MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

12 ciuug 2026 poky Ne 33

IIpo aep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyH0Oio/T0riYHMX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiasiB

BiamosigHo o ctaTTi 9 3akoHy YKpainu «I1po mikapceKi 3aco0m», MyHKTIB 3,
26, 30, 49 Tlopsgky aepskaBHOI peecTpallii (TepepeecTpaiiii) JikapcbKUx 3acobiB,
3aTBep/yKeHOoro roctaHoBoto Kabinety MinicTpiB Ykpainu Biz 26 TpaBHs 2005 poky
Ne 376 (B pepakiii mocraHoBu KabiHety MiHicTpiB Ykpainu Big 26 kBitHsa 2024
poky Ne 529), ab3aily ABaflUsaTh I’ATOr0 MiANYyHKTY 12 myHKTY 4 [Tosio>keHHS TIpo
MiHicTepcTBO OXOpOHM 3/]0POB’sl YKpaiHU, 3aTBep/KeHOoro moctaHoBorw KabiHety
Minictpie Ykpainu Bix 25 6Gepe3ns 2015 poky Ne 267 (B pefakiii mocTaHOBU
Kabinery MinictpiB Ykpainu Big 24 ciuas 2020 poky Ne 90), Ha migctaBi
pe3y/bTaTiB eKCIIePTU3M PeecTpalliiHUuX MaTrepiaiiB TiKapchKUX 3aco0iB (MeauUHMX
iMyHoOionoriuHMX  TpemapartiB), 1[0 TMOJaHi Ha Jep)XaBHy peEeCTparlifo
(mepepeecTpallirt0) Ta BHECEHHS 3MiH [0 peeCcTpaLiiHUX MaTepiajiB, TPOBeJeHUX
Jlep)KaBHUM  MiANPUEMCTBOM  «/lep>kaBHMM e€KCIepTHUM LeHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’Sl YKpaiHW», BHUCHOBKIB II0Z0 eheKTHMBHOCTi, Oe3rmeuyHoCTi Ta
AKOCTi, I[OA0 eKCIepPTHOI OL{IHKY CITiBBiJHOIIEHHS KOPUCTL/PU3UK JIIKAPCHKOTO
3acoby, IO TIPOTIOHYEThCS A0 Jep)KaBHOI peectparlifii (mepepeectpariii), 1070
BHECEeHHsI 3MiH [I0 peecTpal[ifHuX MaTepia/liB Ta peKoMeH/allil JTiKapCbKOro 3aco0y
[0 Jlep>kaBHOI peectpailii (repepeectpaiiii) abo BHeCceHHS 3MiH [0 peeCTparjiiHuX
MarepiaiiB, 1[0 HafilMIuM 40 MiHiCTepcTBa OXOPOHU 3[I0pPOB’S YKpaiHW JIMCTOM
Jlep>KaBHOIO MiJNPUEMCTBA «lep;kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa 0XOPOHU
340poB’a YKpaiHu» Bif 23 rpyaHsa 2025 poky Ne 3635/5.2-25,

HAKA3Y1O:

1. 3apeecTpyBaTH JiKapchKi 3acobu (MeguuHi iMyHOOio/OTiuHI TIperapaT) Ta
BHECTHU ZI0 Jlep>KaBHOT'O PeeCTpy JIiKapcbKUX 3aco0iB 3rigHO 3 JogaTkoM 1.
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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
iMmyHobGiosioriuni mpemnapaTu) Ta Jlep>kaBHOTO peECTPY JiKapChKUX 3aco0iB 3rifHO 3
JI0JIaTKOM 3.

4. BigMoBUTH y [ep)KaBHill peecTpaliii/miepepeecTpariii TiKapchbKUX 3aco0iB
(MeguuHUX iMyHOOiONOTiYHMX TIperiapaTtiB) Ta BHECEHHiI 3MiH [0 peecTpaljiiHuX
MaTepiasiB Ta []ep>KaBHOTO pPe€eCTpy JTiKapChbKUX 3aC00iB 3TiIHO 3 10AATKOM 4.

5. ®apmanieBTuHoMy yripaBiiHHiO (OsekcaHgpy ['pirieHKy) 3abe3meunTi
OTIPW/TIO/IHEHHSI I[bOTO0 Haka3y Ha odiliiiHomy BeOcaiiTi MiHicTepcTBa OXOPOHHU

3[10pOB’s YKpaiHU.

6. KOHTpO/1b 3a BUKOHAaHHSAM L[bOT'0 HaKa3y IOK/JIaCTU Ha 3acTyIrHuKa MiHicTpa
Enema ApamaHoga.

MinicTp BikTop JIALIKO



ITEPEJIIK

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

Bifg 12 ciuHa 2026 poky Ne 33

3APEECTPOBAHUX JITIKAPCBKHUX 3ACOBIB (MEAVNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

BHOCATBCHA 4O JEPKABHOI'O PEECTPY JIIKAPCBKHUX 3ACOBIB

Ne Hassa dopma sunycky 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs1
1. | APMHEKC KOHLeHTpaT Ans Abpun IHAjs Abpun IHAis peecTpauis Ha 5 pokis 3a He UA/21093/01/01
PO34unHy ANns dopmyneit Na6opaTopi3 peyenmom nionsizae
iHdpysin, 420 mr/mn, LWH3 MBT. MpaiiseT MimiTeq, Pestome MYP Bepcisa 0.2 gofaeTbes.
no 10 mn B amny i, nra. MepioanyHICTb NOAAHHS PErynsipHO
no 3 abo no 5 amnyn OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO [0
B 6nicTepi Ta B Mopsaaky 3ailicHeHHs chapmakoHarnagy,
KapTOHHI ynakosLi 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaAHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HauYeHUMN y
nepiognNYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6e3neku
2. | APIBOKC Tabnetku, BKpUTI Ecnapma HimeuunHa BMPOGHULITBO in pevys peecTpauis Ha 5 pokis 3a He UA/21094/01/01
NNiBKOBOIO M6X bulk, nepeuHHe peyenmom niossieae
060/10HKO10, No 10 nakyBaHHs, Pestome nnaHy ynpasniHHA pusukamu Bepcis 0.1
Mr, no 14 TabneTok BTOPVHHE popaetbes. MepioguyHiCTb NoAaHHA perynsipHo
y 6nicTepi; no 2 nakyBaHHs, OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
6nictepun B KOHTPOb SKOCTI, Mopsgaky 3ailicHeHHs chapmakoHarnagy,
KapTOHHI KOpoOL;j BUNYCK cepil: 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
EnneH 30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
dapmacbioTikan 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
Ko. IHkK. YKpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Haka3ly MiHicTepcTBa OXOPOHW 34,0POB's
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6esneku.
3. | ACAKON® Tabnetkn 3 Tinotc HimeuunHa BUPOBHUK, LLiBeliyapisi/ peecTpauist Ha 5 pokis 3a He UA/21095/01/01
MoAndoiKoBaHUM dapma BiANoBiAabHWiA 3a HimeyynHa Pestome MYP Bepcis 5.2 gogaeTbes. peyenmom nionsieae
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BVBI/IbBHEHHSIM MO M6X BWMNYCK Cepii: MepiognyHicTb NOAaHHA perynsipHo
1600 wr, no 10 Tinotc ®apma Al OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
TabneTtok y 6nictepi; LBeliuapis; Mopsiaky 34iicHeHHs hapmakoHarnagy,
no 3, 5 abo no 6 BMPOGHMLITBO, 3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
6nictepiB y nepBuHHe Ta 300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
KapTOHHiiA Kopo6Lyi BTOPVHHE 898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
nakyBaHHs, Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
KOHTPO/b AKOCTi: pegfakuii Hakaly MiHicTepcTBa OXOPOHU 340pPOB's
XaynT ®apma YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
BronbdiHr Tm6X, CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YEHUMN Y
HimeyunHa nepioguYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.
4. | IMIOKO3A PO34UH ANS iH'EKL TOB YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokis 3a He UA/21096/01/01
400 mr/mn, no 10 mn | "®APMAC "®APMACEN" peuenmom nionsieae
B amnyni EN" IHCTPYKUiS 415 MeAUUYHOTO 3acTOCyBaHHSA
nonieTuIeHoBI; No nikapcbKoro 3acoby, KopoTka XxapakTepucTuka
10 amnyn y nauui 3 nikapcbkoro 3acoby (eCTD Bepcisa 0004) Ta
KapToHY TEeKCT MapKyBaHHs ynakosku (eCTD Bepcisi
0002). MeToaAmn KOHTPOJIK0 SKOCTi NiKapCbKOro
3acoby (eCTD Bepcisi 0000). 3BiT 3rigHO
nopatky 29 Mopsagky (eCTD Bepcist 0000) 3BiT
3rigHo gopatky 30 Mopsaky (eCTD Bepcis 0000)
Pestome MYP Bepcisa 0.3 (eCTD Bepcis 0004).
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTULji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaAHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMn y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
5. | AUKNAK® rens, 2,32 % (23,2 Tosapuct YkpaiHa BMPOGHULITBO in Icnanis/ peecTpauis Ha 5 pokis 6e3 nionsizae UA/21097/01/01
NOHIr mr/r) 50 r a6o 100 r BO 3 bulk, nepsuHHe Ta CnoBeHis peyenma
rento y Ty6i; no 1 06MexeHo BTOPVIHHE Pestome MYP Bepcisa 1.2 gofaeTbes.
Ty6i y KapPTOHHIi 10 nakyBaHHs, MepiognyHiCTb NOAaHHA perynsipHo
Kopoo6Li Bignosiga KOHTPO/b/BMNPOGY OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
NbHICTIO BaHHs cepii: Mopsaky 3ailicHeHHs chapmakoHarnaay,
"CaHpo3 KepH ®apma, 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
YkpaiHa" C.J1.,, IcnaHis; 30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne

[03BiN Ha BUMYCK

898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y

cepi: pegfakuii Haka3ly MiHicTepcTBa OXOPOHW 34,0POB's
Nex YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
PapmaueBTMYHA CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMHU Y
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
KOMMaHis 4.4., nepiognYHOCTI MOAaHHS perynsipHuX 3BiTIiB 3
CnoseHis 6esneku.
6. | APIMEKC TabneTku, BKpUTI TOB YkpaiHa 3eHTiBa, K.C. Yecbka peecTpauis Ha 5 pokis 3a He UA/21098/01/01
NNiBKOBOIO «34PABO Pecny6nika peyenmom nionsi2ae
060/10HKOI0, N0 25 » Pestome MYP Bepcisa 0.2 gogaetbes.
Mr no 14 Tabnetok y MepiognyHICTb NOAAHHA PerynsipHo
6nictepi, no 2 OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANoBIAHO A0
6nictepu B Mopsaaky 3aiicHeHHA dhapmakoHarnagy,
KapTOHHI nayui 3aTBEpPXEHOro 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 Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6e3neku.
7. | MIBNHONPUNY | kpucTaniyHwi MpAT YkpaiHa YKEAHT XYAXAW Kutai peecTpauis Ha 5 pokis - He UA/21099/01/01
AUTIOPAT NOPOLLIOK "papmaue PAPMACBHOTIKA nionsieae
(cybeTaHuin) y BTUYHA N Ko., nTA4.
nosieTuNeHoBmX thipma
nakeTtax ansa "fapHuus”
hapmaLeBTUYHOro
3aCTOCyBaHHSA
8. | NIHE3ONIA- PO34nH ANs iHGysil, MpAT YkpaiHa MpAT Ykpaina peecTpaList Ha 5 pokis 3a He UA/21100/01/01
AAPHMLA 2 mr/mn, no 300 mn "®apmaue "®apmaueBTnyHa peyenmom nidnsieae
y thnakoHi; no 1 BTUYHA hipma "OapHuus” IHCTPYKLUis A/19 Me4UYHOro 3aCTOCYBaHHs
hnakoHy B nauuj ipma NiKapcbKoro 3acoby, KOpoTKa XapakTepucTmka
"OapHnua" NiKapcbKoro 3acoby Ta TEKCT MapKyBaHHS

ynakoBku (eCTD Bepcis 0003). MeTtoau
KOHTPO/II0 SIKOCTI Nikapcbkoro 3acoby (eCTD
Bepcis 0005). 3BiT 3rigHO goaatky 29 Mopsaky
(eCTD Bepcis 0000). 3BiT 3rigHo goaatky 30
Mopsaky (eCTD sepcia 0000). Pestome MYP
Bepcia 0.2 (eCTD Bepcis 0002).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsigky 34ificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi tocTuLji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHMn y
nepioguMYHOCTI NoAaHHSA perynsipHux 3siTiB 3
6esneku.
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Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
9. | META®OPA®- Tabnetkn AT YkpaiHa AT "KNIBCbKUW YkpaiHa peecTpauis Ha 5 pokis 3a He UA/21101/01/01
SR NPOSIOHroBaHoi Al "KMIBCbK BITAMIHHW peuyenmom niosnsieae
no 500 wmr, no 10 nn 3ABO[" Pestome nnany ynpasniHHa pusvkamn Bepcis 0.1
Tabnetok y 6nictepi, | BITAMIHH popaetbes. MepioguyHiCTb NOAAHHA perynsipHo
no 3 a6o no 6 717 OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
6nicTepiB y nayi 3ABO" Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHICTepCTBa 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
pegfakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Bif 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.
10. | MIZIEHOH® renb 15 %, no 30r B TOB YkpaiHa KYCYM IHAjs peecTpauis Ha 5 pokis 6e3 niosisieae UA/21102/01/01
aNoMiHIEBI Ty6i, No "TNEODA XENTXKEP NBT peyenma
1 Ty6i y KapTOHHiM PM NTA" nTa Pestome MYP Bepcisa 0.1 gogaeTbes.
ynakoBLi MepiognyHicTb NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHsA dhapmakoHarnagy,
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 Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
6e3neku.
11. | TEPNINPECUH | po3uuH Ans iH'ekuii, AT YkpaiHa AT "®dapmak” Ykpaina peecTpauis Ha 5 pokis 3a He UA/21105/01/01
0,1 mr/mn, no 2 mn, "®Papmak” peuyenmom nionsieae

5 mn, abo 8,5 mn B
amnyni, no 5 amnyn
y 6nicTepi, no 1
6nicTepy y nauuj; no
8,5 Mn y donakoHi,
no 1 pnakoHy y
nauyi, aéo no 5
dnakoHiB y 6ricTepi,
no 1 6nicrepy y
nauui

Pestome nnaHy ynpas/iHHA pu3nkamu Bepcis 2
fopaetbesa. MNepiognyHICTb NofaHHA perynsapHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHOro HakasoMm MiHicTepcTBa OXOPOHU
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU 340pPOB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMU y
nepiognYHOCTI NOAAHHS PerynspHuX 3BiTiB 3
6e3neku.




