHHs abo 3miHu fo
hnakoHn B y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
KapTOHHIA Kopoo6Li (BBEAEHHSA Y3araslbHEHUX AaHWX MPO CUCTeEMY
hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLLO BOHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
tharina cuctemmn chapmakoHarnsgy) 3miHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YkpaiHi. [itoya pefakuis: BonowmvHa AHacTtacis
AHatoniiBHa. MponoHoBaHa pegakuis: OuepeTsaHa
KOnisi leoHigiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu 3asBHMKA, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YkpaiHi
306. | XEMENb Tabnetkn, no 50 Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHux maTepiani: 3miHu | 6e3 UA/7887/01/01
Tabnetok y Xalinbmitte a Xainbmitrens TMny - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuenma
KOHTelHepi Nb Xeenb Xeenb M'm6X thapmakoHarnsigy. BeegeHHs abo 3miHu go
noninponineHoBom rmM6X y3ara/ibHeHUX JaHnx nNpo cuctemy hapmakoHarnsagy
y; no 1 (BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
KOHTeliHepy B hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
KOpPOO6Lii 3 KApTOHY BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chapmakoHarnsagy B YKpaiHi, Ko BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0c06W, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsgy (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6U 3aABHNMKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsa B YkpaiHi
307. | XEMENb H pO34uH Ans Bionoriwe HimeuuunH Bionoriwe HimeuunHa BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/5818/01/01
IH'EKLI iH'ekyiii; no 1,1 mn XalinbmiTre a XaiinbMmitrens MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peyernmom
B amnyni; no 5 Nb Xeesnb Xeenb M'm6X thapmakoHarnsigy. BeegeHHs abo 3miHun go
ammnyn y KOHTYpHIiA rM6X

YapyHKoBIl
ynakoBLi; no 1 abo
no 2, abo no 20
KOHTYPHUX
YapyHKOBUX

y3arasibHeHVX AaHnX Npo cucTemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cUcTemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuka ans
34iicHeHHs1 dpapMakoHarisgy B YKpaiHi, KO BOHA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
ynakoBOK B BiAMiHHa Bif, yNOBHOBaXeHOI 0co6u, BignoBigasibHOI
KOpPOG6Lii 3 KApTOHY 3a 3filicHEHHS hapmakoHarnsgy (Bkaovaumn
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemm chapmakoHarnsgy). 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHMKA, BIAMNOBIAa/ILHOT 3a
hapMakoHarnsg B YKpaiHi
308. | XME/NKO EKCTpaKT piakuii MAT YkpaiHa MAT "Tanuucapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | - UA/12525/01/01
LUNLLIOK (cy6eTaHuin) B "Tanuucdapm TMny - 3MiHK 3 AKOCTi. APl KoHTposib A®I. 3miHa y
EKCTPAKT 60ouykax " napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
PIAKNIA noniMepHux ans BMU3Ha4YeHUX y cneuudpikauisx Ha A®l, abo
BMPOGHMLITBA BVXiAHWI/NPOMDKHUIA NpoAayKT/pearexT, Wwo
HeCcTepWIbHUX BMKOPUCTOBYIOTbCSA Y npoueci BupobHuutea A®I (iHwwi
nikapcbknx oopm 3MiHM)NpYBEAEHHSA NOKa3HWKa "BigHocHa ryctnHa" fo
BuMor AdY, a came BUAy4aOTLCSA OANHUL
po3mipHocTi «r/cm3» B Cneuydikadii Ta meTogax
KOHTpot0 AP, OCKifbkM NOKa3HUK "BigHoCHa rycTuHa"
6e3po3MipHa BennynHa
309. | ULENECTOAE | kpem, no30ry OpraHoH LBeiuapi | OpraHoH XelicT 6B Benbris BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/3403/01/01
PM-B® 3 Ty6i; no 1 1y6i y CeHTpan Ict a TMny - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peuenmom
FTAPAMILVH KapTOHHI KopoobLi M6X thapmakoHarnsgy. 3MiHa 4yacToTu Ta/abo TepMiHiB
oM nofaHHA perynsapHO OHOB/IIOBaHMX 3BITiB 3 6e3nekn
nNiKapcbknx 3acobiB. 3MiHM y 4aCTOTi Ta AaTax
noJaHHs peryasipHO OHOB/IIOBAHOTO 3BIiTY 3 Ge3neKu.
[itova pepakuis: Yactota nogaHHa perynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekun 13 pokis. KiHueBa aata
[ON5 BKIIOYeHHA AaHunx Ao PO3b6 — 01.01.2025 p. fara
nogaHHa — 01.04.2025 p. MNponoHoBaHa pefakLis:
YacToTa nofaHHs perynsipHo OHOB/IHOBAHOTO 3BITY 3
6e3nekn 9 pokis. KiHueBa garta Ans BKIOYEHHS faHux
0o PO3b — 03.06.2029 p. Aarta nogaHHsA — 01.09.2029
p. PekomeHa0BaHO [0 3aTBEPXEHHS BiANOBIAHO [0
nepiogMYHOCTI MOAaHHS PErynspHO OHOB/IOBaHWX
3BITiB 3 6e3NeKn Nikapcbknx 3acobiB y €C.
310. | LEPEBPYM po3yuH ans Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 10 peecTpavyiiiHnux maTtepianis: 3MiHu | 3a UA/7791/01/01
KOMMOS3UTY | iH'ekuiin, no 2,2 mn Xahnbmitre a XannoMmitrenb MRy - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta peyenmom
MH B amnyni; no 5 Nb Xeenb Xeenb Mv6X thapmakoHarnsgy. BeegeHHs abo 3miHu o
amnyn y KOHTYPHiiA M6X

y3ara/ibHeHuUX gaHux npo cucrtemy CbapMaKOHaF!'Iﬂ,D'y

YapyHKOBIl (BBEAEHHSA Yy3arasibHEHNX AaHUX NPo cUcTemy
ynakosLi; no 1 chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
KOHTYpHIlA BifiNOBIfaNbHOI 3a 34jiiCHEHHS hapmakoHarnsay;
YapyHKOBIW KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
ynakosLi B 3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KLLo BoHa
KOpPOO6LIi 3 KAPTOHY; BiIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBiAa/IbHOI
no 2,2 Mn B 3a 3gilicHeHHs thapmakoHarnagy (Bkvarun
amnyni; no 5 KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
amnyn y KOHTYPHiiA chaiina cuctemu chapmakoHarnsgy). 3MiHa KOHTaKTHUX
YapyHKOBIW [aHUX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAa/IbHOI 32
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JliKapcbKO20
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ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK Y
KOpPOO6Lii 3 KAPTOHY;
no 2,2 Mn B
amnyni, no 5
amnysn y KOHTYPHiiA
YapyHKOBIl
ynakosLi; no 2
KOHTYPHUX
YapyHKOBUX
yNakoBOK Y
KOpo6Lji 3 KapTOHY

hapmMakoHarnag B YKpaiHi.

311.

LEPE3NM®
400 O

MOPOLUOK A5
NPUroTyBaHHs
KOHLeHTpaTy ans
pO3uuHy Ans
iHcpys3iii no 400
0Of;1a6o5
h/1aKoHIB 3
MOPOLLKOM Y
KapTOHHI Kopoobui

CaHodpi B.B.

HinepnaH
an

Brpo6HMUTBO
KiHLLeBOro
NPOAYyKTY
(fill/finish),

KOHTPONb cepil,
nakyBaHHs1,

MapKyBaHHS,

MiCLLe3HaxX0pKeHH
A1 YNOBHOB&XXEHO|
ocobwu, BUMycK
cepii: [xeHzaiim
IpnaHg, Nimiteq,

Ipnangis

BHECEHHS 3MiH 10 peecTpaviiiHux maTepiani: 3miHu |
TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMEHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPO6HMKa (BK/THOYAOUM, 3a HEOOXIAHOCTI, MicLe
npoBeAeHHs1 KOHTPO/IO AKOCTi), 260 BlacHuKa mactep-
thaiina Ha A®Il, abo noctavasnbHuka APl/BrxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHMLUTBI API (SIKLLO 3a3HAaYeHO
y [OCbE Ha NikapcbKuii 3aci6b) 3a BigCyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepAKeHOMy A0Cbe, a60 BUPOOHYMKA
HOBOI JOMOMIXXHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) - 3MiHa HaliMeHyBaHHS BUPOGHNKa, L0
Bignosigae 3a 36epiraHHs ronosHoro (MCB) Ta
po6ouoro (WCB) 6aHky kiTuH, 3 Genzyme Flanders
BVBA, Cipalstraat 8 Geel, 2440 Belgium Ha Genzyme
Flanders, Cipalstraat 8 Geel, 2440 Belgium. Agpeca
Ta BMPOOHUYI QRYHKLT 3a/IMwatoTbest 6€3 3MiH. 3MiHu
TMny - 3MiHK 3 sKocTi. A®l. Bupo6bHMUTBO. 3MiHa
BUPOGHMKA BUXIAHOTO/NPOMIXXHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOBOHUYOMY npoueci AP,
abo 3miHa BUpOoGHYKa (BKOYalouu, Ae HeobXxigHo,
MicLle NpoBeAEeHHS KOHTPOsO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikaTta BiANOBIgHOCTI EBpONENChkili
hapmakonei y 3aTBepXeHOMY JOCLE)(3MiHN A0
3ax0fiB, NOB’A3aHNX 3 KOHTPO/IEM aKTUBHOI PEHOBUHM
6i010riYHOro NOXOMKEHHS: 3aMiHa abo AoAaBaHHA
AiNbHULI, fe NPOBOANTBLCS KOHTPO/Ib/BUNPOOYBaHHS
cepii, BKOYaoun 3aCToCyBaHHs
6i0/10ri4YHOro/iMyHOOriYHOr0/iMyHOXIMIYHOrO METOAY) -
[JopasaHHsA ginbHuui BioReliance Corporation, 9820
Darnestown Road, Rockville, Maryland 20850, USA sk
aNbTepHaTUBHY AiIbHULIK, BiANOBifasIbHY 3a

3a
peyenmom

UA/8659/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

KOHTPO/Ib SKOCTi Npu BUNycky cepii A®I, 6ionoriyHo
aKTVBHOI peYoBUHY iMirnoLepasa, 3a nokasHukamm:
Bunpo6yBaHHs In Vitro Ha cTopoHHi Bipycu (harvest
fluid) Ta KOHTPONL Mig Yac BUPOBHULTBA Ha ApiOHMIA
Bipyc muweli (MMV) (harvest fluid), a Takox
BMNPOGYBaHHSA Ha iAEHTUYHICTb Ta CTOPOHHI areHTu
[0J151 TO/IOBHOTO Ta po6o4oro 6aHky knituH MCB/WCB.
3MiHn Il Tuny - 3miHn 3 akocTi. A®l. BupobHuuTBo.
3MiHa BUPOGHYVKa BUXIAHOTO/MPOMIXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPOOHUKa
(BKTrovatoun, fe HeobxigHO, MicLe NPOBeAEeHHS
KOHTpOt0 sKOCTi) AdI (3a BiACYTHOCTI cepTudikata
BiZJNOBIAHOCTI E€BpoONeNChKii thapmakonei y
3aTBEPLKEHOMY [JOCLE)(3MiHW [0 3aX0AiB, NOB'A3aHNX
3 KOHTPOIEM aKTVBHOT pe4yoBMHU 6i0SI0MNYHOro
NOXOPKEHHS: 3amiHa abo foAaBaHHA AinbHuUL, Ae
NPOBOAUTLCS KOHTPO/b/BUNPOBYBaHHS cepii,
BK/TIOHAI0UMN 3aCTOCYBaHHS
6i010ri4YHOro/iMyHO0rYHOr0/iMyHOXIMIYHOTO MeToAY) -
[opasaHHs ainbHULi Charles River Laboratories, Inc.
466 Devon Park Drive, Wayne, Pennsylvania 19087-
1816 USA 5K asibTepHaTUBHY AiNbHULO,
BiANOBIAa/IbHY 3a BUNPO6YBaHHSA 4J15 TO/IOBHOIO Ta
po6oyoro 6aHky knituH MCB/WCB

312.

LE®IKCUM-
BICTA

TabneTkn, BKPUTI
N1iBKOBOIO
060/10HKOI0, MO
400 wr; no 5
Tabnetoky
6nictepi; no 1 abo
2 6nictepu B
KapTOHHIA KopoobLi

Mictpan
Kenitan
MeHepxmeH
T Nlimiteq,

AHrnis

ALC JOB®AP
C.NA.

ITanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BiAnoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTudiikaTt BiAMnoBIigHOCTI
€Bponelicbkin hapmakonei) - HoBuiA cepTudikar Big
HOBOro BMPOGHMKa (3aMiHa ab0 JONOBHEHHS)
noJaHHA HOBOro cepTudikaTa BiANOBIAHOCTI
€poneiicbkiii hapmakonei Ne CEP 2021-361 - Rev 01
onsa A®l uedikcmmy Big HOBOTO a/lbTEPHATUBHOIO
BmMpo6Huka QILU ANTIBIOTICS PHARMACEUTICAL
CO. LTD., China

3a
peyerimom

UA/19614/01/01

313.

LE®OBOLM
il

NMOPOLLIOK A5t
pO3unHy ansi
iH’ekujin no 1 r; no
1 chnakoHy 3
nopoLkom; no 1

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHWYNIA

YKpaiHa

My6niuHe
akujioHepHe
TOBapuUCTBO

"HaykoBo-
BMPOGHUYNI

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHwn)
3MiHV BHECEHO A0 IHCTPYKLUIT 4151 MEAUYHOTO
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ain "MobivHi

3a
peuyenmom

He
nidnsieae

UA/9239/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
dhnakoHy 3 LeHTp LeHTp peakuii” LWoA0 BaXIMBOCTI 3BiTyBaHHA NPO NOGIYHi
MOpOLLKOM y nayui | "bopLuariscb "BopLuariBCbkuii peakuii, y3rofkeHo pi3HouUMTaHHs iHchopmawi 3
3 KapTOHy; No 5 KWIA XiMiko- XimikO- YMHHHVM peecTpauiiiHiM NOCBiAYEHHSAM Y po3aini
hNakoHiB 3 hapmaueBT thapmavLeBTUYHWIA "YnakoBka", BUTy4eHO iHCTPYKLiH0 POCiliCbKOK MOBOIO,
MOPOLLKOM Yy NYHWIA 3asog" a TaKoX OHOBJ/IEHO TEKCT MapKyBaHHS YNakoBKK
kacerTi, no 1 kaceTi 3aBofg" NikapcbKoro 3acoby, a came BUIyYeHO BUKTaeHHs
y neHani 3 TEKCTY MapKyBaHHS pPOCIliCbKOI MOBOIO Ta BHECEHO
KapToHy He3HauHi npaBKu No TekcTy. 3MiHn o MKA
NikapcbKoro 3acoby, a caMme YTOYHEHO BUKNafeHHS
po3giny «fjopatkosa iHchopmauis. «[l-1. Ynakoska».
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
314. | UUTOMOKCA | kpanni o4Hi 0,5 %,; AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16865/01/01
H® nosmny "papmak” Tuny - 3MiHu 3 akocTi. A®l. CTabinbHicTb. 3MiHa peyenmom