B.o. HauaibHUKA
dapMaLeBTUYHOr0 yIIpaB/IiHHA Onekcanap I'PILIEHKO



ITEPEJIIK

Aopartok 2
[0 Hakasy MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «[po aepxaBHY

peecTpauito (nepepeecTpauito)
NiKapcbK1UX 3aco06iB (MeguYHUX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpavliiiHux
marepianis»
Bijg 12 ciuns 2026 poky Ne 33

INEPEPEECTPOBAHUX JITIKAPCBKHX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

BHOCATBHCHA 4O JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB

Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n NlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby yrnakoska) NnocBi04Y€eHHs1
1. | BA®A30N Tabnetku no 10 mr; ToBapucTBO YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH 6e3 niossieae UA/18761/01/01
IC® no 20 TabneTok y 3 [0[aTKOBOKO peyenma
6nicTepi, no 2 a6o 3 | #oAaTKOBO BiANOBiAA/IbHICTIO OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
6nictepiB y nauui Bignosiganb "IHTEPXIM" MeAMYHOro 3acCTOCYBaHHSA NMikapcbKoro 3acoby B
HiCTIO po3aini "Mepefo3yBaHHA" BiANOBIAHO A0
"IHTEPXIM" iHchopmawii pedhepeHTHOro slikapcbKoro 3acoby
(APOBA30/I®), a TakoxX OHOB/IEHO IHGYOpPMALLlo B
po3gaini "Mo6iuHi peakyjii” iHCTPYKUil A4ns
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby
LLIOAI0 B&XMBOCTI 3BiTyBaHHA NPo Mo6ivHi peakLii.
Pestome nnaHy ynpasniHHA pusnkamu sepcis 2.0
[OAa€ETbCA.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 34iicHeHHa hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHY 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamMu, 3a3Ha4YeHUMUN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.
2. | EBKACINPEMN cnpeli HazaNbHUA, CninbHe Ykpaina CninbHe Ykpaina MepepeecTpaLis Ha HEOOMEXEHUA TEPMIH. 6e3 nidnsieae UA/18958/01/01
TYPBO [o3oBaHuii 1,0 YKpaiHCbKO- YKpaiHCbKO- peyenma
mr/mn, no 10 mny icnaHcbke icnaHcbke BHeceHo pefakLiiiHi npaBku B IHCTpyKLit0 A1s
nonieTnieHoBomMy nignpvemMcTs nigNPMEMCTBO MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby Ao
KOHTEliHepi 3 0 "Cnepko "Cnepko Ykpaina" po3ainy "Ynakoska" Ta BUy4eHo TenedoH Ta
Hacocom 3 YkpaiHa" caiiT BUpo6HMKa 3 po3ainy "Micue3HaxoKeHHS

posnuaoBayem y
naJui 3 KapToHy

BMPOGHMKA Ta agpeca NpoBapKeHHs oro
OisinbHOCTI".
Pestome nnaHy ynpasniHHA pusnkamu Bepcis 1.1
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

[OAAETLCA.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiognyHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.

IHKECTA®

Kancynu m'ski no
100 wmr, no 10
kancyn y 6nictepi,
no 3 6nictepu y
nauuj

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.

OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOro 3aCTOCyBaHHA /likapCbKoro 3acoby B
po3ginax "®apmakoTtepaneBTuyHa rpyna. Kog ATX
" (wopo Ha3eu 6e3 3miHn kogy ATX),
"Oco61BOCTI 3acTOCyBaHHA" BiANOBIAHO A0
iHchopmawii pedhepeHTHOro nikapcebKoro 3acoby
(YTpoxecTaH, kancynu, no 100 mr, no 200 wmr), a
TakoX OHOB/IEHO iHGhopMaLito B po3aini "To6iuHi
peakuii" iIHCTPYKLi 415 MEeAUYHOrO 3acTOCyBaHHS
nNiKapCcbKOro 3acoby o0 BaXX/IMBOCTI 3BiTyBaHHS
npo nobiyHi peaxuir.

Pestome nnaHy ynpasniHHS pu3nkamu Bepcis
RMP-PV-000128/4 nonaetbcs.
MepioAnyYHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3aiicHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/8926/02/01

IHXXECTA®

Kancynm m'siki no
200 wr, no 10
Kancyn y 6nictepi,
no 2 6nictepn y
nauui

AT
"®apmak”

Ykpaina

AT "®apmak”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH.

OHOBNEHO iH(hopmaLito B IHCTPYKLIT Ans
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKoro 3acoby B
po3ginax "®apmakotepaneBTuyHa rpyna. Kog ATX
" (wopfo Ha3sm 6e3 3miHN Koy ATX),
"Oc06/1BOCTI 3acTOCyBaHHA" BigNOBIAHO A0

3a
peyerimom

He
nionsieae

UA/8926/02/02
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

iHchopmawii pedhepeHTHOro slikapcbKoro 3acoby
(YTpoxecTaH, kancynu, no 100 mr, no 200 wmr), a
TakoX OHOB/IEHO iHopMaLiito B po3aini "MobiyHi
peakujii" iIHCTPYKLi 415 MEeAUYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby LWo10 BaX/IMBOCTI 3BiTyBaHHS
npo NoGiyHi peakuii.

PestomMe nnaHy ynpas/iHHA pusmkamu Bepcis
RMP-PV-000128/4 nonaetbcs.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHW 340pPOB's
Ykpainu Big 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognuYHOCTI NOAAHHSA pPerynsipHUX 3BiTiB 3
6e3neku.

NETPOAEN
2,5

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO10, No 2,5
mr, no 10 Tabnetok
y 6nictepi; no 3
6nictepn y
KapTOHHIA Kopoo6Li

AypobiHgo
dapma JIT4,

IHais

Opxia Papma
Cnewienitia
Nimviteq

IHgis

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.

OHoBneHo iHthopMmauito B po3gini "MobiuHi peakwyii”
IHCTPYKUIii 418 MeANYHOro 3acTOCyBaHHSA
NiKapcbKoro 3acoby LWoA0 BaX/IMBOCTI 3BiTyBaHHS
npo NoGiyHi peakuii.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 2.0
[0A3ETLCA.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iicHeHHs dhapmMakoHarnsay,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18438/01/01

META®OPA®
-SR

TabneTkn
NPOIOHIOBaHOI Aji
no 1000 mr; no 10
Tabnetok y 6nictepi,
no 3 abo 6 6nictepis
y nauui

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YkpaiHa

AT "KUIBCbKUI

BITAMIHHWIA
3ABOJ"

YkpaiHa

MepepeecTpalisi Ha HeoBMexXeHUit TepMiH

OHoBeHO iHhopMaLiito B IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginax "®apmakoTtepaneBTuyHa rpyna. Kog ATX
" (woao Ha3Bu 6e3 3MiHun kogy ATX)",

3a
peyenmom

He
nionsieae

UA/18616/01/01




11

n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

"®apmakonoriyHi BractmsocTi", "Oco6nmnBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un",
"Mo6iuHi peakuii" BiANOBIAHO A0 iHhopmavii
pedhepeHTHOro nikapcbkoro 3acoby (Mniokodax®
XR, TabneTky nponoHrosaHoi Aii, no 1000 mr)

Pestome nnaHy ynpasniHHA pusnkamu sepcisa 1.2
[OAaETbCA.

MepioAnYHICTb NOAaHHSA perynsipHo
OHOB/IKOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiiCHeHHA hapMakoHarnagy,
3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pO0B’A YkpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOPOHM 340POB'SA
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMU Yy
nepioguYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6esneku.

HI®YPOKCA3
na

kancynun no 200 mr;
no 10 kancyn y
6nictepi; no 1 a6o 2
6nicTepn y nauui

TOB "OKN
"®GapmauesT
N4yHa
habpuka"

YkpaiHa

TOB "OKN
"@apmaueBTnyHa
habpuka"

Ykpaina

MepepeecTpalis Ha HEOOMEXEHUIA TEPMIH.

OHoOBNEHO iHhopmaLito B IHCTPYKLT ans
MEeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ginax "B3aemogis 3 iHWMMK flikapCbKUMun
3aco6amu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocTi
3acTocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO A0
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby, a TakoX AONOBHEHO Po34in
"®apmakoTepanesTuyHa rpyna. Kog ATX" 6e3
3MiHM kogy ATX.

Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.2
[OAAETLCA.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IHOBAHOrIO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHW 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
niosnsieae

UA/11387/02/01

OMENPA30/1

NOPOLLIOK A”A
PO34MHY AN5 iH'eKUI

xeHodhapm

14

Benvka
BpuTaHis

LaHbayH HOWiciHb

dapmachbioTikan

Kutaiicbka
HapogHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.

3a
peyenmom

He
nidnsieae

UA/18868/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 40 wr, 1 a6o 10 Ko., 74, Pecny6nika OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
hNakoHiB 3 MeANYHOro 3acTocyBaHHA NikapcbKoro 3acoby y
NMOPOLLKOM Y po3gini "Mo6iuHi peaxuii" WoA0 BaXXIUBOCTI
KapTOHHI kopo6Lyj; 3BiTyBaHHSA NPO MOGIYHI peakwji.
in bulk: no 100
h1aKoHIB y Pestome nnaHy ynpasniHHA pusmkamu Bepcis 1.2
KapTOHHI KopoobLi [0AAETbCA.
MepiognyHICTb NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMn Yy
nepiognMyHOCTI NofaHHsA perynsipHux 3BiTiB 3
6e3nekun
9. | OMENPA3O0/1 | nopoLuok Ans hxeHodhapm Benuka LaHbayH HOWiciHb KuTalicbka MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. - He UA/18869/01/01
PO3UnHYy A5 iH'EKUI nrp, BpuTtaHis dapmacbloTikan Hapogra nionsi2ae
no 40 wr, in bulk: no Ko., 74, Pecny6nika OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
100 dhnakoHis y MeANYHOro 3acTocyBaHHSA NikapcbKoro 3acoby y
KapTOHHI Kopobui po3gini "Mo6iuHi peaxuii" WoA0 BaXXIUBOCTI
3BiTyBaHHS NPO MOGIYHI peakw;i.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 1.2
[OAAETLCA.
MepiognyHICTb NoAaHHA PerynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
YkpaiHnu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3nekn
10. | NIKOCEH® renib pekTasibHuiA TOB "AKM YkpaiHa TOB "AKN Ykpaina MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/18619/01/01
MIKPA 0,12r/10r,no 10ry | "®apmauesT "papmaueBTNYHa peyenma
Ty6i-kaHtoni; no 6 n4Ha habpuka" OHoBreHo iHdhopMaLito y po3gini “MobivHi peakuii”
Ty6-KaH0/Mb y navui habpuka" IHCTPYKLiT AN19 Me4MYHOro 3aCTOCyBaHHA

NiKapcbKoro 3acoby LWoA0 BaXX/MBOCTI 3BiTYBaHHS
npo NoGiyHi peakuil.

Pestome nnaHy ynpasniHHA puankamu Bepcis 1.1
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

[OAAETLCA.
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekw, BiA4NOBIAHO A0
Mopsaky 3aiicHeHHs hapMakoHarisay,
3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiognyHOCTI NoAaHHsA perynsipHux 3BiTiB 3
6e3neku.

11.

CNABITENb-
3/10POB'A

renlb pekTasnbHUiA,
0,12r/10r,no 10ry
Ty6i-kaHtoni; no 1
a60 6 Ty6-KaH/b Y
KOpo6L,i 3 KapTOHY

TOBAPUCT
BO 3
OBMEXXEH
[e],0)
BIAMOBIOA
JIbHICTIO
«KOPTOPA
LA
«3[00POB’'A

»

YkpaiHa

ToBapucTso 3
obmexeHor
BiANOBiAA/IbHICTIO
"@apmaueBTnyHa
KOMMNaHis
"3popos'a”

YKpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH

OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
MeAMYHOro 3aCTOCyBaHHA /likapCbKoro 3acoby B
po3ginax "Cknag" (pegarosaHo TEKCT po3giny 6e3
hakTU4HOT 3MiHM), "dapmakoTepaneBTUYHa rpyna.
Kog ATX" (pegaroBaHo TEKCT po3giny 6e3
hakTMuHOi 3MiHM Kogy ATX), "B3aemogis 3 iHWmmun
nikapcbkMu 3acob6amu Ta iHWi BUamn B3aemogiii",
"Oco6nmBocCTi 3acTocyBaHHA", "MobivHI peakuii”, a
TakoX pegarysaHHs/ pepopmaTyBaHHs TEKCTY B
po3aini "YnakoBka" (6e3 hakTU4HOI 3MiHK
yrnakoBKW) BiANOBIAHO 00 MaTepianiB
peecTpauinHoro focLE.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.0
[0A3ETLCA.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iicHeHHs dhapmMakoHarnsay,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.

6e3
peyenma

He
nionsieae

UA/18696/01/01

12.

®PEHOPMA

TabneTku no 10 mr,
no 10 TabneTtok y
6nictepi, no 3 a6o 6,
abo 10 6nicTepiB y
KapTOHHIl KopooLi

Makneoac
PapmacboT
nkanc
Nimiteq

IHAjA

Makneopc

PapmacboTuKanc

Nimviteq

IHAjsA

MepepeecTpauisi Ha HeOBMeXeHU TePMiH.

OHoBNeHO iHhopmauito y po3gini "Mob6iyHi peaku;i™
IHCTPYKLT AN MeAMYHOro 3acTOCyBaHHA CTOCOBHO
BaXX/IMBOCTI NOBIAOMIEHHS NPO NOGIYHI peaku;i.
IHCTPYKUiS 415 MeAUYHOTo 3acTOCyBaHHSA

3a
peyenmom

He
nionsieae

UA/18697/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs

nikapcbkoro 3acoby (eCTD Bepcisa 0002)
TEKCT MapKyBaHHS YNakoBKy NikapcbKoro 3acoty
(eCTD Bepcis 0002)

MnaH ynpasniHHA pu3nkamu Bepcisa 2.1 norogpxkeHa
(eCTD nocnigosHicTs Ne 0003).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
37,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHW 340pPOB's
Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA pPerynsipHUX 3BITiB 3
6e3neku.

13.

®PEHOPMA

Tabnetku no 15 wr,
no 10 TabneTtok y
6nictepi, no 3 a6o 6,
abo 10 6nicTepiB y
KapTOHHIlA KOpooLi

Makneogac
dapmacboT
nKkanc
NimiTen

IHais

Makneopc

PapmacboTuKanc

Nimviteq

IHgis

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.

OHoBneHo iHhopmauito y po3gini "Mob6iyHi peaky;i"
IHCTPYKLT AN MeAUYHOro 3acTOCyBaHHA CTOCOBHO
BaX/IMBOCTI NOBILOM/IEHHS NPO NOBGIYHI peaku;i.
IHCTPYKUiA AN MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby (eCTD Bepcis 0002)
TEKCT MapKyBaHHS YNakoBKV NikapcbKoro 3acoby
(eCTD Bepcisi 0002)

MnaH ynpaBniHHA pu3nkamu Bepcis 2.1 norogpxkeHa
(eCTD nocnigosHicTe Ne 0003).
MepiognyHICTb NOAaHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaky 34iicHeHHs dhapmMakoHarnsay,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
37,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18697/01/02
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B.o. HauanbHUKa
dapMaineBTUYHOTr0 yIIPaB/JIiHHA Onekcanpap I'PIHEHKO



ITEPEJIIK

Joparok 3
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Big 12 ciuns 2026 poky Ne 33

JIIKAPCBKHMX 3ACOBIB (MEJNUYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), IIO4O0 AKUX BYJ/IK BHECEHI
3MIHU 1O PEECTPAIIMHUX MATEPIAJIB, SIKI BHOCATELECSH 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUX
3ACOBbIB

Ne Hassa dopma sunycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n NlikapcbKko20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs | peecmpayiliHo20
3acoby ynakosKa) nocBi0O4Y€eHHs1
1. | ASNONTUK Kpansi O4Hi, po34uH, EnENCi Ipysia K.T. POM®APM PyMmyHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/17864/01/01
POM®PAPM 15 wmr/r; no 250 mr B Pomdapm KOMMAHI C.P.J1. 3MiHW | TRy - 3MiHK 3 AKOCTI. FOTOBWIA NikapcbKuii peyenmom
04HOJ030BOMY Komnawi (BMpOGHMLTBO Ta 3aci6. 3MiHN y BUpo6HMLTBI. 3amiHa abo
KOHTeliHepi, no 6 Loxopmxusa nepBuHHE BBEJeHHA [0AaTKOBOI AiNbHULL BUPOBHMLTBA AN
KOHTelHepiB B calle nakyBaHHs YyacTuHM abo BCbOro BUPOBHNYOrO NpoLecy
Ta KapTOHHI nayui nikapcbkoro rOTOBOrO JlikapCcbkoro 3acoby (4inbHuusa ans
3acoby; BTOPVHHOrO NakyBaHHs). 3amiHa BUPOOHMYOT
BTOPVHHE AiNbHULI BTOPMHHOIO NakyBaHHs 13 BUpoOHUKka
nakyBaHHA Ta K. T. POM®APM KOMIAHI C.P.J.
KOHTPO/1b 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
MiKPOGIOMOMIYHNX 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
NoKa3HWKiB iMnopTepa/3aMiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
nNiKapcbKoro KOHTPO/IO SIKOCTi rOTOBOrO NiKapCbKoro 3acoby
3acooy; (3amiHa abo gogaBaHHS AiNbHULI, Ha AKil
KOHTPO/Ib (Pi3nKo- 3[iICHIOETLCS KOHTPO/L/BUNPOBYBaHHS cepii).
XiMIYHMX 3amiHa ginbHWL Ha SiKild 34IACHI0ETBCA KOHTPO/Tb
NoKasHWKiB AKOCTI (KOHTPOJIb BI0N0rYHUX NOKA3HWKIB
nikapcbkoro nikapcbKoro 3acoby) N3 BupobHuka K.T.
3acoby Ta BMMNyckK POM®APM KOMMAHI C.P.J1. 3MiHu | Tuny -
cepii) AAMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu Micus NPOBaPKEHHS AiSNbHOCTI
BMpO6HUKa/iMnopTepa roToBoro /ikapcbkoro
3aco0by, BK/IYAKUM OiNbHULL BUNYCKY cepii abo
MicLie NPOBeAEHHS KOHTPO/TIO AKOCTI. (4iSNbHICTb,
3a SKy BiAnoBsigae BUPOGHMK/iMnopTep, He
BK/IIOHAOUM BUMYCK cepili). 3MiHa agpecu
BMPOGHWYOI AinbHNLi BUpo6Huka K.T. POM®APM
KOMMAHI C.P.J1. BignosiganbHOT 3a BUPOOHULTBO
Ta NepBMHHE NakyBaHHS NikapcbKoro 3acoby.
2. | AHANbIIH Tabnetkn no 0,5, NAT YkpaiHa MAT "MoHdapm” Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 UA/7331/01/01
no 10 TabneTtok y "MoHdapm" 3MiHW | TUNYy - AQMIHICTPATUBHI 3MiHW. 3MiHa peuyenma —
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nictepax; no 10
TabneTok y 6nictepi;
no 2, a6o 3, a6o 10
6nicTepiB y nauvuj 3
KapTOHY

HalilMeHyBaHHs Ta/abo agpecu Micud
NpoBaPKeHHSA AiS/IbHOCTI BUPOOHUKA (BK/THOYaoUHN,
3a HeobXigHOCTI, MicLLe NPOBeAEHHS KOHTPOSIHO
AKOCTI), @60 BnacHvKa mactep-chaiina Ha A®l, abo
nocravanbHuka API/BUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYHTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIAICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI LOMOMIXHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y [0CLE) - 3MiHA
HalimeHyBaHHs BUpobHUka A®I (meTamizon
HaTpito). Bupo6HMYa AinbHUUA Ta yci BUPOOHWUI
onepadujii 3anvwatTbCa He3MiHHUMK. [itoya
pepakuis: “Shandong Xinhua Pharmaceutical Co.
Ltd", Kutaii; «Hebei Jiheng (Group)
Pharmaceutical Co., Ltd», KuTaii. MponoHoBaHa
pepakuis: “Shandong Xinhua Pharmaceutical Co.
Ltd", Knutaii; «Hebei Jiheng Pharmaceutical Co.,
Ltd», Kutaii. 3miHu | TUny - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3aco6y. 3MiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHK) - BBEAEHHS
nepioAnNYHOCTI KOHTPO/TIO 3@ MOKA3HUKOM
«MikpobionoriyHa unctota» , a came: KOHTPOsIb
[aHoro TecTy NPoBOAATL A/1A NEPLUOT Ta KOXHOT
HaCTYNHOI flecATol cepii, ane He piglwe Hix 1 cepis
B pik. 3MiHKW | TMNY - 3MiHK 3 AKOCTi. FoTOoBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauin Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(BMNYyYEHHSI HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapifioro nokasHWka, Takoro sk 3anax Ta cMak,
abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aBOK)) - - BUTy4YeHHsI nokasHuka “TasibK” 3i
Cneuudpikauii N3, BigNOBIgHO 3aranbHoI cTaTTi
«Tabnetku», oY 2.0.

Ne 10; 3a
peuyenmom —
Ne 20, Ne
30, Ne 100

APTULLOKA
EKCTPAKT-
3[0POB'AA

kancynu no 100 wr;
no 10 kancyny
6nicTepi; no 2 abo
no 6 6nictepiB y
KapTOHHIlA KopooLi
(ans Bnpo6HMKa
ToBapucTso 3
06MexeHot
BiANOBiA&NbHICTIO

TOBAPUNCTBO
3
OBMEXXEHOIO
BIANOBIAANBH
ICTHO
«KOPIMOPALIA
«340POB’A»

Ykpaina

BCi cTagii
BUPOGHMLTBA,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMNaHis

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsagy (iHLi 3miHn)
OHOB/IEHHSI TEKCTY MapKyBaHHS yNakoBKW
NikapcbKoro 3acoby, 30kpema BU/TyYeHHS
iHdhopmaLii, 3a3Ha4YeHOoT poCiiCbKOK MOBOIO, Ta
BHECEHHS peakLiiHNX NpaBoK Mo TEKCTY
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby. BeeeHHs 3MiH NpoTarom 6

6e3
peyenma

UA/0140/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
"apmaueBTnyHa "3p0pos'a”, MiCALIB MICNSA 3aTBEPAKEHHS.
KOMnaHis YKpaiHa;
"3p0pos'a”); no 10 BCi cTagii
Kancyn y énicrepi; BMPOGHMLTBA,
no 6 6nictepis y KOHTPO/b AKOCTI,
KapTOHHI Kopobuj BUMNYCK Cepil:
(ansa Bnpo6HWKa ToBapucTBO 3
ToBapucTBO 3 06MeXxeHoto
06MmexXeHo BiANOBIAA/ILHICTIO
BiANOBiAa/IbHICTIO "®APMEKC
"®APMEKC I'PY1M") reyn.,
YKpaiHa
4. | APTULLOKA kancynu no 300 mr; TOBAPUNCTBO YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/0140/01/02
EKCTPAKT- no 10 kancyny 3 BUPOGHMLTBA, 3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuyenma
340POB'A 6nicTepi; no 3 abo OBMEXXEHOIO KOHTPO/b AKOCTI, Ta thapmakoHarnsagy (iHLi 3miHn)
no 6 6nictepiB y BIANOBIAA/IBH BWMYCK Cepii: OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu
KapTOHHI Kopo6Lyi ICTHO ToBapucTBo 3 niKapcbKoro 3acoby, 30Kpema BUIy4YeHHs
(ans Bupo6HMKa «KOPIMOPALJIA 06MexeHo iHchopmawii, 3a3Ha4eHoi PoCilicbKolo MOBOIO, Ta
ToBapucTBo 3 «300POB'A» BiANOBIAA/IbHICTIO BHECEHHS pefaKLiiiHMX NpaBoK No TeKCTy
06MeXeHo "®apmaueBTnyHa MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBOK
BIAMOBIQ&/bHICTIO KOMnNaHis nikapcbKoro 3acoby. BeeaeHHst 3mMiH npoTarom 6
"®GapmaueBTuyHa "3p0pos'a”, MiCALIB MiCNSA 3aTBEPAKEHHS.
KOMnaHis YKpaiHa;
"3popos'a”); no 10 BCi cTagii
Kancyn y énicrepi; BMPOGHMLITBA,
no 3 6nictepu B KOHTPO/b SKOCTI,
KapTOHHI Kopo6Lyi BWMNYCK Cepii:
(ans Bupo6HVKa ToBapucTBO 3
ToBapucTBO 3 06MeXeHoto
06MeXeHo BiANOBIAA/IbHICTIO
BiANOBia/IbHICTIO "®APMEKC
"®APMEKC I'PYM") reyn.,
YkpaiHa
5. | ACKOPBIHO PO3YMH ANS iH'EKLN, AT YkpaiHa AT "Jly6Hnchapm" Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/0003/02/01
BA KACNOTA | 50 mr/mn; no 2 mn B "Jly6HUhapm" 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peuenmom
amnyni; no 10 3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
amnyn y navuj 3 3MmiHa y meTogax BunpobyBaHHsA roOTOBOrO
KapTOHY 3 niKkapcbKoro 3acoby (He3HayHa 3miHa y
KapTOHHUMU 3aTBEPMAXEHUX MeToAax BUNPobyBaHHS) He3HauHI
neperopogkamu; no 3MiHW B MeToAULi BUNPOOYBaHHSA 3a NOKa3HUKOM
2 mn B amnyni; no 5 «CTepunbHICTb» Bi4NOBIAHO A0 3BiTY NPO
amnyn y 6nictepi 3 nepesipKy NPMAATHOCTI METOANKN Ta BUNYYEHHS
nnieku; no 1 a6o 2 NMOBHOIO OMNWUCY aHaiTUYHOT METOAVKN 3 METO/iB
6nictepy y nauui 3 KOHTPO/IO 38 NOKa3HMKOM «CTepU/IbHICTb
KapToHY
6. | ACKOPYTUH Tabnetku, no 10 NAT YkpaiHa MAT "MoHdapm” Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/7706/01/01
TabneTok y "MoHchapm" 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenma

6nictepax; no 10

3aci6. KOHTPO/1b FOTOBOIO /iKapCbKOro 3acoby.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
TabneTok y 6nictepi; 3MiHa napameTpiB cneuudikauii Ta/abo
no 2, 5 a6o 10 [OMYyCTUMMUX MEX rOTOBOTO JTIKapCbKOro 3acoby
6nicTepis y nauuj 3 (BUYYEHHS HE3HAYHOrO NOoKa3Huka (Hanpuknag,
KapTOHY 3aCcTapifioro nokasHuka, Takoro sk 3anax Ta cMak,
a60 igeHTudbikaLis 6apBHUKIB Y CMaKOBUX
[06aB0K)) - BunyyeHHst nokasHuka “Tanbk” 3i
Cnevuudpikauii 13, BIiANOBIAHO 3aranbHOI cTaTTi
«Tabnetkn», 4®Y 2.0.
7. | ATOMOKCWH | kancynwu TBepai, no TOB "ACIHO YkpaiHa BMPOGHMLTBO, pevyis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/18978/01/01
® 10 wmr, no 7 kancyny YKPAIHA" nakyBaHHs, 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenmom

6nictepi; no 1
6nicTepy B
KapTOHHI/ navu,i

KOHTPO/b AKOCTI
Ta Bunyck cepii
nikapcbkoro
3acoby:
®APMATEH
IHTEPHELUHN
C.A,, lNpeuist;
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUNyck cepii
niKapcbKoro
3acoby:
PAPMATEH C.A.,
I"pewjisi; KOHTPOsb
AKOCTI NiKapCbKoro
3acoby:
KwoEKCiEc N4,
Ipeuis

BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
AQ®l; ans BUxigHOro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI AdDl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTuduikar Bif y)Xe 3aTBepa)KEHOro BUpobHMKa.
OHoBneHHsi CEP Ha A®I Big 3aTBepXeHoro
BUpo6HMKa ZCL Chemicals LTD, India 3i 3miHOlO
Ha3Bu BnacHuka CEP Ha Cohance Lifesciences
Limited, India, micue Ta agpeca BMPOGHMLTBA He
3MiHWUNOCh.
3arBepaKeHo:

R1-CEP 2015-150-Rev 00
ZCL Chemicals LTD, India.
3anponoHoBaHo:

CEP 2015-150-Rev 01
Cohance Lifesciences Limited, India.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignoBigHocTi/l E-cepTudpikat BiANOBIAHOCTI
€Bponeiicbkiin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikata
BiANOBIAHOCTI abo BUTyYeHHs cepTudiikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; onqa BuxigHoro
marepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
BVKOPUCTOBYIOTLCA Y BUPOOGHULTBI API; ans
[OMNOMDKHOT peyoBuHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBNEeHWA
cepTuqikaT Bif y)Xe 3aTBepKEHOro BUPOOHMKA.
OHoBneHHss CEP Ha Al Big 3aTBEpAKEHOrO
BMpo6GHMKa Mylan Laboratories Limited, India 3i
3MiHOl Ha3Bu BriacHuka CEP Ha Tianish
Laboratories Private Limited, India, micue Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

ajpeca BUPOGHMLTBA HE 3MIHWOCh.
3arBepaKeHo:
CEP 2013-271-Rev 01
Mylan Laboratories Limited, India.
3anponoHosaHo: CEP 2013-271-Rev 02
Tianish Laboratories Private Limited, India.
3MiHn | TUny - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTi/IE-cepTudikaT BigNOBIAHOCTI
€sponelicbkii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI @60 BUTy4YeHHs cepTudikata
BiNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPoAayKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
AonomixHoi pevoBuHn (CE-cepTudikat
BiAMNOBIAHOCTI EBponeiickkili chapmakonei aAns
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
npoaykTy abo AONOMIXHOT peqyoBUHN) - BunyueHHs
cepTuaikaTis (y BUNaaKy HasBHOCTI
My/IbTUMNIETHOTO cepTuddikata Ha matepian) -
BuaaneHHs CEP Ha xenaTvH Bupo6Huka Gelita
AG, HimeuunHa, a came R1-CEP 2008-137-Rev
01. 3MmiHu | TMNY - 3MiHK 3 aKkocTi. CepTudikar
BignoBigHocTi/l E-cepTudpikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. MogaHHSA
HOBOro abo OHOBMIEHOro cepTudikarTa
BiANOBIAHOCTI abo BUTyYeHHs cepTudiikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; onqa BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI A®I; ans
[onomikHOT pevosuHu (CE-cepTudikar
BiAMOBIAHOCTI EBponeiickkivi chapmakonei Ans
Adl/BuxigHoro matepiasny/peareHTy/npomMixHoro
npoaykTy abo AONOMIXHOT peqyoBUHN) - BunyueHHs
cepTudikaTis (y BUNagKy HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha martepian)
BuaaneHHs CEP Ha xenatuH Bupo6Huka Nitta
Gelatin India LTD, IHgis, a came R1-CEP 2000-
344-Rev 03.