thnakoHi; no 1
onakoHy y nauui

nepiogy NoOBTOpPHUX BUMPOGyBaHb/nepioy 36epiraHHsA
a60 ymoB 36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEPKEHOMY [OCbE cepTudikarta BifnoBigHOCTI
€Bponelicbkiil hapmakonei, Wwo BK/Yae nepiog,
NOBTOPHOro BUNpPo6yBaHHSA) (iHLWi 3MiHK) - 3MiHa
nepiofy peTecTyBaHHS Ajt040i Pe4YOBUHM
MOKcMdhIo0KCaLVHY Figpoxiopua BUpooHuLTBa
Chongging Huapont Pharmaceutical Co., Ltd., Kutaii:
3arBepmkeHo: MNepiof peTecTyBaHHA: 3 POKM -
3anponoHosaHo: lNMepiog peTecTyBaHHA: 5 pokiB.
3MiHu | TUNy - 3MiHK 3 AKkocTi. CepTudikat
signosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
ab0o BMNyYeHHs cepTudikara BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/npoOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BigMnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikar Big,
BXE 3aTBEPXEHOro BUpPobHUKa - 3amiHa DMF Version
1.0/ 2016-08 Ha akTyasibHy Bepcito cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei CEP 2021-
458-Rev 00 g5 Ajtoyoi pevyoBrHN MOKCUIoKcauuHy
rigpoxnopuz Bif BXe 3aTBEpAXEHOr0 BUPOOHUKaA
Chongging Huapont Pharmaceutical Co., Ltd., Kutai.
Ak Hacnok, Biabynnch 3miHM B cneumdikauii Ad|
BMpOGHMKa M13. 3MiHu | TUNY - 3MiHK 3 SKocTi. AdDI.
CTabinbHiCTb. 3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiogy 36epiraHHa abo ymMoB
36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAKEHOMY
[0Cbe cepTudikaTa BifnoBiAHOCTI EBpONECHKii
hapmakonei, Lo BKIYae nepio NOBTOPHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BMNpOGYBaHHS) (Nepiog MOBTOPHOro
BUNpo6yBaHHA/nepios 36epiraHHs) - 3miHa ymoB
36epiraHHa A®I - 3MiHa yMOB 36epiraHHs 4715 4ilo4oi
PeyoBMHN MOKCUADTOKCALMHY TifpoX10pna BUPo6HMKa
Chongging Huapont Pharmaceutical Co., Ltd., Kutaii.
3arBepmkeHo: YMOBW 3BEPIFTAHHSA - 36epirat B
3axuLLeHoMy Bif, CBITa MicLi Npy TemnepaTypi He
Buuie 25°C. 3anponoHosaHo: YMOBW 3BEPITAHHA -
36epirati B 3axyLLeHOMy Bif cBiT/1a MicLi. He
notpebye 0cob/MBUX YMOB 36epiraHHs.
315. | UWUTPA®NIT NMopoLUOK AN KaceH Icnanis Brpo6HMK Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13820/01/01
opasibHoro Pekopgaari, Hepo3dacoBaHol Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
po3uunHy; no 15,08 C.J. npoAayKLUiT, thapmakoHarnsgy. BeefeHHa abo 3miHu fo
I NOPOLLKY B nepBrHHA Ta y3arasibHeHVX AaHnx nNpo cuctemy thapmakoHarnsgy
nakeTi-calue; no 2 BTOPMHHA (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
naketn a6o 50 ynakoBka, [403BiN hapmMakoHarnagy, 3MiHa yrnoBHOBaXeHOT ocobu,
nakeTiB (ynakoBka Ha BUMYCK cepii: Bi4NOBIAA/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
ANA NiKyBasIbHUX KaceHn Pekopgari, KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa gns
3aknagis) y C.. 3[iiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BOHa
KapTOHHI Kopobui BiAMiHHa Bif, YNOBHOB&XeHOi 0co6y, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thainna cuctemmn thapmakoHarnsgy). 3MiHa KOHTaKTHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg B
YKpaiHi.
[itoua pepaxuis: BonowunHa AHacTacis AHartoniiBHa.
MponoHoBaHa pegakuis: OuepeTaHa tOnis
NeoHigiBHa.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOI 0CO6U 3asiBHMKA,
BignoBiAa/IbHOI 32 hapmakoHarnsg B YkpaiHi
316. | HEMEPUYHA | po3uuH ans MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | 3a He UA/9250/01/01
BOAA 30BHILLIHBLOIO "XIMOGAPM3 "XIMOGAPM3ABO MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyernmom nionsieae
3acTocyBaHHs, ABO/J [ "YEPBOHA hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTumui
BOAHO-CMNMPTOBMUIA; "UEPBOHA 3IPKA" nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLT
no 100 mny 3IPKA" 011 MeQUYHOro 3acToCyBaHHA Ha MiAcTaBi perynspHo

doNakoHi CKIsiHOMY
ab6o nonimepHomy,
no 1 donakoHy B
nadui; no 100 mny
6aHui, no 1 6aHui
B nauuj

OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn NikapCbKoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3acTOCyBaHHS NiKapCbKOro
3acoby B nicnsipeecTpaviiiHvii nepiod, abo K
pesynbTaT OLiHK/ 3BITY 3 AOCAIMKEHb, NPOBEAEHUX
BiANOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHVM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO A0 IHCTPYKLUIT 4151 MEAUYHOTO
3acToCyBaHHS NikapCcbKoro 3acoby Ao po3giny
"Mo6iyHi peakyi" (040 NOBILOMIEHHS NPO
nigo3ptoBaHi No6IYHI peakLii), a TakoxX y po3gain
"YnakoBka" (Y3rof)KEHO Pi3HOUMTaHHS 3 Ail04nMm
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
peecTpauiiHuM noceigyeHHAM TepMiH BBEAEHHS 3MiH
npotsarom 3 micsLiB nicns 3aTBePAKEHHS.
317. | IONEPIO TabneTku, BKpUTI HoBaprtic Lseiiuapi BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH 10 peecTpauiiiHux maTepianis: 3miHu | 3a UA/16691/01/01
nNiBKOBOIO dbapma A KOHTPO/b SIKOCTI, CnoseHis TUNy: AAMIHICTPaTUBHI 3MiHU. 3MiHA HaliMeHyBaHHs peuenmom
obonoHkoto, no 50 | Cepsice3s Al nepBrHHE Ta Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI

mr; no 14
Tabnetok y
6nictepi; no 2 abo
4 6nictepu B
KapTOHHIlA KOpooLi

BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: HosaprTic
dapma C.n.A,,
ITanis; KOHTPO/b
AKOCTI 3a
NoKa3HUKOM
«MikpobionoriyHa
yncToTax: Jlek
dapmMacbloTUKaC
4.4., CnoseHis;
BMPOGHMLITBO,
KOHTPO/b SIKOCTI
OKpiM MOKa3HMKa
«MikpobionoriuHa
yucToTar:
Hosapric
dapmacbloTukan
MaHydhakTypiHr
NNC, CnoseHis;
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: Jlex
dapmMacboTUKaC
4.4a., CnoseHis;
KOHTPO/b SIKOCTI
3a NOKa3HUKOM
"MikpobionoriyHa
yuctoTa™
HaujioHanbHa
naboparopis
3[0p0B'a
HaBkonuLwHLOro
cepefosuila Ta
Ki, CnoseHis