ATOMOKCUH
®

Kancynu Teepgi, no
10 mr, no 7 kancyny
6nictepi; no 1
6nicTepy B
KapTOHHI nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b AKOCTI
Ta Bunyck cepii
nikapcbkoro
3acoby:
®APMATEH

pevyis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHX AaHunx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YMOBHOBAXEHO| 0C06M, BignoBigansLHoI 3a

3a
peyerimom

UA/18978/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
IHTEPHELUHN 3[iicCHEHHS hapMakoHaris4y; KOHTaKTHOI 0cobu 3
C.A,, lpeuis; thapmakoHarnagy 3asBHuKa ans 34ilicCHeHHA
nakyBaHHs, hapmakoHarnsagy B YKpaiHi, SKLWwo BoHa BigMiHHa
KOHTPO/Ib SKOCTI BiJl yNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/TbHOI 3a
Ta BUNycK cepii 3AjiCHeHHs1 hapMakoHariaay (Bkiyarum
nikapcbkoro KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHHi
3acoby: MacTep-caiina cuctemu chapmakoHarnsgy). 3miHa
DAPMATEH C.A., KOHTaKTHUX AaHuX YNOBHOBaXXeHOI 0cobu
peuist; KOHTPO/Ib 3asBHVKA, BigNoBigas/IbHOI 3a hapmakoHarnsag
AKOCTI NiKapCbKOro
3acoby: KiECIiEc
N1a., Mpeuis
9. | ATOMOKCWH | kancynu TBepgi, no TOB "ACIHO YkpaiHa BMPOGHMLTBO, pewis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/18978/01/02
® 18 mr, no 7 kancyny YKPAIHA" nakyBaHHs, 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom

6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHI nayui

KOHTPO/Ib AKOCTI
Ta BunycK cepii
niKapcbKoro
3acoby:
®APMATEH
IHTEPHELUHN
C.A,, lpeuist;
nakyBaHHs,
KOHTPO/b AKOCTI
Ta Bunyck cepii
nikapcbkoro
3acoby:
®APMATEH C.A.,
'peuis; KOHTPO/b
AKOCTI NliKapCbKOro
3acoby:
KwoEKCiEc NTa,.,
Ipeuis

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOB/MEHOrO cepTudpikata
BIANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPObHUUTBI ADI; ans
[0MNOMDKHOT peyoBmHU (cepTudikaT BigNOBILHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPobHUKa.
OHoBreHHsA CEP Ha Al Bif 3aTBEpAXEHOro
BMpo6HMKa ZCL Chemicals LTD, India 3i 3miHO0O
Ha3Bu BnacHuka CEP Ha Cohance Lifesciences
Limited, India, micue Ta agpeca BUPO6GHMLTBA He
3MIHWNOCh.
3arBepaKeHo:

R1-CEP 2015-150-Rev 00
ZCL Chemicals LTD, India.
3anponoHoBaHo:

CEP 2015-150-Rev 01
Cohance Lifesciences Limited, India.
3MiHn | TUny - 3miHK 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikaT BigNOBIAHOCTI
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikata
Bi4NOBIAHOCTI ab0 BUy4YeHHs cepTudikaTa
BiANOBIAHOCTI €Bponeichbkili hapmakonei: s
A®l; ansa BuxigHoro
mMartepiany/peareHTy/NpoOMKHOIo NPoAyKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHMLTBI A®I; ans
[LOMOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif Y)Xe 3aTBEepAKEHOr0 BUPOOHMKA.
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n/n

Hasga

JliKapcbKo20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHoBrieHHs1 CEP Ha A®I Bif 3aTBEpAXEHOr0
BUpo6HMKa Mylan Laboratories Limited, India 3i
3MiHOW Ha3Bu BnacHuka CEP Ha Tianish
Laboratories Private Limited, India, micue Ta
azpeca BUPOOGHMLTBA HE 3MIHWI0Ch.
3arBepaKeHo:

CEP 2013-271-Rev 01
Mylan Laboratories Limited, India.
3anponoHosaHo: CEP 2013-271-Rev 02
Tianish Laboratories Private Limited, India.
3MiHu | TUnYy - 3MiHKM 3 aKkocTi. CepTudikar
BignosigHocTi/l E-cepTuddikat BiANOBIAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MIEHOro cepTudikara
Bi4NOBIAHOCTI ab0 BUy4YeHHS cepTuguikaTa
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[onomikHoi peyosuHu (ME-cepTudikat
BifANOBigHOCTI €Bponelicbkili hapmakonei aAns
Adl/BuxigHoro matepiasy/peareHTy/mpoMixXHOro
npoaykTy abo AONOMIXHOT pevyoBUHN) - BunyueHHs
ceptudikaTis (y BUNaaKy HasBHOCTI
MynbTUNAETHOrO cepTudpikata Ha maTtepian) -
BuaaneHHss CEP Ha xenatvH Bupo6Huka Gelita
AG, HimeuunHa, a came R1-CEP 2008-137-Rev
01. 3miHu | TMRY - 3MiHK 3 sKocTi. CepTudpikar
BignosigHocTi/IE-cepTudikaT BigNOBIAHOCTI
€sponelicbkili hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYeHHs cepTudikata
BiNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPoAyKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
AonomixHoi pevoBuHn (CE-cepTudikat
BiAMNOBIgHOCTI EBponeiickkili chapmakonei aAns
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
npoaykTy abo AONOMIXHOT peqyoBUHN) - BunyueHHs
cepTuaikaTis (y BUNaaKy HasaBHOCTI
My/bTUNIETHOrO cepTuddikata Ha matepian)
BuaanieHHss CEP Ha xenatuH Bupo6Huka Nitta
Gelatin India LTD, IHgis, a came R1-CEP 2000-
344-Rev 03.

10.

ATOMOKCUWH

®

Kancynv Teepgi, no
18 mr, no 7 kancyny
6nictepi; no 1 abo

TOB "ACIHO
YKPAIHA"

Ykpaina

BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib SKOCTI

pewis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHv Ao

3a
peyenmom

UA/18978/01/02




Hasga
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®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
no 2 6nictepu B Ta BUMyCK cepii y3araslbHeHUX JaHux npo cuctemy
KapTOHHI naywi niKkapcbKoro thapmMakoHarnagy (BBeAeHHS y3araslbHeHUX JaHnUX
3acoby: npo cuctemy hapmakoHarnsgy, smMiHa
PAPMATEH YNOBHOB&XEHOI 0c06y, BiANOBIAA/ILHOI 3a
IHTEPHELLUHN 3[iicCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
C.A,, Ipeuis; thapmMakoHarnsgy 3asBHvka AN 34iACHEHHS
nakyBaHHs, thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
KOHTPO/b AKOCTI BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
Ta BUNycK cepii 3pjiicHeHHs chapmakoHarnsgy (Bkioyarun
nikapcbkoro KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
3acoby: MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
PAPMATEH C.A., KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
I'pewjisi; KOHTPOsb 3a8BHVKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
AKOCTI NTiKapCbKOro
3acoby: KioECIiEc
Jita., Mpeuis
11. | ATOMOKCWH | kancynu TBepai, no TOB "ACIHO YkpaiHa BUPOBHMLTBO, peuis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/18978/01/03
® 25 ™r, no 7 kancyny YKPAIHA" nakyBaHHs, 3Mminn | TUnYy - 3MiHn 3 skocTi. CepTudpikar peyenmom
6nicTepi; no 1 abo

no 2 6nictepu B
KapTOHHIW nayv,

KOHTPO/b AKOCTI
Ta BUNyck cepii
niKapcbKoro
3acoby:
®APMATEH
IHTEPHELUHN
C.A,, lpeuis;
nakyBaHHs,
KOHTPO/Ib AKOCTI
Ta BunycK cepii
niKapcbKoro
3acoby:
SAPMATEH C.A.,
peuis; KOHTPO/b
SIKOCTi JTiKapCbKOro
3acoby:
KioEnCiEc N1a.,
Ipeuis

€Bponelicbkiin hapmakonei/moHorpadii. MogaHHSA

BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onsa BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPO6HMLTBI API; Ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMEHWIA
cepTuduikart Bif yXXe 3aTBepKEHOro BUpobHMKa.
OHosneHHst CEP Ha A®I Big 3aTBEp)XEHOr0
BMpo6HMKa ZCL Chemicals LTD, India 3i 3miHOt0O
Ha3su BnacHvka CEP Ha Cohance Lifesciences
Limited, India, micue Ta agpeca BUPOGHMLTBA He
3MiHUIOCh.
3arBepaeHo:
R1-CEP 2015-150-Rev 00
ZCL Chemicals LTD, India.
3anponoHoBaHo:
CEP 2015-150-Rev 01
Cohance Lifesciences Limited, India.
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikar
BignosigHocTi/l E-cepTudpikat BiANOBIAHOCTI

HOBOro abo OHOB/MIEHOro cepTudikata
Bi4MNOBIAHOCTI 260 BUYYEHHS cepTuguikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei: ans
A®I; ona BuxigHoro

marepiany/peareHTy/npomMiKHOr0 NPoAyKTY, L0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BMKOPUCTOBYIOTLCS Y BUPOGHULTBI A®I; ans

[0MNOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBEHNI
cepTuddikaT Bif, y)xe 3aTBepAKEHOr0 BUPOOHMKA.
OHoBneHHsAs CEP Ha A®I Big 3aTBEpAXEHOro
BMpOo6HMKa Mylan Laboratories Limited, India 3i
3miHOI Ha3Bu BracHuka CEP Ha Tianish
Laboratories Private Limited, India, micue Ta
ajpeca BUPOGHMLTBA HE 3MIHWUIOCh.
3arBepaKeHo:
CEP 2013-271-Rev 01
Mylan Laboratories Limited, India.
3anponoHosaHo: CEP 2013-271-Rev 02
Tianish Laboratories Private Limited, India.
3MiHn | TUnY - 3MiHK 3 sKocTi. CepTudikar
BignoBigHocTi/l E-cepTudpikart BiANOBIAHOCTI
€Bponelicbkiil hapmakonei/moHorpadii. MogaHHSA
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI ab0 BUTyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onqa BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI A®I; ans
[onomikHOT pevosuHu (CE-cepTudikat
BiAMOBIAHOCTI EBponeiickkivi chapmakonei Ans
Adl/BuxigHoro matepiasny/peareHTy/npomMixHoro
npoaykTy abo AONOMIXHOT pevyoBuHN) - BunyueHHs
cepTudikaTis (y BUNagKy HasBHOCTI
My/IbTUNIETHOTO cepTudpikata Ha matepian) -
BunaaneHHs CEP Ha xenaTuH Bupo6Huka Gelita
AG, HimeyunHa, a came R1-CEP 2008-137-Rev
01. 3miHu | TNy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTuddikat BiANOBIAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMIEHOro cepTudikata
Bi4NOBIAHOCTI 260 BUyYeHHS cepTuguikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BUKOPVCTOBYIOTbCS Y BUPOOHNLTBI ADI; Ans
[onomikHoi peyosuHu (ME-cepTudikat
BiANOBigHOCTI €Bponelicbkili hapmakonei aAns
Adl/BuxigHoro matepiasy/peareHTy/mpoMixXHOro
npoaykTy abo AONOMIXHOT pevyoBUHN) - BunyueHHs
ceptudikaTis (y BUNaaKy HasBHOCTI
My/nbTUNAETHOrO cepTudpikata Ha maTtepian)
BuganeHHss CEP Ha xenatuH Bupo6Huka Nitta

Gelatin India LTD, Ingjs, a came R1-CEP 2000-
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
344-Rev 03.
12. | ATOMOKCWH | kancynu TBepai, no TOB "ACIHO YkpaiHa BUPOBHULTBO, peuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/18978/01/03
® 25 ™r, no 7 kancyny YKPAIHA" nakyBaHHs, 3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 1 abo KOHTPO/Ib SKOCTI Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
no 2 6nictepu B Ta BUMycCK cepii y3arasbHeHUX JaHuX Npo cucTemy
KapTOHHIW nayv, nikapcbkoro hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
3acoby: npo cuctemy chapmakoHarnsgy, smMiHa
SAPMATEH YMNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
IHTEPHELLUHN 3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
C.A,, peuis; thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
nakyBaHHs, thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
KOHTPO/Ib AKOCTI Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
Ta Bunyck cepii 3gjificHeHHs chapmakoHarnsgy (Bkioyarun
niKapcbKoro KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
3acoby: mMacTep-chaiina cuctemu hapmakoHarnagy). 3miHa
PAPMATEH C.A., KOHTaKTHUX AaHVX YNOBHOBAaXEHOI 0co6U
"peuist; KOHTPO/Ib 3asBHVKa, BigNoBigasIbHOI 3a hapmakoHarnsg
SIKOCTi JTiKapCbKOro
3acoby: KioECIEc
Nta., Mpeuis
13. | ATOMOKCWH | kancynu TBepgi, no TOB "ACIHO YkpaiHa BMPOGHMLTBO, pevys BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/18978/01/04
® 40 mr, no 7 kancyny YKPAIHA" nakyBaHHs, 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peyenmom

6nictepi; no 1 a6o
no 2 6nictepu B
KapTOHHI/ navw,i

KOHTPO/b AKOCTI
Ta Bunyck cepii
nNiKapcbKoro
3acoby:
PAPMATEH
IHTEPHELUHN
C.A,, lNpeuist;
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BUNyck cepii
nNiKapcbKoro
3acoby:
PAPMATEH C.A.,
"pewjisi; KOHTpPOsb
AKOCTI JTiKapCbKOro
3acoby:
KwoEKCiEc NTa,,
Ipeuis

BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADl; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA
cepTudikar Bif y)Xe 3aTBepa)KEHOro BUpOOHMKa.
OHoBneHHA CEP Ha A®I Big 3aTBEpAXeHOro
BUpo6HMKa ZCL Chemicals LTD, India 3i 3miHOlO
Ha3su BnacHvnka CEP Ha Cohance Lifesciences
Limited, India, micue Ta agpeca BMPOGHULTBA HE
3MiHWOCh.
3arBepaKeHo:

R1-CEP 2015-150-Rev 00
ZCL Chemicals LTD, India.
3anponoHoBaHo:

CEP 2015-150-Rev 01
Cohance Lifesciences Limited, India.
3MiHn | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOrO cepTudikata
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

BiANOBIAHOCTI ab0 BUTyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onqa BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI A®I; ans
[OMOMDKHOT peyoBuHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkin dhapmakonei) - OHOBNEHWIA
cepTuqikaT Bif y)Xe 3aTBepKEeHOro BUPOOHMKA.
OHoBneHHss CEP Ha Al Big 3aTBEpAXEHOrO
BMpo6HMKa Mylan Laboratories Limited, India 3i
3MiHOl Ha3Bu BriacHuka CEP Ha Tianish
Laboratories Private Limited, India, micue Ta
agpeca BUPOGHMLTBA HE 3MIHWOCh.
3arBepaKeHo:

CEP 2013-271-Rev 01
Mylan Laboratories Limited, India.
3anponoHosaHo: CEP 2013-271-Rev 02
Tianish Laboratories Private Limited, India.
3MiHn | TUny - 3miHK 3 sKocTi. CepTudikar
BignosigHocTi/IE-cepTudikaT BigNOBIAHOCTI
€sponelicbkili hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYeHHs cepTudikata
BiNoBIgHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPoAyKTy, L0
BMKOPUCTOBYIOTbCS Y BUPOOHMLTBI A®I; ans
AonomixHoi pevoBuHn (CE-cepTudikat
BiAMNOBIgHOCTI EBponeiickkili chapmakonei aAns
Adl/BuxigHoro matepiasy/peareHTy/npoMixHOro
npoaykTy abo AONOMIXHOT peqyoBUHN) - BunyueHHs
cepTuaikaTis (y BUNaaKy HasaBHOCTI
My/IbTUMNIETHOTO cepTuddikata Ha matepian) -
BuaaneHHss CEP Ha xenaTvH Bupo6Huka Gelita
AG, HimeuunHa, a came R1-CEP 2008-137-Rev
01. 3MmiHn | TMNY - 3MiHK 3 aKkocTi. CepTudikar
BignoBigHocTi/l E-cepTudpikart BiANOBIAHOCTI
€Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikata
BiANOBIAHOCTI abo BUTyYeHHs cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans
A®I; onqa BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI A®I; ans
[0nomikHOT pevosuHu (CE-cepTudikar
BiAMOBIAHOCTI EBponeiickkivi chapmakonei Ans
Adl/BrxigHoro matepiasny/peareHTy/npomMixHoro
npoAyKTy abo A0NOMiXHOT pevyoBUHK) - BunyyeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
cepTudikaTis (y BUNagKy HasBHOCTI
My/IbTUNIETHOIO cepTuddikata Ha martepian)
BuaaneHHs CEP Ha xenatuH Bupo6Huka Nitta
Gelatin India LTD, IHgis, a came R1-CEP 2000-
344-Rev 03.
14. | ATOMOKCWH | kancynu TBepgi, no TOB "ACIHO YkpaiHa BMPOGHMLTBO, pevyis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/18978/01/04
® 40 mr, no 7 kancyny YKPAIHA" nakyBaHHs, 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
6nictepi; no 1 a6o KOHTPO/Ib AKOCTI Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
no 2 6nictepu B Ta Bunyck cepii y3araJibHeHNx AaHnx npo cuctemy
KapTOHHI/ navu,i nikapcbkoro hapmakoHarnsgy (BBeAeHHs y3arasibHeHNX JaHux
3acoby: npo cuctemy papmakoHarnsgy, amiHa
PAPMATEH YNOBHOBAXXEHOT 0CO6M, BigNoOBiganbHOI 3a
IHTEPHELUHN 3piicHEHHS hapMakoHaris4y; KOHTaKTHOI 0cobu 3
C.A,, lpeuist; thapmakoHarnagy 3asBHuka ans 34iliCHeHHSA
nakyBaHHs, dhapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHA
KOHTPO/Ib SKOCTI Bifl yNOBHOBaXeHOI 0cO6WU, BiAMNOBIAa/IbHOI 3a
Ta BUNyck cepii 3aiicHeHHs chapmakoHarnsgy (Bkiyarun
nikapcbkoro KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
3acoby: MacTep-aiina cuctemn chapmakoHarnsgy). 3miHa
DPAPMATEH C.A., KOHTaKTHUX AaHnX YNOBHOBaXXeHOI 0cobu
I'pewjisi; KOHTPOsb 3a8BHWVKa, BiANOBIAaIbHOI 3a thapmMakoHarnsg,
AKOCTI NiKapCbKoro
3acoby: KiECIiEc
N1a., Mpeuis
15. | AT®-KAPAIO | Ttabnetku no 10 mr; My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 UA/0723/01/01
no 10 TabneTtok y akuioHepHe akuioHepHe 3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI. peuenma
6nictepi, no 4 TOBapuCTBO TOBapuCTBO 3MiHa y napameTpax crneungikauiii Ta/abo
6nicTepy B nayuj 3 "HaykoBo- "HaykoBo- [ONyCTUMUX MeX, BU3HaYeHuX y cneumdikaisax
KapToHY BMPOGHUYNIA BMPOGHUYNIA Ha A®I|, abo BUXigHWUIA/NPOMIXKHWIA
LEeHTp LeHTp npoAyKT/peareHT, Lo BUKOPUCTOBYIOTbLCS Y
"BopLyariBcbkuii "BopuyariBcbKuii npoueci BupobHuuTBa AP (3BYy)KEHHS AONYCTUMUX
XiMiKo- XiMiKo- MeX, BU3HaueHuX y cneumdikadii) - CynyTHSA 3MiHa
hapmaLeBTUYHN thapmavLeBTUYHWi - - 3miHu 3 aKocTi. A®l. KoHTponb A®l. 3miHa y
i 3aBop” 3aBog" mMeToAax BunpobyBaHHs A®Il abo BUXigHOro

mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(iHwWi 3MiHM y MeToaax BUNpobyBaHHs (BK/IOYaUM
3amiHy abo fonoBHeHHS) A®| abo
BUWXi4HOrO/MPOMiXHOro NPOAYKTY) - NPUBEAEHHS
cneuudikayii BXigHOro KOHTPOO BUPOGHMKa /13
Y BiANOBIAHICTb 1O OHOB/IEHNX MaTepiasisB
BMPOOHUKA CybCTaHLji ageHo3nH-5"-Tpudgocarto-
ricrnguHarto-martito (1) Tpukaniesa cinb
okTarigpat (AT®-noHr) «MpAT «dapmavreBTUYHa
thipma PapKoC», YkpaiHa 3a nokasHUKOM
«CynpoBifHi AOMILIKW», Ta, AK HACNiAO0K, MeToAMKa
BXigHOro koHTposto A®I 3a Tectom «CynpoBigHi
OOMILLKM» BUPOGHMKa /13 6yna agantoBaHa /s
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

MOX/IMBOCTi KOHTPOO A®P| 3rifHO OHOBIEHUX
KpUTEpIiB NPUAHATHOCTI. 3MiHK | TUNY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikaLii Ta/abo AONYCTUMUX MEX FTOTOBOr0
NiKapCcbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTtapisioro NokasHuka,
Takoro ik 3anax Ta cMak, abo igeHTudikauis
6apBHVIKIB YN CMaKOBUX [106aBOK)) - BUNYYEHHS
3acTapifnioro nokasHuka «Aepocun» i3
Cneuumdpikauii Ta meTogis koHTposto MN3. 3MiHu |
TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KoHTposb roToBOro fikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo JonyCcTUMUX
MEX roTOBOrO /1iKapCbKOro 3acoby (3BY)XEHHs
Jonyctummx mex) - CynyTHS 3miHa - - 3MiHM 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHA rOTOBOrO MiKApCbKOro 3acoby (iHLwi
3MiHM y MeToAax BUnpobyBaHb (BKIHOUaoUu
3amiHy ab0 [OMNOBHEHHS)) - BHECEHHS 3MiH B
cneuudikaLiio Ha BUMYCK Ta TEPMiH NPUAATHOCTI
Ta METOAUKM KOHTPOsI0 /13 3a NOKa3HMKOM
«CynpoBigHi AOMILKW». 3MiHW | TUMY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTMMmUX MeEX,
BM3HAYeHUX Y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpviknag, BUTyYeHHs 3acTapisioro NokasHuka)) -
npueBefeHHs cneumdikaii BXi4HOro KOHTPOsI0
BMPOGHUWKa /13 y BiANOBIAHICTb [0 OHOBEHNX
Marepianis BUPO6HMKa cybcTaHLii afeHo3uH-5'
TpudbocdaTto-rictuamHaro-martito (1) Tpukaniesa
cinb okTarigpat (ATP-10Hr) «MNpAT
«®apmaueBTuyHa hipma ®apKoC», YkpaiHa, a
came BWUIy4YeHOo NokasHuK «KinbkicHe BU3HAUEHHS:
AT®» 3 BignNoBiAHUM METOAOM KOHTPOSIO. 3MiHM |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKnii 3acib.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO /liKapCbKOro 3acoby (BUTy4eHHSs
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
MoKa3HuKa, Takoro sk 3anax Ta cmak, abo
iaeHTudikauis 6apBHYKIB UM CMaKoBUX J06aBOK)) -
BUNyYeHHS NokKasHuKa «KinbKicHe BUSHAYEHHS:
AT®» i3 cneundikauii Ta metogis koHTposto 3.
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mMatepiany/npomiKHOro NpoayKkTy/peareHTy, Wo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPo6HMLTBa ADI
(iHwWi 3MiHM y MeToaax BUNpobyBaHHSA (BK/IOYaUM
3aMiHy ab0 gonoBHEHHs) AD| abo
BWXi4HOrO/MPOMIXHOIO NPOAYKTY) - NPUBEAEHHS
cneuudikayii BXigHOro KOHTPO0 BUPO6HMKa /13
Y BiANOBIAHICTb 1O OHOB/IEHNX MaTepiasiiB
BMPOOHUKa cybCTaHLji ageHo3uH-5'-Tpudgocdaro-
ricTuguHarto-marHito (1) Tpmkaniesa cinb
okTarigpaT (AT®-noHr) «MNpAT «dapmaleBT1yHa
hipma ®apKoC», YkpaiHa 3a NoKasHUKOM
«CynpoBigHi AOMILLKM», Ta, K HACMiA0K, MeToamnka
BXigHOro koHTposito A®I 3a TecToMm «CynpoBigHi
[oMmilLkm» BUpo6HKKa MN3 byna agantosaHa Ans
MOX/IMBOCTi KOHTPOO A®| 3rifHO OHOBIEHUX
KpUTEpIiB NPUAHATHOCTI. 3MiHK | TUNY - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikalii Ta/abo AONYCTUMKX MEX FOTOBOr0
NiKapCcbKoro 3acoby (BUyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3actapisnioro NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikauis
H6apBHVIKIB YN CMaKOBUX [06aBOK)) - BUNYYEHHS
3acTapinioro nokasHuka «Aepocu» i3
Cneuumdpikauii Ta meTogis KoHTposto MN3. 3MiHu |
TUMy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KoHTposb roToBOro fikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AonyCcTUMUX
MEX rOTOBOrO /1iKapCbKOro 3acoby (3BY)XEHHs
[onyctummx mex) - CynyTHS 3miHa - - 3MiHM 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHA rOTOBOrO MiKApCbKOro 3acoby (iHLwi
3MiHN Y MeTodax BUnpobyBaHb (BKIHOUa0Uu
3amiHy ab0 [OMNOBHEHHS)) - BHECEHHS 3MiH B
cneuudikaLiio Ha BUMYCK Ta TEPMiH NPUAATHOCTI
Ta METOAUKM KOHTPOsI0 /13 3a NOKa3HMKOM

«CynpoBifHi AOMILIKW». 3MiHW | TUNY - 3MiHK 3

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
16. | AT®-KAPAIO | Ttabnetku no 20 mr; My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 6e3 UA/0723/01/02
no 10 Tabnetok y akuioHepHe akuioHepHe 3MiHW | TUNY - 3MiHK 3 AKOCTi. A®l. KOHTponb AdI. peuyenma
6nictepi, no 4 TOBapuCTBO TOBapuCTBO 3MiHa y napameTpax cneuudikauii Ta/abo
6nicTepy B nayuj 3 "HaykoBo- "HaykoBo- [ONYCTUMMX MEX, BU3HaUYeHMX y cnewudikavisx
KapToHY BMPOGHUYNIA BMPOGHUYNIA Ha A®I, abo BUXigHWIA/NPOMIXHWIA
LeHTp LieHTp NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
"BopLyariBcbkuii "Bopuiariscbkuii npoueci BupobHuuTBa AP (3By)KeHHS JOMYyCTUMUX
XiMiKO- XiMiKo- MeX, BU3HauYeHuX y cneuudikadii) - CynyTHA 3MiHa
hapmaueBTUYHN dhapmaLeBTUYHWMIA - - 3miHu 3 AKocTi. APl. KoHTponb A®l. 3miHa y
i 3aBog" 3aBopg" mMeTodax BunpobyBaHHs A®| abo BUXigHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTuMmnX MeX,
BM3HAYeHUX Y cneumdiikauisx Ha Adl, abo
BVXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AdI
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpviknag, BUTyUYeHHSs 3acTapisioro NokasHuka)) -
npueBefeHHs cneundikadii BXi4HOro KOHTPOsI0
BMPOGHUWKa /13 y BiANOBIAHICTb [0 OHOBEHUX
Marepianis BUPO6HMKa cybcTaHLii afeHo3uH-5'
TpudbocdaTto-rictuamHaro-martito (1) Tpukaniesa
cinb okTarigpat (AT®P-n0Hr) «MNpAT
«®apmaueBTuyHa hipma ®apKoC», YkpaiHa, a
came BWIy4YeHo NokasHuK «KinbkicHe BU3HAUEHHS:
AT®» 3 BignNoBiAHUM METOAOM KOHTPOSIO. 3MiHM |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA NikapcbKnii 3acib.
KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO JliKapCbKOro 3acoby (BUTy4eHHs
He3HaYyHOro nokasHuka (Hanpvknag, 3actapinoro
noKasHuKa, Takoro sk 3anax Ta cMak, abo
iaeHTudikauis 6apBHYKIB UM CMaKoBUX J06aBOK)) -
BUNyYeHHS NokKasHuKa «KinbKicHe BUSHAYEHHS:
AT®» i3 cneundikauii Ta metodis koHTposto N3.

17.

ALVK®

Tabnetkv no 200 mr,
no 5 tabnetok y
6nictepi; no 5
6nicTepiB y
KapTOHHI Kopo6Lyi

CaHpo3
dapmacbloTikas
3 4.4,

CnoBeHis

Canotac ®apma
M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa 415 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBigansLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA, BifnoBigasibHOI
3a thapmakoHarnag.

[itova pegakuis: Juergen Maares / KOpreH
Maapec. NponoHoBaHa pegakuis: Kotal Mohamed
Ali / Kotan Moxameg, Ani. 3MiHa KOHTaKTHUX JaHNX
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBiganbHOI
3a (hapmakoHarnsg,.

3a
peyenmom

UA/14584/01/01

18.

ALVK®

Tabnetku no 400 wmr;
no 5 tabnetok y
6nictepi; no 7

CaHpo3
dapmacbloTikas
344

CnogeHis

Canotac ®apma
M6X

HimeuunHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUnNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv Ao

3a
peyenmom

UA/14584/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

6nicTepiB y
KapTOHHIli KopooLi

y3araslbHeHUX JaHux npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3aranibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa

YNOBHOB&XEHOI 0c06y, BiANOBIAA/ILHOI 3a
3AilicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3

hapmakoHarnsigy 3asiBHUKa 415 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
3ailicHeHHs thapMakoHarnsay (BKoyaoum

KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOB&XeHOT 0COOM 3asIBHMKA, BifnoBigasibHOI

3a (hapmakoHarnag.

[itova pegakuisn: Juergen Maares / KOpreH
Maapec. NponoHoBaHa pegakuis: Kotal Mohamed
Ali / Kotan Moxameg, Ani. 3MiHa KOHTAKTHUX JaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI

3a (papmakoHarnsg,.

19.