BMPO6HMKa (BK/THOYAOUM, 3a HEOOXIAHOCTI, MicLe
npoBefeHHs KOHTPO/IO AKOCTi), 260 BlacHuKa mactep-
thaiina Ha A®I, abo noctavasnbHuka APl/BrxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYyKTY, Lo
3aCTOCOBYIOTbCH Y BUPOOHMUTBI API (SIKLLO 3a3HAaYeHO
y [OCbE Ha NikapcbKuii 3aci6b) 3a BigCyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
chapmakonei y 3aTBepKeHOMy A0Cbe, a60 BUPOOHYMKa
HOBOI JOMOMIXXHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[0CbE) 3MiHa HaliMeHyBaHHS OiNIbHNL| KOHTPOJIO
akocTi Novartis Integrated Services Limited -
International Service Laboratory, Ireland Ha SGS
International Services Laboratory (ISL) Limited, Ireland
y 3B’A3KYy 3 nepejayero npas BNACHOCTI 6€3 3MiHU
MiCLLE3HaXOMKEHHS AiNbHULI. A TaKOX BHECEHO
peAakuiiHi npaBku Jo ii agpecy (foAaHo NOLITOBUIA
iHOeKc Ta BHECEHO HOoBWiIt Homep DUNS) Ta oHOBNeHo
po3gin 3.2.S.2.1.Bupo6Hukn. 3miHun | Tuny:
AAMIHICTpaTUBHI 3MiHW. BuyyeHHs1 BUPOGHUYOT
OinbHUUI (BKNOYaoUY AinbHUL Ana APl TpOMKHOIo
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuLI
AN NPOBefeHHA NakKyBaHHS, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUNYCK CEPIii, MiCLie NPOBEAEHHS
KOHTPO/II0 cepii) abo noctayasibHyKa BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI pEYOBVHN
(AKWO0 3a3HAYEHO Y JOCbE) BUYYEHHS BUPOOHUYOT
AinbHULI NpoMiXHOrO npogykty AHU377-C2
(ctepeocenekTuBHe rigpyBaHH AHU377-C1) Zhejiang
Jiuzhou Pharmaceutical Co., Ltd., i ik Hacnigok
OHOB/IEHO po34in 3.2.S.2.1.BupobHukmn. 3minm | Tuny:
3MiHn 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKA
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUpPOGHMKa (BK/THOYatoum, e HeobXigHo, micue
npoBefieHHA KOHTPOS0 AKOCTi) AP (3a BigCyTHOCTI
cepTudgikaTa BignNoBigHOCTI €BpONEechKii
hapmakonei y 3aTBepAXeHOMY A0CbE)(iHLi 3MiHN)
BBEJEHHA aNlbTepHaTMBHOrO BUPOGHYMKA Aitouoi
peuoBuHn LCZ696-ABA Divi's Laboratories Limited,
IHAiA 3 KOHTPONEM AKOCTI MPOMIKHUX NPOAYKTIB Ta
A®L. 3MmiHu | TUNy: 3MiHK 3 AKoCTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHYVKa BMXIiAHOrO/MPOMIXXHOIO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHUMYOMY npotieci A®I, abo 3miHa BUPOOHUKa
(BKTrovatoun, fe HeobxigHO, MicLe MPOBeAEeHHS
KOHTpOt0 sKOCTi) ADI (3a BiACYTHOCTI cepTudikata
BiZJNOBIAHOCTI €BpPONENChKii thapmakonei y
3aTBEpMAXEHOMY A0ChE)(iHLWi 3MiHV) BBEAEHO
[0AATKOBY BUPOGHUYY [iNTbHULIO NPOMIXHOTO
npoaykty LCZ696-C1 (AHU377-C8) Harman
Finochem Limited, India. 3miHu | Trny: 3MiHN 3 SKOCTI.
A®I. BupobHuLTBO. 3MiHa BUPOGHMKA
BWXi4HOrO/MPOMIXXHOro NPoAyKTy/peareHTy, Lo
BMKOPVCTOBYHOTbCS Y BUPOGHUYOMY npoueci Adl, abo
3MiHa BUpPOGHMKa (BK/IHOYatoum, e HeobXigHo, micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACYTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepyKeHOMY A0CbE)(iHLLi 3MiHW)
BBEEHO A0AATKOBOr0 BUPOOHUKA NPOMIKHOMO
npoaykty AHU377-C2 Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China.3miHu | Trny: 3mMiHu 3
akocTi. A®l. BupobHuUTBO. 3MiHM B npoueci
BMpo6HULTBa AP| (He3HaYHA 3MiHa Y NMpoLeci
BMpoOHULUTBa API) 3MiHN Y BUPOGHMYOMY npoLueci
npomixHoro npoaykty LCZ696-C1 (AHU377-C8), wwo
BMPOGNSETLCA HA BUPOOHUUIN AinbHULI Harman
Finochem Limited, India, a came 3amiHa pO34MHHUKIB
H-renTaHy Ha Jux/iopMeTaH Ta isonponinayeTar
3aMiHIETLCA AVX/TOPMHETaHOM. 3MiHuM | Tuny: 3miHu 3
AKOCTi. A®|. BUpo6bHMLTBO. 3MiHU B NpoLeci
BMPOOHULTBA AP| (HE3HAYHA 3MiHA Y NpoLeci
BMPO6HULTBA API) 3MiHM Y BUPOGHMYOMY NpOLIECi
npomixHoro npoaykty AHU377-C2, o B1pobsieTbes
Ha BMPOGHUYI AinbHML Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China, a came
BMKOPWCTAHHS iHLIOrO MiraHay B aCUMeTpPUYHOMY
rigpyBaHHi AHU377-C1 Ta peakuiiiHy cymiLl
06p0o61ATL aKTUBOBAHUM BYTiAIAM. 3MiHM | Tumny:
3MiHu 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa po3Mmipy
cepii (Bktovatoun gianasoHn) A®l abo npomMiXHOro
NPOAYKTY, SKNIA 3aCTOCOBYETLCA Y NPOLiECi
BUPOGHMLTBA AD| (3MEHLLEHHS 06CAry BUpOOHULTBA
[0 10 pasiB) 3miHa po3Mipy cepii TPOMIXHOro
npoaykty AHU377-C2, wo BUKOPUCTOBYETLCA A1
BMPOBGHULTBA NPOMKHOTO NpoaykTy LCZ696-C1
(AHU377-C8) Ha B1po6Huili AinbHuLi Harman
Finochem Limited, India, (3aTBepaxeHo: 600 kg (1565
mol)or 800 kg (2086 mol) AHU377-C2;
3anponoHoBaHo: 190 kg (495 mol) AHU377-C2). 3MiHn
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

| Tuny: 3miHm 3 skocTi. A®l. BUpo6HNLTBO. 3MiHA
po3mipy cepii (Bktovatoun gianasoHun) Adl abo
MPOMDKHOIO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y NPOLIECI
BUPOGHMLTBA AD| (3MEHLLEHHS 06CAry BUpOOHULTBA
[0 10 pasiB) 3miHa po3Mipy cepii TPOMIXHOro
npoaykty AHU377-C1, Wwo BUKOPUCTOBYETLCA A1
BUPOGHMLUTBA NPOMiXHOIO npoaykty AHU377-C2 Ha
BUPOGHMYIN ainbHULi Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China, (3aTBepgxeHo: 400
kg (1049 mol) AHU377-C1; 3anponoHoBaHo: 250 kg
(655 mol) or 300 kg (786 mol) AHU377-C1). 3miHn |
Tuny: 3miHm 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudpikauii Ta/abo AONYyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiAHWA/MPOMIKXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHK) fo po3giny 3.2.S.2.3.KoHTposb MmaTepiasis
AopaHo cneuudikayiio 3 BignoBigHMMU MeTogaMmn
BUNPOBYBaHHA 4718 KOHTPO/O MPOMIKHOIO NPOAYKTY
AHU377-C5 Big f0AaTKOBOI BUPOOHWYOI [inbHNL
npomixHoro npoaykty LCZ696-C1 (AHU377-C8)
Harman Finochem Limited, India. 3miHu | Tuny: 3MiHn
3 AkocTi. APl KoHTponb APl. 3miHa y napameTpax
cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
NPoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLEC
BMPO6HULTBA API (iHLWI 3MiHW) A0 po3Ainy
3.2.S.2.3.KoHTposb matepianis fogaHo cneuudikadito
3 BiNOBIAHUMYK MeTogamy BUNPoGYyBaHHA f/15
KOHTPO/II00 MPOMiXHOro npoaykty AHU377-C1 Big
[,04aTKOBOI BUPOBHUYOI AiNbHULL NPOMIKHOTO
npoaykty AHU377-C2 Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China. 3miHu | Tny: 3miHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWUI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpo6HULTBa AP (iHLWI 3MiHW) [0 po3ainy
3.2.5.2.4.KOHTPO/Ib KPUTUYHUX CTagili i MPOMiXKHOT
npoaykuii fogaHo cneuudikadiio 3 BignosigHUMU
mMeToAamu BUNPOOYBaHHA A5 KOHTPO/IOH
npomikHoro npoaykty AHU377-C2 Big foaaTkoBoi
BUPOGHMYOT AiNTbHULI NPOMDKHOro npoaykTy LCZ696-
C1 (AHU377-C8) Harman Finochem Limited, India.
3miHu | TMny: 3MiHn 3 akocTi. A®L. KoHTposnb AdL.
3MiHa y MmeTofax BunpobyBaHHsa APl abo BUXigHOro
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BMKOPUCTOBYETLCA Y npoueci BUpobHuLTBa ADI (iHLWi
3MiHW Y MeTofax BUNPo6yBaHHS (BKIOYaOUN 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiZHOro/MPOMIKHOTO
npoAaykTy) o po3sginy 3.2.S.2.3.KoHTponb MaTepianis
AopaHo cneuudikadiio 3 BignoBigHMMU MeTogaMun
BUNPOOYBaHHA [/ KOHTPOJ10 MPOMIDKHOTO NPOAYKTY
BasicapTaHy BMpobHuuTBa Divi's Laboratories Limited,
IHAiA Ana nogansLuoro nepetsopeHHs B LCZ696-ABA.
3minu | TMny: 3miHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3akynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHili ynakosui A®I (iHwi 3miHW) goaaHo
BMKOPVCTaHHS 30BHiWHLOro HDPE koHTelHepa Ao
BXe 3aTBepA)KeHOro MeTasieBoro KoHTeliHepa, AKuii
3axyLLa€e NepBUHHY Ta BTOPUHHY YyNakoBku. XXOaHMX
3MiH 0 NEPBMHHOI Ta BTOPUHHOI YMaKkoBKN He
BHOCUTbCS
318. | OMEPIO TabneTkun, BKpUTI Hosaprtic Lseiuapi BMPOGHMLITBO, ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16691/01/02
N1iBKOBOO dapma A KOHTPO/b SKOCTI, CnoBeHis TUNy: AOMIHICTPaTUBHI 3MiHN. 3MiHa HaliMeHyBaHHs peyenmom
060/10HKOI0, MO Cepsice3 Al nepBuHHE Ta Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI
100 wmr; no 14 BTOPVIHHE BMpPO6HUKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI, MicLe
TabneTok y nakyBaHHS, BUNYCK npoBefAeHHs KOHTPO/0 AKOCTI), abo BlacHuKa mactep-
6nictepi; no 2 abo cepii: HoBapTic (haiina Ha A®I, abo noctavasnbHuka A®Il/BrxigHOro
4 6nictepu B ®apma C.n.A,, marepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
KapTOHHIA KopoobLi ITanis; kKOHTpoNb 3aCTOCOBYIOTbCS Y BUPOO6HULTBI A®I (SKLLO 3a3HAaYEHO
SAKOCTIi 3a y [lOCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI
NoKa3HUKOM

«MikpobionoriyHa
yncToTax: Jlek
PapmacboTUKaC
A.4., CnoseHis;
BUPOBHULTBO,
KOHTPO/b AKOCTI
OKPIM MOKa3HUKa
«Mikpob6ionoriyHa
yuctoTax:
HoBaprTic
dapmacbioTuKan
MaHyhakTypiHr
NNC, CnoseHis;
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHS, BUNYCK
cepii: Jlek
dapmMacbloTUKaC
4.4., CnoseHis;
KOHTPO/b AKOCTI

cepTugikaTa BignoBigHOCTI €BpONEenchKiin
chapmakonei y 3aTBepkeHoMy A0Cbe, ab60 BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHo Y
[0CbE) 3MiHa HalMeHYBaHHS AiNIbHUL| KOHTPOSIO
akocTi Novartis Integrated Services Limited -
International Service Laboratory, Ireland Ha SGS
International Services Laboratory (ISL) Limited, Ireland
y 3B'A3Ky 3 Nepejadyeto npas B/IacHOCTI 6e3 3MiHK
MiCLLe3HaxXOMKEHHS AiNbHULI. A TaKoX BHECEHO
pejakuiiHi npasku fo ii agpecu (foAaHo NOLTOBWIA
iHOeKc Ta BHeceHo HoBuMii Homep DUNS) Ta oHoBneHo
po3ain 3.2.S.2.1.BUpo6HuKn. 3MiHu | Tuny:
AOMiHICTPaTMBHI 3MiHW. BUnyyeHHs BUpOGHMYOT
AinbHUUI (BKAoYatoumn ainbHuui ana A®l, npomixHoro
npoAyKTy abo roToBOro Nikapcbkoro 3acoby, AiNbHALI
1151 NPOBEAEHHSA NakKyBaHHS1, BUPOOHUKA,
BiANOBIAA/ILHOrO 3a BUMYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/II0 cepii) abo nocTavasibHMKa BUXIGHOTO
maTepiany, peareHTy abo fOMOMKHOI pe4OBUHMN
(AIKLLLO 3a3HAYEHO Y [OCHE) BUTYHEHHS BUPOOHNYOT
AinbHUUI npoMikHoro npoaykty AHU377-C2
(ctepeocenektusHe rigpysaHHs AHU377-C1) Zhejiang
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)

3a NoKa3HNKOM
"Mikpob6ionoriyHa
yucrora™
HaujioHanbHa
naboparopis
3/10p0oB'a
HaBKONMLWHLOIo
cepefosuula Ta
i, CnoBeHis

Jiuzhou Pharmaceutical Co., Ltd., i ik Hacnigok
OHOB/IEHO po34in 3.2.S.2.1.Bupo6Hukmn. 3minm | Tuny:
3MiHn 3 sKkocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HUKA

BVXIZAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUpPO6HMKa (BK/THOYatoum, e HeobXxigHo, micue

npoBefieHHA KOHTPOSI0 AKOCTi) AP (3a BigCyTHOCTI
cepTucpikaTa BiANoBigHOCTI EBpONechbkili
hapmakonei y 3aTBepAKeHOMY A0CbE)(iHLi 3MiHN)