AL-®C

TabneTku, BKpUTI
NAiBKOBOIO
060n0HkKot0, no 200
mr, no 10 Tabnetok
y 6nicTepi; no 2
6nicTepu B nayw,

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAaILHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHuKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6u
3asiBHMKA, BignoBigasbHOI 3a chapMakoHarnsg.

6e3
peyenma

UA/2071/01/01

20.

ALL®

PO34YUH OpasibHUIA
no 20 mr/mn, no 100
M a6o no 200 mn y
thnakoHi; no 1
pnakony y
KOMMNEKTi 3 MipHUM
KoBnavkom Ta/abo
MipHUM ansikaTopom
(wnpuuem) y
KapTOHHIli KopooLi

CaHpo3
dapmacbloTikan
3 4.4.

CnoBeHis

Bupo6bHMuTBO
«bulk», nepBrHHe
Ta BTOPVHHE
nakyBaHHs,
TecTyBaHHs:
dapma
BepHirepoge
m6X, HimeyunHa;
Bunyck cepii:
CantoTtac dapma
m6X, HimeyunHa;
KoHTporb cepii:
idon MpiBatec
IHCTITYT dhyp

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobm 3
dhapmakoHarnsgy 3asBHUKa A1a 3M4iCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOi 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaina cuctemy papmakoHarasgy). 3miHa

6e3
peuyenma

UA/8272/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
MpopykTyanitat YMNOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBigasibHOT
vm6X , 3a (papmakoHarnsg,
HimeuuunHa; IMK- [itova pegakuis: Juergen Maares / KOpreH
IHCTITYT dhyp Maapec. NMponoHoBaHa pegakuis: Kotal Mohamed
Mikpo6ionorile Ali / Kotan Moxameg Ani.

KsanitarccixepyHr 3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0Co6u

'M6X, HimeyunHa 3as1BHMKA, BignoBigasbHOI 3a chapMakoHarnsag.

21. | BAHEOUW/H Mas3b; no 5 r a6o 20 CaHpo3 CnoBeHis BignosifansHuii ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/3951/01/01
ry Ty6i; no 1 1y6i B dapmacboTikas 3a BMNYCK cepil: HimeuunmHa/ | yTOUYHEHHsi peecTpauiliHOl Npoueaypy B Hakasi peyenma
KapTOHHIli Kopoobui 34.4. CaHpo3 'M6X - CnoBeHis MO3 Ykpainu Ne 1646 Big 30.10.2025 - 3miHu |

Bupo6Hunya TMny - AAMIHICTpaTVBHI 3MiHWU. BunyyeHHs
AinbHUUA BMPOGHWYOI AiNbHNL (BKIHOYAKUN AibHAL ANS
AHTWIHAEKUIAHI A®I, npomiXHOro NpoAyKTy abo rotoBoro
N3 Ta XimiyHi niKapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
Onepadii KyHanb nakyBaHHs, BUPOOHWKa, BigNOBifa/IbHOTO 3a
(AIXO N3 BUWMYCK Cepiid, MicLle NpOBeAEHHS KOHTPOSO cepii)
KyHa/b), a60 nocrtavasibHMKa BUXIAHOTO MaTepiany,
ABCTpiIs; peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
Nek 3a3HavYeHo y [0CbE) - BUTyYEHHS BUPOOGHMNYOT
$apmaueBTUYHA ninbHUL MN& Xenc Asctpis TM6X & Ko. O ans
KoMnaHisa g.4., BMPOBGHMLTBA NPOAYKLT in bulk, nepBnHHOro Ta
CnoseHis; BTOPVHHOIO NakyBaHHSA, KOHTPOto cepii. Lie He
Bnpo6HMLUTBO 3a NoB’A3aHO 3 6Y/b-AKUMU BIAXUIEHHAMMN Y
NOBHUM LMK/TOM: BMPOGHMLTBI. BBEAEHHS 3MiH NPOTArOM 6-TK
Cantotac ®apma MicsALiB MicnsA 3aTBeppKeHHs. 3MiHu | Trny - 3MiHK
Mv6X, HimeuunHa,; 3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHA iMnopTepa/3MiHu, Lo
KoHTpornb cepii: CTOCYHOTbCSI BUMYCKY Cepil Ta KOHTPO/IHO AKOCTI
Nab6op JIC CE & roTOBOrO JlikapcbKoro 3acoby (3amiHa abo
Ko.KT, HimeuuunHa; [0AaBaHHA AifIbHULI, Ha KA 34iNCHI0ETbCA
KOHTPO/b/BMNPO6YBaHHSA cepil) - [logaBaHHs
Canotac ®apma OiNbHWLI, Ha AKili 34ilicHI0ETbCA
'M6X, HimeuyunHa KOHTpPONb/BUNPOGYBaHHS cepii Cantotac ®apma
'M6X (BUp0o6HUYa AinbHuLA B OTTO-BOH-Itopike-
Annee 1, 39179, bapnebeH, HimeuyunHa. 3miHn |
TMny - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3acib.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHSA rOTOBOrO /iKapCbKOro
3ac006y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKTHOYatOUM 3aMiHy ab0 JOMOBHEHHS)) - BBEAEHHS
[0AaTKOBOrO MeToZY A/1A KiIbKICHOro BU3HAYEHHS
GaumnTpalmHy LMHKY Ta HEOMILMHY CynbdaTy.
3anponoHoBaHuii AOAATKOBUIA METOA, TECTYBaHHS
NoB'A3aHuUii 3 HOBOIO AiNbHULIEI0 Ha AKIA
34iACHI0ETLCA KOHTPO/Ib cepii CantoTac Papma
'M6X (BUp0o6HUYa AinbHunLA B OTTO-BOH-Itopike-
Annee 1, 39179, bapnebeH, HimeyunHa
22. | BAPBOBA/I® | Kpanni opasibHi no AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiHiX maTepianis: 6e3 UA/1196/01/01
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KpanensHuueto; no 1
dhnakoHy B nauuj 3
KapTOHY;

HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHWKa -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkilt hapmakonei Ne CEP 2003-017-Rev
04 (3atBepmxeHo: R1-CEP 2003-017-Rev 03) gns
aitoyoi pevosuHK Phenobarbital Big, Bxe
3aTBepaxeHoro Bupo6Hnka HARMAN FINOCHEM
LIMITED. 3MiHu | TUny - 3MiHW 3 AKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNeiichbkili
thapmakonei/mMmoHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
OHOBNEeHWi cepTudikaT Bif, y)xe 3aTBEpAXEHOro
BMPOGHMKA - MOJaHHSA OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI EBponeiicbkin hapmakonei Ne R1-
CEP 2009-132-Rev 03 15 Aito4oi pevoBuHU
Phenobarbital Big BXe 3aTBEpAKEHOro BUPOGHMKa
ALKALOIDA CHEMICAL COMPANY ZRT.,
Hungary - 3MmiHu | TUny - 3MiHW 3 SKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BignoBigHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BMPOOHUKA - NOJaHHA OHOBJIEHOro cepTuddikara

BifiNOBIAHOCTI E€Bponeiickkiit hapmakonei Ne R1-

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
25 mn 'y chnakoHi 3 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenma
npo6Koto- BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

CEP 2009-132-Rev 01 gns fjto4oi pe4yoBuHN
Phenobarbital Big, BXe 3aTBEpAKEHOTO BUPOGHMKA
ALKALOIDA CHEMICAL COMPANY ZRT.,
Hungary - 3minu | TMny - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€BpONENChKilt
thapmakonei/mMmoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI a60
BWNYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y BUPOBGHULTBI
A®I; ona 4ONOMIKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHOBNEHWIA cepTUddikar Bif yxe 3aTBepaKeHoro
BMPO6GHMKA - MOJaHHSA OHOBJ/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-
CEP 2009-132-Rev 00 (3aTBepmkeHo: RO-CEP
2009-132-Rev 02) ans Aito4oi peyoBuHU
Phenobarbital Big, BXe 3aTBEpAKEHOTO BUPOGHMKA
ALKALOIDA CHEMICAL COMPANY ZRT.,
Hungary

23.

BENICA

kancynu no 10
Kancyn y 6nictepi;
no 3 a6o 9 6nictepis
y nauuj

ToBapucTso 3
obmexeHo
BiANOBiAA/IbHICT
10
«MPEACTABHW
LITBO BAYM
®APM FMBX»

YkpaiHa

TOB "OKM
"®apmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3miHa 3asBHuKka /13 (MIBIM) (BnacHuka
peecTpauiiiHoro noceig4eHHs) (3rigHo Hakazy MO3
Big 23.07.2015 Ne 460). TepmiH BBEA,EHHS 3MiH -
npoTArom 6 micAuiB nicns 3aTBepaKeHHs. 3MiHu |
TUny - 3MiHK LWoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHunx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0CO6M, BigNoOBiganLHOI 3a
3[ificHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
thapmakoHarnsigy B YKpaiHi, KLU0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-caiina cuctemu chapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHVKA, BifnoBigansHOI
3a (hapmakoHarnsg,. [irova pegakuis: BuwHeBcbka
MapuHa CTaHicnasiBHa. lNponoHoBaHa peAakuis:
Bucoubka Onbra MpuropiBHa. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiAMOBIAa/IbHOI 3a hapMakoHarnsg. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy Ta /ioro Homepa.

6e3
peyenma

nionsiecae

UA/18710/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3MiHa MicLsa 34iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHu | Tuny - 3MiHK Woao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM). 3MiHM BHECEHO A0 TEKCTY MapKyBaHHS
ynakoBKM fnikapcbkoro 3acoby B n. 6 "IHLLE"
(nepBunHHOI ynakosku) Ta B n. 17 "IHLWE"
(BTOPVHHOI ynakoBku). TepMiH BBEAEHHS 3MiH -
NpoTsArom 6 MicsLiB NicNs 3aTBepPYKEHHS.
24. | BETArIC TabneTtku no 16 wr, TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/5027/01/01
no 10 Tabnetok y YKPAIHA" Crapt" 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
6nictepi; no 3 Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
6nictepu y y3arasibHeHX AaHunx Npo cuctemy
KapTOHHIN nayui; no hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux
18 TabneTok y npo cuctemy papmakoHarnsgy, amiHa
6nictepi; no 5 YNOBHOBaXEHOT 0CO6M, BigNoOBiganLHOI 3a
6nicTepiB y 3[iicHEHHS hapMakoHars4y; KOHTaKTHOI 0cobu 3
KapTOHHIN nayui hapmakoHarnsgy 3asiBHUKa s 34iCHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHI
MacTep-caiina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOI 0cobm
3asBHVKa, BiANoBigaNbHOI 3a hapmakoHarnsg.
25. | BIPOK® IC Tabnetku, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a He UA/14315/01/01
TabneTtok y 6nictepi; [04aTKOBOKO [0aTKOBOK 3MiHu | TUNYy - 3MiHKn Wopao 6e3nekn/etheKTUBHOCTI peuyenmom | nidssizae
no 1 6nictepy B BiANOBIAANbHICT BiANOBIAA/LHICTIO Ta dhapmakoHarnsagy. 3miHa y KopoTkili
naJi 3 KapToHy 10 "IHTEPXIM" "IHTEPXIM" XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BiTY 3 OCAIIKEHD,
npoBeAeHWX BiANoBIAHO A0 MaHy negiatpudHnx
pocnimkenb (PIP) (3MiHy y3rogxeHo 3
KOMMNETeHTHUM YNOBHOB&XEHVNM OpraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby y po3ginm
"B3aemogis 3 iHWMMU flikapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHcbopMmaLii 3 6e3nekun Ailunx peyoBuH
KoaeiH/ibynpodpeH. TepMiH BBEAEHHS 3MiH
NPOTArom 6 MicsLiB Micns 3aTBepIpKEHHs
CynyTHS 3MiHa - 3MiHN WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui peecTpavjiiiHOro noceifgyeHHs, BK/Io4aum
MnaH ynpaeniHHA puavkamu (iHWi 3MiHW).
3asBHVKOM HaiaHO OHOBEHWIA [NaH ynpaBniHHA
pu3ukamu Bepcist 3.2. 3MiHW BHECEHO [0 YacTuH: |
«3arasibHa iHthopmauis», V «3axoaun 3 MiHimMisawi
pu3ukiB», VI «Pe3tome nnaHy ynpaBaiHHS
pusnkammn», VII «logaTku» y 3B8'A3Ky 3
OHOBJ/IEHHAIM PYTUHHMX 3aX0fiB 3 MiHimizavil
pY3VKiB BiAMNOBIAHO OHOB/IEHOTO MPOEKTY
IHCTPYKLUT ANA MEAMYHOro 3acTOCyBaHHA Ha
nigctasi pekomeHgauii PRAC. Takox BHECEHO
He3HauHi KOPEKTOPChKi 3MiHW B YacTuHw |
«Cneuudikauis 3 6e3nekm», Il «MnaH 3
dhapmakoHarnsagy».

26.

BPOHXOCTO
ne
NACTUNKA

nactunku no 59,5
Mr; no 10 nacTnnok
y 6nictepi; no 2
6nictepu y
KapTOHHIlA KopooLi

KBizga ®apma
M6X

ABcTpis

Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
Bonpep
Ap3HeimiTTen
'M6X & Ko.KT,
HimeuumnHa;
Bunyck cepiii:
KBizga ®apma
M6X, ABCTpis

HimeuuunHa/
ABCTpist

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3miHa y meTogax BunpobysaHHs A®| abo
BVXiHOrO Matepiany/npoMixHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuLTBa APl (He3HauHi 3MiHN y
3aTBEpKEHNX MeToAax BUNPOOYBaHHS) -
BHECEHHS He3HAYHMX 3MiH B aHaNITUYHY METOANKY
BM3HA4YeHHs adnatokcuHis B1, B2, G1, G2
(Ph.Eur. 2.8.18) Tum’siHy TpaBu. 3miHu | Tuny -
3MiHu 3 aKocTi. A®I. KoHTposb AdL. 3miHa y
meTofax BunpobysaHHs A®| abo BUXigHOro
marepiany/npomiKHOro NpoayKTy/peareHTy, Lo
BWKOPUCTOBYETbLCA Y NpoLeci BUpobHuLtea Ad|
(BUNyYeHHS MeToAy BUNPOOYBaHHA A1
Adl/peareHTy/npoMiXHOro NPOAYKTY, SKLLO
aNbTepHaTUBHUI METOS, BXe 3aTBepIKeHWA) -
BUNyYeHHs meToaukn ICP-MS komnanii Finzelberg
0715 BU3HaYeHHs 6pomigy (nectvuuay) y Metoauui
BU3HAYEHHSA 3a/IULLKIB NECTULMAIB, OCKISIbKM
BM3HAYEHHS1 BPOMIZY CTas10 3acTapiium
BiANOBIAHO A0 €Bponeiicbkoi Papmakonei. 3miHu |
TUny - 3MiHKU 3 AKOCTi. A®l. KoHTposib A®I. 3miHa y
napameTpax crneundikauiii Ta/abo gonycTtuMmx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMXHUIA NpOAYKT/peareHT, Wwo
BMKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(iHLWi 3MiHW) - BHECEHHS HE3HAYHWX 3MiH B
creuuqikaLito TUM'siHY TpaBu, a caMe BUAaIeHHs
iHchopmawii LLoA0 YacToT NPOBEAEHHS
BMMNpo6yBaHb Ha NeCTULMAN, addNaTOKCUHN, BadKKi
MeTanu, OCKiNIbKN NPOBOAATLCA PYTUHHI
BMNPO6YBaHHSA