BBEJIEHHA aflbTepHaTMBHOrO BUPOGHYMKA AitoYoi

peuoBuHM LCZ696-ABA Divi's Laboratories Limited,
IHAiA 3 KOHTPONEM AKOCTI MPOMIKHUX NPOAYKTIB Ta
A®I. 3MiHn | TUNY: 3MiHK 3 skocTi. ADI. BupobHULTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXXHOIO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci ADl, abo 3miHa BUPOGHMKa
(BKtovatoun, fie HeobxigHO, MicLe NPoBeAEHHS
KOHTposito sikocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEpMKEHOMY AOChE)(iHLi 3MiHW) BBEAEHO
[04AaTKOBY BMPOGHWYY AiNIbHMLIO MPOMIKHOIO
npogykty LCZ696-C1 (AHU377-C8) Harman
Finochem Limited, India. 3miHu | Tny: 3MiHKX 3 AKOCTI.
A®|. BupobHuLTBO. 3MiHa BUPOGHMKA

BVXiAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHUYOMY npoueci AdDl, abo
3MiHa BUpPO6HMKa (BK/THOYatoum, e HeobXigHo, micue
npoBefieHHA KOHTPOSIt0 AKOCTi) AP (3a BigCyTHOCTI

cepTucpikaTa BiANoBiAHOCTI EBpONechbkili
hapmakonei y 3aTBepAxeHOMY A0CbE)(iHLi 3MiHN)

BBE/leHO [104aTKOBOro BUPOBHMKA NPOMIXXHOIO

npoaykty AHU377-C2 Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China.3miHu | Tny: 3miHu 3
AKOCTi. A®|. BUpo6bHMLTBO. 3MiHU B NpoLeci
BMPOOHULTBA AP| (HE3HAYHA 3MiHA Y NpoLeci
BMpO6HULTBA API) 3MiHM Y BUPOGHMYOMY MPOLIECi
npomixxHoro npoaykty LCZ696-C1 (AHU377-C8), wo
BMPOGNSETLCA HA BUPOGHMYIN AinbHMLI Harman
Finochem Limited, India, a came 3amiHa pO34MHHWKIB
H-renTaHy Ha JuxsiopMeTaH Ta isonponinayeTtar
3aMIHIOETLCA AVX/TOPMHETAHOM. 3MiHuM | Tuny: 3MiHu 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHM B MpoLeci

BMpO6HULTBA AP| (HE3HAYHA 3MiHA Y NPOLECI

BMPO6HULTBA API) 3MiHM Y BUPOBHMYOMY NPOLIECI
npomixHoro npoaykty AHU377-C2, wwo B1pobsieTbes

Ha BMPOGHMUIN AinbHUUi Jiangxi LongLife Bio-

Pharmaceutical Co., Ltd., China, a came
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
BUKOPUCTAHHS iHLIOrO NiraHay B aCUMETPUYHOMY

rigpyBaHHi AHU377-C1 Ta peakuiiiHy cymiLl
06p0o61ATL aKTUBOBAHUM BYTiAIAM. 3MiHM | Tumny:
3MiHuM 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa po3Mmipy
cepii (Brtovatoun gianasoHn) A®l abo npomMixxHOro
NPOAYKTY, SKNIA 3aCTOCOBYETLCA Y NPOLiECi
BUPOGHMLTBA AD| (3MEHLLEHHS 06CAry BUpOOHULTBA
[0 10 pasiB) 3miHa po3Mipy cepii TPOMIXHOro
npoaykty AHU377-C2, w0 BUKOPUCTOBYETLCA A/1A
BMPOBHULTBA NPOMKHOrO NpoaykTy LCZ696-C1
(AHU377-C8) Ha B1po6HMYili AinbHuLi Harman
Finochem Limited, India, (3aTBepaxeHo: 600 kg (1565
mol)or 800 kg (2086 mol) AHU377-C2;
3anponoHoBaHo: 190 kg (495 mol) AHU377-C2). 3miHn
| Tuny: 3minm 3 AkocTi. A®l. BupobHMLTBO. 3MiHA
po3Mipy cepii (Bktovatoun gianazoHu) APl a6o
NPOMIKHOTO NPOAYKTY, SKWIA 3aCTOCOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (3MEHLLEHHS 06CAry BUPOOHNLTBA
00 10 pasiB) 3MiHa po3mipy cepii NPOMiXHOro
npoaykty AHU377-C1, L0 BUKOPUCTOBYETLCA A/1A
BMPOGHMLTBA MPOMiXHOro npoaykty AHU377-C2 Ha
BMPOGHUYIN AinbHUUI Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China, (3aTBepgxeHo: 400
kg (1049 mol) AHU377-C1; 3anponoHoBaHo: 250 kg
(655 mol) or 300 kg (786 mol) AHU377-C1). 3miHn |
TMny: 3MiHun 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXIZAHUA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BMKOPWCTOBYIOTbCSA Yy npoueci BUpobHuutea A®| (iHwwi
3MiHK) Ao po3giny 3.2.S.2.3.KoHTposnb MaTepianis
AopaHo cneuudikadiio 3 BignoBigHMMU MeTogaMun
BUNPOOYBaHHA [/ KOHTPOJ10 MPOMIDKHOTO NPOAYKTY
AHU377-C5 Bif f04aTKOBOI BUPOOGHWYOT AiNTbHULL
npomMixHoro npogaykty LCZ696-C1 (AHU377-C8)
Harman Finochem Limited, India. 3miHu | Tuny: 3miHn
3 AkocTi. APl KoHTposnb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWUI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HULTBA AP (iHLWI 3MiHW) [0 po3ainy
3.2.5.2.3.KoHTponb mMaTepiasiB gogaHo cneuudikadio
3 BiANOBIAHUMU MeTOoAaMU BUNPOBYBaHHSA A1
KOHTPOO0 NMPOMiXHOro npoaykty AHU377-C1 Big
[04aTKOBOT BUPOGHMYOT AiNbHULI MPOMKHOTO
npogykty AHU377-C2 Jiangxi LongLife Bio-

Pharmaceutical Co., Ltd., China. 3minu | Tvny: 3MiHn 3
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AKocTi. A®l. KoHTposnb A®I. 3miHa y napameTpax
cneumdikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpo6HULTBa AP (iHLWI 3MiHW) [0 po3ainy
3.2.5.2.4. KOHTPO/Ib KPUTUYHUX CTagili i MPOMiXKHOT
npoaykuii foaaHo cneuundikadiio 3 BignosigHUMU
MeToAamu BUNPOOYBaHHA A5 KOHTPO/IOH
npomikHoro npoaykty AHU377-C2 Big foaaTkoBoi
BUPOGHMYOT AiNTbHULI NPOMIDKHOro npoaykTy LCZ696-
C1 (AHU377-C8) Harman Finochem Limited, India.
3miHu | TMny: 3MiHn 3 akocTi. A®L. KoHTponb AdL.
3MiHa y MmeTofax BunpobyBaHHsa APl abo BUXigHOro
marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUpobHuutea A®| (iHwwi
3MiHM Y MeToAax BUNPoOyBaHHA (BK1HOYaOUN 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOro/NPOMIKHOTO
npoaykTy) Ao posginy 3.2.S.2.3.KoHTposnb mMatepianis
[ofaHo cneungikaLio 3 BignoBigH1MMM MeTogamu
BMNPOGYBaHHSA A1 KOHTPOI0 NPOMDKHOIO NPOAYKTY
BasicapTaHy B1po6HuuTBa Divi's Laboratories Limited,
IHAIA Ana noganbluoro nepetTsopeHHs B LCZ696-ABA.
3Minn | TURYy: 3MiHK 3 akocTi. A®L. Cuctema
KOHTeliHep/3akyrnoptoBanbHuii 3aci6. 3MiHa y
6e3nocepepHii ynakosui A®I (iHWi 3MiHM) foAaHO
BMKOPUCTaHHS 30BHilWHLOro HDPE KoHTelHepa Ao
BXe 3aTBEepPKEeHOro MeTasieBOro KOHTeliHepa, SKuit
3aXMLLAE NEPBUHHY Ta BTOPUHHY YNakoBkn. XXOAHMX
3MiH 10 NEPBUHHOI Ta BTOPUHHOI YNakoBKN He
BHOCUTbCS

319.