6e3
peyenma

UA/9915/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
27. | BAJICAPTAH | Tabnetku, BKpUTI leTepo /1a63 IHgis [eTepo /1a63 IHAjs BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 3a UA/15787/01/01
NNiBKOBOIO Nimiten NimiTen 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii peuyenmom
06010HKot0, No 40 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
mr; no 10 TabneTok (BK/THOHAKOUM fiana3oH po3Mipy cepii) roToBOro
y 6nicTepi; no 1 nikapcbKoro 3acoby (36inbeHHs go 10 pasis
6nictepy y NOPIBHAHO i3 3aTBEPAXEHUM po3mipom) (B.11.6.4.
KapTOHHI Kopo6L; (a) 1A)
no 30 TabneTok y BBEJEHHA 40AaTKOBUX PO3MIpiB cepiii Ans
KOHTeliHepi; no 1 TabneTok, BKPUTUX M/1iIBKOBOK 060/I0HKOI0, No 40
KOHTEliHepy y mr. [itova pegakuis: 225.000 kr:
KapTOHHIli KopooLi TabneTku, BKpUTI NNIBKOBOK 060/10HKO, No 40 Mr
(120 000 TebneTok). MponoHoBaHa pefakLis:
225.000 kr: TabneTku, BKpUTI MIBKOBOH
060/10HKO10, N0 40 mr (120 000 TebneTok); 75. 000
Kr: TabneTkn, BKpUTI NNiBKOBOO 060/10HKO0, NO 40
Mr (600 000 TebneTok)
28. | BAJICAPTAH | TabneTku, BKpUTI eTepo N1a63 IHAis letepo /1a63 IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/15787/01/02
N/1iBKOBOIO Nimiteq Nimiteq 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
obonoHkoto, no 80 3aci6. 3MiHM y BUpo6HULTBI. 3MiHa po3mipy cepii
Mmr; no 10 Tabnetok (BKKOYAlOUM fiana3oH po3Mipy cepil) roToBOro
y 6nicTepi; no 1 nikapcbKoro 3acoby (36inbwenHHs go 10 pasis
6nictepy y MOPIBHSHO i3 3aTBEpAXEHMM po3mipom) (B.11.6.4.
KapTOHHIA KopobL; (a) 1A)
no 30 TabneTok y BBE/iEHHSA AOAATKOBMX PO3MIpiB cepii Ans
KOHTeliHepi; no 1 TabneTok, BKpUTUX M/1iIBKOBOK 060/I0HKO0, Mo 80
KOHTEliHepy y mr. [itoya pefakuisi: TabneTku, BKpUTI NAIBKOBOK
KapTOHHI KOpOobLii 060710HKO10, Mo 80 mr (120 000 TabneTok).
lMponoHoBaHa pefakuis: TabneTkn, BKPUTI
nniBkoBOK 060/10HKOI0, Mo 80 mr (120 000
Tabnetok); 270. 000 kr: TabneTkun, BKPUTI
nniBkoBO 060/10HKOI0, Mo 80 mr (1 080 000
Tabnertok)
29. | BAJICAPTAH | Tabnetku, BKpUTI leTepo /1a63 IHAis leTepo /1a63 IHAiA BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3a UA/15787/01/03
NAiBKOBOIO Nimiten Nimiten 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii peyenmom
060/10HKO0, No 160 3aci6. 3MiHM y BUpO6HMLTBI. 3MiHa po3mipy cepii
Mmr; no 10 TabneTok (BKKOUAOUM giana3oH po3Mipy cepii) roToBOro
y 6nicTepi; no 1 nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepy y MOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHS
KapTOHHI Kopoo6Li; [04aTKOBUX PO3MIpiB cepili gns TabneTok,
no 30 TabneTok y BKPUTMX M/1IBKOBOK 060/10HKOO, Mo 160 mr. [itoya
KOHTeliHepi; no 1 pefakuis: TabneTkn, BKpUTI NAIBKOBOK
KOHTEHepy y 060/10HKO10, Mo 160 mr (120 000 TabneTok).
KapTOHHIli KopoobLi MponoHoBaHa pefakuisi: TabneTkn, BKPUTI
nAiBKOBOK 060/10HKO0, No 160 mr (120 000
Tabnetok); 600.000 kr:
TabneTku, BKpUTI NNIBKOBOK 060/10HKO0, N0 160
Mr (1 200 000 TabneTok)
30. | BA/ICAPTAH | TabneTku, BKpUTI [eTepo /1a63 IHAis eTepo /1a63 IHgis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/15787/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
M/1iBKOBOIO Nimiteq Nimiteq 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
060/10HKO0, No 320 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepil
Mmr; no 10 TabneTok (BKKOUAOUM giana3oH po3Mipy cepii) roToBOro
y 6nicTepi; no 1 nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepy y NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHSA
KapTOHHI KOpo6L; [04aTKOBUX PO3MIipiB cepili 411 TabneTok,
no 30 Tabnetok y BKPUTMX M/1IBKOBOK 060/10HKO0, Mo 320 mr. [itoya
KOHTeliHepi; no 1 pefakuis: TabneTkn, BKpUTI NNIBKOBOK
KOHTEliHepy y 060/10HKO10, Mo 320 mr (120 000 TabneTok).
KapTOHHIli Kopoobui [MponoHoBaHa pefakuis: TabneTkn, BKPUTI
nNiBKOBOK 060/10HKO0, No 320 mr (120 000
Tabnetok). 1200.000 kr
Tabnetku, BKpUTI NNIBKOBO 060/10HKO0, Mo 320
Mmr (1 200 000 TabneTok).
31. | BA/IbIMPOKO | TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/2169/01/02
M 500 MN/1iBKOBOIO YKPAIHA" Crapt" 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
XPOHO 060/10HKOI0, Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
MPOJIOHIrOBaHoI Aji, y3arasibHeHUX AaHux Npo cuctemy
no 500 mr; no 10 thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
Tabnetok y 6nictepi; npo cuctemy papmakoHarnsgy, amiHa
no 1, 3a6o 6 YNOBHOBAXEHOT 0CO6MU, BigNoOBiganbHOI 3a
6nicTepiB y 3[iicHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
KapTOHHI naywi thapmakoHarnaay 3asBHuKa ansi 34iliCHeHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEeHHI
MacTep-aiina cuctemu papMakoHarisay) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobun
3a8BHMKa, BiANOBIA&/IbHOI 3a hapmakoHarnsg
32. | BAJIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HMK, CnoseHis/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/6227/01/01
® nAiBKOBOIO HoBo mecTo BiAnoBiganbHUIA 3a Kutaii 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom

0060/10HKOI0, N0 40
Mr: N0 7 TabneTok y
6nictepi, no 4
6nictepiB y
KapTOHHI KopobL;
no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHIiA KopobLi,
no 14 TabneTtok y
6nicTepi, no 2
6nictepu y
KapTOHHIl KopoobLi

BMPOGHMLTBO "in
bulk”, nepsuHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTpO/b Ta
BUNYCK cepil:
KPKA, 4.4., Hoso
mecTo, CrioBeHis;
Bupo6HuK,
BiANoBigaIbHNIA 3a
KOHTPO/Ib cepii
(thiznyHi Ta XimiyHi
mMeToamn
KOHTPO/0):
KPKA, a.4., Hoso
mecTo, C/10BEHiS;

3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
ab0o [oMyCTUMNX MeX, BCTAHOB/IEHUX Y
crneuudikaisx, nig yac BUPO6HULTBA rOTOBOMO
nikapcbKoro 3acoby (iHWwi 3MiHN) 3MiHa
[0MyCTUMUX MEeX iHAMBIAYyabHOT Macy TabneTok,
BCTaHOB/EHMX Y cnevmdikavisx, nig yac
BMPOOHULITBA rOTOBOrO MiKapCbKoro 3acoby Ans
po3yBaHb 40 wmr, 80 wmr, 160 Mr wo6 BignosigaTu
B/MOram €9®. flivoua pepakuis: 3.2.P.3.4.
KOHTPO/b KPUTUYHWX CTagili i MPOMIXHOT
NPOAYKLUiT.

(MfCritic000470/1) Individual mass (N = 20) 40
mg: 0.080 g + 7.5% (0.074 g — 0.086 g) 80mg:
0.160 g + 5% (0.152 g — 0.168 g)

160 mg: 0.320 g + 3% (0.310 g — 0.330 g).
MponoHoBaHa pepgakuis 3.2.P.3.4. KoHTposb
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
Brpo6HMK, KPUTUYHMX CTaAii i NPOMKHOT NpoAyKLii.
BiANoBigabHNIA 3a (DPCritic004651/1) Individual mass (N = 20) 40
KOHTPO/Ib cepii mg: 18/20: 0.080 g + 7.5% (0.074 g — 0.086 @)
(piznyHi Ta XimiuHi 2/20: 0.080 g + 10% (0.072 g — 0.088 g)
MeToamn 80 mg: 18/20: 0.160 g + 5% (0.152 g — 0.168 @)
KOHTPO/10): 2/20: 0.160 g + 7.5% (0.148 g — 0.172 g) 160 mg:
Kemina6 g.o.o., 18/20: 0.320 g + 3% (0.310 g — 0.330 g)
CnoBeHis; 2/20: 0.320 g + 5% (0.304 g — 0.336 g). 3MiHu |
Brpo6HuK, TUny - 3MiHu 3 akocTi. Ceptuddikat
BiANOBiAA/IbHWIA 32 BignosigHocTi/E-cepTudikar BigNoBiAHOCTI
BUPOBHULTBO "in €Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
bulk": HiHr6o HOBOro abo OHOBNEHOro cepTudpikata
MeHoBo TiaHKaHr BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
dapmacbloTukanc BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
Ko., Nitp, Kutait A®l; pnsa BuxigHoro
matepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BYKOPUCTOBYHOTbCA Y BUPOOHULUTBI API; Ans
[OMOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - HouiA cepTudikart
Bif BXXe 3aTBepKeHOoro BMpobHyika. MogaHHs
HOBOrO cepTudikaTy BifMNoBiAHOCTI €Bponeichbkiii
thapmakonei Ne CEP 2024-137-Rev 00 ans gito4oi
peuoBuHM Valsartan Bif, Bxe 3aTBepKeHoro
BupobHuKa KRKA, d.d., Novo mesto gna gosyBaHb
40 wr, 80 mr, 160 mr.
33. | BAJIbCAKOP | TabneTku, BKpUTI KPKA, a.4., CnoBeHis Bnpo6HuK, CnoseHis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/6227/01/02
® N/1iBKOBOIO HoBo mecTo BiANOBiAa/IbHNIA 3a Kutai 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom

0060/10HKOt0, 80 Mr:
no 7 TabneTok y
6nictepi, no 4 abo
no 12 6nictepis y
KapTOHHIA KopobLi,
no 10 TabneTtok y
6nicTepi, no 3
6nictepu y
KapTOHHI Kopoo6L,
no 14 tabnetok y
6nictepi, no 2 abo
no 6 6nictepis y
KapTOHHIli Kopoobui

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Bupo6HMK,
BiANOBiAA/IbHWIA 32
KOHTPO/Ib cepil
(izmyHi Ta XimiuHi
meToan
KOHTPO/0):
KPKA, 4.4., Hoso
mecTo, CroBeHis;
Bnpo6HuK,
BiANOBiAa/IbHNIA 3a
KOHTpO/b cepii
(hiznyHi Ta XimiuHi
mMeToam

3aci6. 3MiHM y BUpOOHULTBI. 3MiHM BUNpo6yBaHb
a60 [0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHN) 3MiHa
O0NyCTUMUX MeX iHAMBIAYaNbHOI Macu TabneTok,
BCTaAHOB/EHNX Y cneuudikauisx, nig vyac
BMPO6GHULITBA FOTOBOTO NiKapCbKOro 3acoby Ans
no3ysaHb 40 mr, 80 mr, 160 mr w06 Bignosigatu
Bumoram €. [litoua pegakuis: 3.2.P.3.4.
KOHTPO/b KPUTUYHNX CTagili i MPOMIXHOT
NpoAYyKLUiT.
(MfCritic000470/1) Individual mass (N = 20) 40
mg: 0.080 g + 7.5% (0.074 g — 0.086 g) 80mg:
0.160 g + 5% (0.152 g — 0.168 g)

160 mg: 0.320 g * 3% (0.310 g — 0.330 g).
MponoHoBaHa pepakuis 3.2.P.3.4. KoHTponb
KPUTUYHMX CTaAii i NPOMiXKHOT NpoayKLii.
(DPCritic004651/1) Individual mass (N = 20) 40
mg: 18/20: 0.080 g + 7.5% (0.074 g — 0.086 g)
2/20: 0.080 g + 10% (0.072 g — 0.088 g)

80 mg: 18/20: 0.160 g + 5% (0.152 g — 0.168 g)
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTPO/H0): 2/20: 0.160 g + 7.5% (0.148 g — 0.172 g) 160 mg:
Kemina6 g.o.0., 18/20: 0.320 g + 3% (0.310 g — 0.330 g)
CnoseHis; 2/20: 0.320 g £ 5% (0.304 g — 0.336 g). 3miHu |
Brpo6HMK, Tuny - 3MiHn 3 sakocTi. CepTuddikat
BiANoBigabHNIA 3a BignosigHocTi/IE-cepTudikar BignosigHoCTI
BMPOGHMLTBO "in €sponelicbkili hapmakonei/MoHorpadii. MogaHHA
bulk", nepBuHHe HOBOro abo OHOB/IEHOrO cepTudikaTa
Ta BTOPVHHE BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikaTa
nakyBaHHs: BifNoBigHOCTI €Bponelickkili hapmakonei: ans
HiHréo MeHoBo A®l; ansa BuxigHoro
TiaHkaHr matepiany/peareHTy/nPoMKHOIo NPOAYKTY, WO
PapmacbloTukanc BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
Ko., T, Kutai [LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudpikat
Bifl BXe 3aTBEpKEHOro BUPO6HUKA. MNogaHHsA
HOBOro cepTudikaty BiANOBIAHOCTI EBpONENCchbkili
thapmakonei Ne CEP 2024-137-Rev 00 gns gitoyoi
peyoBuHM Valsartan Bif BXe 3aTBepKEHOro
Bunpo6HmKa KRKA, d.d., Novo mesto gnsi osyBaHb
40 wmr, 80 mr, 160 mr.
34. | BA/IbCAKOP | TabneTku, BKpUTI KPKA, a.4., CnoBeHis Bupo6HMK, CnoseHis/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/6227/01/03
® MN/1iBKOBOIO Hoso mecTo BiANOBigaIbHNIA 32 Kutaii 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom

060/10HKO0, No 160
MF: N0 7 TabneTok y
6nicTepi, no 4 abo
no 12 6nictepis y
KapTOHHI Kopoo6Lj,
no 10 Tabnetok y
6nictepi, no 3
6nictepn y
KapTOHHI KopobLj,
no 14 tabneTtok y
6nictepi, no 2 abo
no 6 6nictepiB y
KapTOHHIlA KopooLi

BMPOBHUUTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b Ta
BWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
Brpo6HMK,
BiAnoBiganbHUIA 3a
KOHTPO/b cepii
(pi3nyHi Ta XimiuHi
meToam
KOHTPO/H0):
KPKA, a.4., Hoso
mecTo, CroBeHis;
Bupo6HMK,
BiANOBiAA/IbHWIA 3a
KOHTPO/Ib cepil
(diznyHi Ta XimiuHi
meToan
KOHTPO/0):
Kemina6 g.0.0.,
CnoseHis;
Bnpo6HuK,
BiANOBiAa/IbHNIA 3a

3aci6. 3MiHM y BUPO6HULTBI. 3MiHM BUNPOGYBaHb
abo fonyCTUMUX MEX, BCTAHOB/IEHWX Y
cneuudikauisix, nig yac BUPO6GHULTBA FOTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHM) 3MiHa
[ONyCTUMUX MEX IHAMBIAYaIbHOI Macy TabneTok,
BCTaHOB/IEHNX Y cnieuudikauisx, nig vyac
BMPOOGHULITBA rOTOBOTO NikapcbKoro 3acoby Ans
po3ysaHb 40 wmr, 80 wmr, 160 mr wo6 Bignosigatu
Bumoram €®. [litoya pegakuyis: 3.2.P.3.4.
KOHTPO/b KPUTUYHUX CTafili i TPOMiXHOT
npoaykKujii.