FOMNEPIO

TabneTtku, BKPUTI
NiBKOBOO
060/10HKOI0, N0
200 wmr; no 14
Tabnetok y
6nicTepi; no 2 abo
4 6nictepu B
KapTOHHI Kopoobui

Hosapric
Papma
Cepsices Al

Lseiiuapi
2

BUPOBHULTBO,
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: HoBaprTic
dPapma C.n.A,
ITanis; KOHTPOb
SKOCTi 3a
NOKa3HNKOM
«MikpobionoriuHa
yncTtoTax: Jlek
dapmMacboTUKaC
4.4a., CnoseHis;
BMPOGHMLTBO,
KOHTPO/b SIKOCTI
OKpIM MOKa3HMKa

ITanis/
CnoBeHisa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
TUNy: AOMIHICTPaTUBHI 3MiHN. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpoOHUKa (BK/IHOYaKOUK, 3a HEOOXIAHOCTI, MicLe
NpoBefEeHHSA KOHTPOJII0 SKOCTI), abo BnacHuKa macTtep-
thaiina Ha A®I, abo noctavanbHuka A®l/BrxigHoOro
marepiany/peareHTy/npoMKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHNLTBI AD| (AKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONEchkili
hapmakonei y 3aTBepAKeHOMY A0ChE, ab0 BUPOOHMKA
HOBOI JOMOMDKHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[0CbE) 3MiHA HallMeHYBaHHS AiNIbHUL KOHTPOJIHO
akocTi Novartis Integrated Services Limited -
International Service Laboratory, Ireland Ha SGS
International Services Laboratory (ISL) Limited, Ireland
Y 3B'AA3Ky 3 Nnepejayeto npas BNACHOCTI 6€3 3MiHU

3a
peyenmom

UA/16691/01/03
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«MikpobionoriyHa MiCLLe3HaxXOoMKEHHS AiNbHULI. A TaKoX BHECEHO
ynucToTar: pefakLjiiiHi npaBkn o i agpecy (4ofaHO NOLITOBWIA
HoBaprtic iHOeKc Ta BHeceHo HoBumii Homep DUNS) Ta oHoBneHo
PapmacbroTuKan po3ain 3.2.S.2.1.Bupo6Hukn. 3miHu | Tuny:
MaHyhakTypiHr AOMIHICTPaTMBHI 3MiHW. BUnyyYeHHs BUPOGHMYOT
NINC, Cno.eHis; AinbHUUI (BKAYatoumn ainbHuui ana A®l, npomixHoro
nepBuHHe npoAayKTy abo rotToBOro NikapcbKoro 3acoby, AiNbHULI
nakyBaHHs, NS NPOBEEHHA NakKyBaHHS, BUPOOHUKA,
BTOPUHHE BiANOBIAA/IbHOIO 3a BUMYCK CePiii, MiCLie NPOBeAEHHS
nakyBaHHs1, BUMYCK KOHTPO/I0 cepii) abo nocTavasibHMKa BUXIGHOTO
cepii: Jlek marepiany, peareHTy abo A0NOMiIKHOT peHOBUHM
PapmacboTukanc

4.4., CnoseHis;
KOHTPO/b AKOCTI
3a MoKa3HUKOM

"Mikpo6ionoriyHa

yucrora'™
HaujioHanbHa
na6oparopis

3[10pOB's

HaskonuHboro

cepefiosulla Ta

i, CnoBeHis

(AKLLLO 3a3HAYEHO Y [OCHE) BUTYHEHHS BUPOOHNYOT
AinbHUUI npoMikHoro npoaykty AHU377-C2
(ctepeocenektusHe rigpysaHHs AHU377-C1) Zhejiang
Jiuzhou Pharmaceutical Co., Ltd., i ik Hacnigok
OHOBNEHO po3ain 3.2.5.2.1.BupobHukn. 3mMiHu | Tuny:
3MiHn 3 axkocTi. A®l. BUpo6bHMLTBO. 3MiHa BUPOGHUKA
BMXi4HOro/MpOMiXXHOro NPoAyKTy/peareHTy, Lo
BYKOPUCTOBYIOTLCA Y BUpo6HMYOMY npoueci A®I, abo
3MiHa BMPOGHUMKa (BKOYatouu, Ae HeobxigHo, Micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONEchbkili
hapmakonei y 3aTBepaxeHoMy [0CbE)(iHLi 3MiHW)
BBEJIEHHS a/lbTePHATMBHOIO BUPOGHYMKA AitoYoi
pevoBuHM LCZ696-ABA Divi's Laboratories Limited,
IHAiA 3 KOHTPONEM AKOCTI NPOMIKHUX NPOAYKTIB Ta
A®I. 3MiHn | TURNY: 3MiHK 3 skocTi. ADI. BupobHuuTBo.
3MiHa BUpo6HUKa BUXiAHOrO/NPOMIXXHOro
NpoAyKTy/peareHTy, W0 BUKOPUCTOBYOTHLCA Y
BMPO6HMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKNOYatoum, ae HeobXiAHO, MicLe NPOBeAEHHS
KOHTponto skocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEepKeHOMY A0Cbe)(iHLWi 3MiHW) BBEAEeHO
[04aTKOBY BUPOGHUYY fAiNbHULIO MPOMIXHOIO
npoaykty LCZ696-C1 (AHU377-C8) Harman
Finochem Limited, India. 3miHu | TMnNy: 3MiHKX 3 AKOCTI.
A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA
BMXi4HOro/MpOMiXXHOro NpoAyKTy/peareHTy, Lo
BYKOPUCTOBYIOTLCA Y BUpo6HMYOMY npoueci A®l, abo
3MiHa BMPOGHMKa (BKOYatouu, Ae HeobxigHo, Micue
npoBefeHHs KOHTPOI0 AKocTi) AdI (3a BiACyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepaxeHoMy A0CbE)(iHLi 3MiH)
BBE/leHO [0AaTKOBOro BMPOOHMKA NPOMIXHOIO
npogykty AHU377-C2 Jiangxi LongLife Bio-

Pharmaceutical Co., Ltd., China.3minu | Tuny: 3miHu 3
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AKOCTi. A®|. BUpo6bHMLTBO. 3MiHU B NpoLeci
BMPOOHULTBA AP| (HE3HAYHA 3MiHA Y NpoLeci
BMpo6HULTBa API) 3MiHM Y BUPOGHMYOMY MPOLIECi
npomixxHoro npoaykty LCZ696-C1 (AHU377-C8), wo
BMPOGNSETLCA HA BUPOGHMYIN AinbHMLI Harman
Finochem Limited, India, a came 3amiHa pO34MHHWKIB
H-renTaHy Ha AuxsiopMeTaH Ta isonponinaueTar
3aMiHIOETLCA AVX/TOPMHETAHOM. 3MiHM | Tuny: 3MiHu 3
akocTi. A®l. Bupo6bHMLUTBO. 3MiHM B MpoLeci
BMpo6HULTBA AP| (HE3HAYHA 3MiHA Y NPOLECI
BMPO6HULTBA API) 3MiHM Y BUPOBHMYOMY NPOLIECI
npomixHoro npoaykty AHU377-C2, wo B1pobsieTbes
Ha BMPOGHMUIN AinbHUUi Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China, a came
BMKOPWUCTAHHS iHLIOTO JliraHfy B aCUMeTpUyHOMY
rigpyBaHHi AHU377-C1 Ta peakLiiiHy cymiLl
06p0o6ATL aKTUBOBAHUM BYTINAAM. 3MiHM | Tuny:
3MiHn 3 sKocTi. A®l. Bupo6HMUTBO. 3MiHa po3mipy
cepii (Bkntouarum gianazoHu) A®I abo NpomMixxHOro
NPOAYKTY, SIKNIA 3aCTOCOBYETLCA Y NPOLIEC
BMPOGHMLTBA AD| (3MEHLLEHHS 06CAry BUPOOHNLTBA
0o 10 pasiB) 3MiHa po3mipy cepii NPOMiXHOro
npoaykty AHU377-C2, w0 BUKOPUCTOBYETLCA A/1A
BMPOGHMLITBA NMPOMiXHOro npoaykty LCZ696-C1
(AHU377-C8) Ha B1po6HWUili ginbHMLi Harman
Finochem Limited, India, (3aTBepaxeHo: 600 kg (1565
mol)or 800 kg (2086 mol) AHU377-C2;
3anpornoHoBaHo: 190 kg (495 mol) AHU377-C2). 3miHn
| Tuny: 3minm 3 akocTi. A®l. BUpobHuLTBO. 3MiHa
po3mipy cepii (Bktoyatoun gianasoHu) A®l abo
NPOMDKHOTO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AD| (3MEHLLEHHSA 06CcAry BUpoOHMLTBA
[0 10 pasiB) 3miHa po3Mipy cepii MPOMiXXHOIo
npoaykty AHU377-C1, W0 BUKOPUCTOBYETLCA ANA
BMPOGHULTBA NPOMiXHOro npoaykty AHU377-C2 Ha
BMPO6HUYIN AinbHUUi Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China, (3aTBepgxeHo: 400
kg (1049 mol) AHU377-C1; 3anponoHoBaHo: 250 kg
(655 mol) or 300 kg (786 mol) AHU377-C1). 3miHu |
Tuny: 3MiHK 3 SKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AonNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiAHWI/NPOMIKXHWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (iHwwi
3MiHM) go po3giny 3.2.S.2.3.KoHTponb matepianis
[ofaHo cneungikaLio 3 BignoBigH1UMM MeTogamum
BMNPOGYBaHHSA A1 KOHTPOJ10 NPOMIKHOIO NPOAYKTY
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sBUMYCKY
(nikapcbka
¢opma,
yrnakoska)

3asiBHuUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYyeHHs1

AHU377-C5 Big f04aTKOBOI BUPOOGHMYOT AiNTbHULL
npomMixHoro npoAaykty LCZ696-C1 (AHU377-C8)
Harman Finochem Limited, India. 3miHu | Tuny: 3miHn
3 AkocTi. APl KoHTposnb A®l. 3miHa y napameTpax
cneumdikauii Ta/abo LONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWUI/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpo6HULTBA AP (iHLWI 3MiHW) [0 po3ainy
3.2.5.2.3.KoHTponb mMaTepiasiB gogaHo cneuudikadio
3 BiANOBIAHUMU MeTOoAaMU BUNPOBYBaHHSA A1
KOHTPOIO0 NMPOMiXHOro npoaykty AHU377-C1 Big
[04aTKOBOT BUPOGHMYOT AiNbHULI MPOMDKHOTO
npogykty AHU377-C2 Jiangxi LongLife Bio-
Pharmaceutical Co., Ltd., China. 3minu | Tvny: 3MiHn 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneyudikauisix Ha A®I, abo BUXigHWUIA/MPOMIXHWIA
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpoGHULUTBa AP (iHLWi 3MiHK) A0 po3ainy
3.2.S.2.4.KOHTPO/Ib KPUTUYHKX CTagili i NPOMiXHOT
npoaykuii foAaHo cneuydikadiio 3 BiANOBIAHMMMN
MeToAamu BUNPOBYBaHHSA A1 KOHTPO/IO
npomixHoro npoaykty AHU377-C2 Big foAaTkosoi
BMPOGHMYOT AiNbHUL NPOMKHOrO npoaykTy LCZ696-
C1 (AHU377-C8) Harman Finochem Limited, India.
3Mminn | TUny: 3MiHn 3 akocTi. A®L. KoHTponb AdL.
3miHa y MmeTodax BunpobysaHHA A®l abo BuxigHOro
mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AP (iHwi
3MiHWM Y MeTodax BUNPOOyBaHHS (BK/IOHAKUN 3aMiHy
a60 fonoBHeHHs) APl abo BUXiZHOro/MPOMIDKHOIO
npoaykTy) Ao posginy 3.2.S.2.3.KoHTposnb matepianis
AopaHo cneuudikayiio 3 BignoBigHMMU MeTogaMmn
BUNPOOYBaHHA 4718 KOHTPO/O MPOMIDKHOTO NPOAYyKTY
BasicapTaHy Bnpo6HuuTBa Divi's Laboratories Limited,
IHAis ona noganblioro nepetsopeHHs B LCZ696-ABA.
3MiHu | TUNY: 3MiHK 3 AkocTi. APl Cuctema
KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®| (iHwi 3mMiHM) foaaHo
BMKOPWCTaHHSA 30BHilWHLOro HDPE KoHTelHepa Ao
BXe 3aTBepA)KeHOro MeTasieBOro KOHTeliHepa, AKuii
3aXMLLAE NEPBUHHY Ta BTOPUHHY YNakoBkn. XXOAHMX
3MiH [0 NEePBUHHOI Ta BTOPUHHOT YNakoBKN He

BHOCUTbCS

320.

AHYBIA

TabneTku, BKpUTI
NnNiBKOBOK
060/10HKO, N0

Mepk Wapn i

Jdoym IAEA
rv6X

Lseiiuapi
A

Bunyck cepii,
TeCTyBaHHs npn
Bunycky: Mepk

HigepnaHngu
/

Benvka

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiani: 3miHu |
TMny - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
chapmakoHarnsigy. BeegeHHs abo 3miHn o

3a
peyenmom

UA/9432/01/03
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100 wr; no 14 Wapn i Joym B.B., BpuTania/ y3araslbHeHUX AaHux nNpo cuctemy gapmakoHarnsgy
Tabnetok y Higepnangu; ITanisa (BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
6nicTepi; no 2 Brpo6HMUTBO, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
6nictepu y nepBuHHE Ta BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KapTOHHIlA KOpO6L BTOPVHHE KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa 415
nakyBaHHs1, 3[jiCHeHHs hapMakoHarisay B YKpaiHi, AKLLO BOHa
KOHTPO/b AKOCTi: BiAMiHHa Bif, yNOBHOBaXeHOI 0co6w, BignoBigasibHOI
OpraHoH ®apma 3a 3filicHEHHS hapmakoHarnsgy (Bkaovaum
(Benvika Bputanis) KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
NimiTen, Benvka thaiina cuctemmn chapmakoHarnsgy) 3MiHa KOHTaKTHUX
BputaHis; [aHnX KOHTaKTHOI 0Co6M 3asBHYKa, Bi4NOBifaIbHOT 3a
TecTyBaHHA thapmakoHarnsg, B Ykpaii.
cTabifibHOCTI:
EypocpiHc Bionab
Cpn, ITanis
*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo meduyHe 3acmocyBaHHs
B.o. HauanbHHUKA
<I)apMaueBanH0ro yrlpaBJ'llHHﬂ OJ]EKCEIHHP

I'PINEHKO
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