(MfCritic000470/1) Individual mass (N = 20) 40
mg: 0.080 g + 7.5% (0.074 g — 0.086 g) 80mg:
0.160 g + 5% (0.152 g — 0.168 g)

160 mg: 0.320 g + 3% (0.310 g — 0.330 g).
MponoHoBaHa pepakuia 3.2.P.3.4. KoHTponb
KPUTUYHMX CTagii | NPOMKHOT NpoAYKLii.
(DPCritic004651/1) Individual mass (N = 20) 40
mg: 18/20: 0.080 g + 7.5% (0.074 g — 0.086 g)
2/20: 0.080 g + 10% (0.072 g — 0.088 g)

80 mg: 18/20: 0.160 g + 5% (0.152 g — 0.168 @)
2/20: 0.160 g + 7.5% (0.148 g — 0.172 g) 160 mg:
18/20: 0.320 g + 3% (0.310 g — 0.330 g)
2/20: 0.320 g + 5% (0.304 g — 0.336 g). 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignoBigHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPVHHE
nakyBaHHS:
HiHréo MeHoBo
TiaHkaHr
PapmacbloTukanc
Ko., iTa, Kutaii

€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHNA cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: ans
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTBLCS y BUPOOHNLTBI ADI; ans
[0MOMIKHOT peyoBMHU (cepTudikaT Bi4NOBILHOCTI
€sponelicbkili hapmakoner) - HoBuid cepTudikar
Bif} BXXe 3aTBEepKEeHOro BMpobHyiKa. MogaHHs
HOBOro cepTudikaTty BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne CEP 2024-137-Rev 00 ans gitouoi
peuoBuHM Valsartan Bif, Bxe 3aTBepKeHoro
BUpo6HuKa KRKA, d.d., Novo mesto ansa fo3yBaHb
40 wmr, 80 mr, 160 wmr.

35.

BAP®APUH-
@»C

Tabnetkv no 2,5 wmr;
no 10 TabneTok y
6nictepi, no 1, 3 abo
10 6nicTepiB y nayui
3 KAPTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBigansLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-haiina cucremu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6U
3asiBHMKA, BignoBigasbHOI 3a chapMakoHarnsg.

3a
peyenmom

UA/5747/01/01

36.

BAP®APUH-
»C

TabneTtky no 3 mr;
no 10 TabneTtok y
6nicTepi, no 1, 3 abo
10 6nicTepiB y nauui
3 KapToHY

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06M, BignoBigansLHoi 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHUKa A1a 3A4iRCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXXEHOI 0CObM
3as1BHVKA, BigNoBiganbLHOI 3a chapMakoHarnsg.

3a
peyenmom

UA/5747/01/02

37.

BIKC

MOPOLUOK /151

[poKTep eHf,

LLiBeliyapi

PadyToH

Benvka

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:

6e3

UA/10925/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
AHTUIPUN 0OpasibHOr0 PO3UNHY Fembn A Na6opaTopi3 BputaHis 3miHu | TUny - 3MiHK 3 akocTi. CepTudikar peyenma
MAKC 3i CMakoM /IMMOHa,; IHTepHeLLHN NimiTen BignosigHocTi/IE-cepTudikar BignosigHoCTI
no 5 a6o 10 cawe y OnepeiiwH3 CA €sponelicbkili hapmakonei/MoHorpadii. MogaHHA
Kopobui HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHWKa -
noAaHHA OHOB/IEHOTo cepTudikaty BiANOBIAHOCTI
€poneiickkili hbapmakonei R1-CEP 2003-179-
Rev 04 Big, BXe 3aTBEPAXEHOT0 BUPOGHMKA
Malladi gitouoi peyoBuHY heHinedprHy
rigpoxnopuay B 3B’A3Ky 3i 3MiHOIO B agpeci, a
came: oKpyr Bennop 3miHeTbCs Ha okpyr PaHinet
(3atBepaxeHo: R1-CEP 2003-179-Rev 03;
3anponoHoBaHo: R1-CEP 2003-179-Rev 04)

38. | BI/IATE 1000 MOpPOLLOK Ta OkTadapma AscTpis Brpo6HuK, AscTpisi/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/17518/01/02
MO PO3YMHHWK ANA dapmaueBTrKa BignoBiAa/ibHWii 3a | HimeuuunHa/ 3MiHu | TURY - 3MiHK 3 SKocTi. 3MiHU J0 peyenmom
PO34mnHy ANs iH'ekuiin | MpoaykTioHcrec. in bulk LLseuis peecTpauiiiHoro NocBigYEHHSI BHAC/TIOK iHLIMX
no 100 MO/mn; M.6.X. BMPOGHMLTBO, perynatopHux npoueayp. MM®/BA3® (macTtep-
KapTOHHa Kopobka NepBUHHY haiin Ha nnasmy/3aranbHuii daiin Ha BaKLMHHWIA
Nel: no 1 donakoHy 3 yNaKkoBKy, aHTWreH). BkNoyeHHs HOBOro, OHOB/IEHOTO abo

MOPOLLKOM AnA KOHTPO/b AKOCTI, 3MiHeHoro mactep-carina Ha nnasmy y
NpUroTyBaHHsA BK/IHOYAOUM peecTpaLujiiiHe JOCbE Ha Nikapcbkuii 3aci6
PO3UMHY NS iH'EKLiN Bi3yasibHy (npouenypa 2-ro etany Ana NM®) (BKIHOYEHHSA
(1000 MO); iHCnekujito OHOB/IEHOrO/3MIHEHOTO MacTep-chaina Ha nnasmy,
KapTOHHa KOpobka MOPOLLKY A1 AKLLO 3MiHWM He BMMBalOTb Ha BNACTUBOCTI
Ne2: no 1 dpnakoHy 3 pO34nHy aons rOTOBOrO JIiKapCbKOro 3acoby). BknoyeHHs
PO34MHHMKOM (BOAA iH'eKLiA, BizyanbHy OHOBJ/IEHOTrO MacTep-gaiina Ha nnasmy y
Onst iv'ekuin 30,1 % iHCnekKujto peecTpadiiiHe focbe Ha Nikapcbkuii 3aci6: PMF
nonicop6arom 80) PO34YMHHVKa Ta Certificate no: EMEA/H/PMF/000008/05/11/033/G.
no 10 mn pasom 3 BTOPVHHE 3MiHn | TURY - 3MiHK 3 SKoCTi. 3MiHK [0
KOMMNIEKTOM ANs nakyBaHHs, peecTpauiiHoOro NocBig4YeHHS BHAC/TIAOK iHLIMX
BHYTPILLUHEOBEHHOTO MapKyBaHHS, perynatopHux npoueayp. NMM®/BA3® (mactep-
BBEIEHHS, 2 BUMYCK cepii ans haiin Ha nnasmy/3aranbHuii ann Ha BakLMHHWIA
NPOCOYEHi CMMPTOM KiHLLeBOro aHTWreH). BkoYeHHA HOBOro, OHOB/IEHOTO abo
TaMMOHU; KOMNIEKT NPOAYKTY 3MiHEHOro macTep-thaiina Ha nnasmy y

ans (nopowok ans peecTpavuiiiHe fOCbE Ha Nikapcbkuii 3acio
BHYTPILUHEOBEHHOTO pO34nHy Ans (npouepypa 2-ro etany ana MM®) (BKOYEHHS
BBEJEHHS iH eKUii Ta OHOBJ/IEHOTr0/3MiHEHOr0 MacTep-ghaiina Ha nnasmy,
cKnafjaetbesa 3: 1 PO3YNHHNIK): AKLLLO 3MiHU HE BMIMBAOTb Ha BNacTUBOCTI
Lwnpuy OkTadapma rOTOBOrO JlikapCcbKoro 3acoby). BktoyeHHs
ofHopasoBwii, 1 dapmareBTuka OHOB/IEHOro MacTep-thaiina Ha nnasmy y

KOMNAEKT ANnA

MpoAyKTioHcrec.

peecTpaLiiHe foCkE Ha sikapcbkuii 3aci6: PMF
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
nepeHeceHHs, 1 M.6.X., ABCTpis; Certificate no:
KOMMNEKT ons Bnpo6HuK, EMEA/H/PMF/000008/05/AU/034/G.
iHCDy3iit; KapTOHHA BiNOBIAaNbHUIA 3a
Kopo6ka Nel Ta Bi3yaslbHy
KapTOHHa Kopobka iHCnekujto
Ne2 06’eHyIOTLCA PO34YMHHUKA,
M co60to BTOPUHHE
nNacTVKoBOO nakyBaHHA Ta
NiBKOKO MapKyBaHHs
KiHLLeBOro
NpoAyKTy
( nopoLuky ans
pO34nHy Ans
iH eKUii Ta
PO3UYMHHVIKA):
OkTadhapma
[Leccay M'm6X,
HimeuumnHa,;
Brpo6HMK,
BiANoBigabHNIA 3a
in bulk
BMPOGHMLTBO,
NepBUHHY
ynakoBKy Ta
KOHTPO/Tb AKOCTI
PO3YMHHYIKA:
Okrachapma Ab,
LLIBeuis
39. | BI/TIATE 500 NOpOLUOK Ta Oktachapma ABCTpis Bnpo6HuK, ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/17518/01/01
MO PO3UYNHHVIK AN PapmaLeBTUka BignosiganbHuii 3a | HimeyunHa/ 3MiHn | TURY - 3MiHK 3 SKoCTi. 3MiHU [0 peyenmom
PO34mnHy ANs iH'ekuiin | MpoaykTioHcrec. in bulk LLiBeuis peecTpauiiHOro NocBig4YeHHS BHAC/TIAOK iHLIMX
no 100 MO/wmn; M.6.X. BUPOBHMLTBO, perynatopHux npoueayp. NMM®/BA3® (mactep-
KapTOHHa Kopobka NepBUHHY haiin Ha nnasmy/3aranbHuii ann Ha BaKLMHHWIA
Nel: no 1 chnakoHy 3 YNakoBKY, aHTureH). BkIlo4eHHS HOBOro, OHOBJIEHOTO abo
MOPOLLKOM N5 KOHTPO/b SIKOCTI, 3MiHEHOro MacTep-thaiina Ha nnasmy y
NPUroTYBaHHS BK/IOYAOUN peecTpavuiiiHe fOCbE Ha Nikapcbkuii 3acio
PO3UMHY NS iH'EKLN BisyaslbHy (npouepypa 2-ro etany ans NM®) (BkYEHHS
(500 MO); KapTOHHa iHCnekujto OHOBJ/IEHOTr0/3MiHEHOr0 MacTep-ghaiina Ha nnasmy,
Kopo6ka Ne2: no 1 MOPOLLKY AN AKLLLO 3MiHU HE BMIMBAOTb Ha BNacTUBOCTI
chnakoHy 3 po34uHy ons rOTOBOrO JlikapCcbKoro 3acoby). BktoyeHHs
PO34YMHHMKOM (BOAA iH'eKLiA, BisyanbHy OHOBJIEHOTO MacTep-ghaiina Ha nnasmy y
ans iH'ekuii 30,1 % iHCMeKL;jto peecTpauiiHe focbe Ha Nikapcbkuii 3aci6: PMF
nonicop6arom 80) pO34MHHMKA Ta Certificate no: EMEA/H/PMF/000008/05/11/033/G.
no 5 mn pasom 3 BTOPVHHE 3MiHM | TUNY - 3MiHKU 3 AKOCTI. 3MiHKN 80
KOMMMEKTOM A8 nakyBaHHs, peecTpauiiiHoro NocBigYeHHS BHACTILOK iHLIMX
BHYTPILLHLOBEHHOTO MapKyBaHHs, perynatopHux npoueayp. MM®/BA3® (macTtep-
BBE/EHHS, 2 BUNYCK cepii ans (haiin Ha nnasmy/3arasnbHuii haiin Ha BaKLMHHWIA
MPOCOYEHi CNUPTOM KiHL,EBOro aHTUreH). BK/IOYEHHS HOBOrO, OHOB/IEHOTO abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
TaMMOHU; KOMNIEeKT NPoAyKTY 3MiHEHOro mactep-taiina Ha nnasmy y
ans (nopowwok ans peecTpaLiiiHe fOCbE Ha Nikapcbkuii 3aci6
BHYTPILLUHEOBEHHOTO PO3UunHY Ana (npouenypa 2-ro etany Ana NM®) (BKNHOYEHHS
BBE/EHHS iH eKUi Ta OHOBJ/IEHOT0/3MiHEHOr0 MacTep-ghaiina Ha nnasmy,
cknagaetbes 3: 1 PO3YNHHNK): AKLLO 3MiHWN He BNMBalOTb HA BNACTUBOCTI
winpwy, OkTadhapma rOTOBOrO JliKapCbKOro 3acoby). BknoueHHs
ofHopasoswii, 1 dapmaueBTuka OHOB/IEHOro MacTep-haiina Ha nnasmy y
KOMMNEKT ons MpoaykTioHcrec. peecTpaLiiiHe focke Ha Nnikapcbkuii 3aci6: PMF
nepeHeceHHs, 1 M.6.X., ABCTpIs; Certificate no:
KOMMJIEKT Ans Brpo6HMK, EMEA/H/PMF/000008/05/AU/034/G.
iHdpy3iil; KapToHHA BiANOBigabHUIA 32
Kopo6ka Nel Ta Bi3yaslbHy
KapTOHHa Kopobka iHCMeKL;to
Ne2 06’eHyIOTbCA PO34YMHHUKA,
MiX co6010 BTOPVIHHE
nNacTVKOBOO nakyBaHHA Ta
nniBKoto MapKyBaHHsI
KiHL,EBOro
NpoAyKTy
( nopoLuky ons
PO34nHy Ans
iH ek Ta
PO3UMHHKKA):
OkTadhapma
[leccay 'm6X,
HimeuunHa,
Bupo6HMK,
BiANOBiAA/IbHWIA 32
in bulk
BMPOGHULITBO,
NepBUHHY
ynakoBky Ta
KOHTPO/Ib AKOCTI
PO3UMHHYIKA:
Oxktathapma AB,
LLisewis
40. | BIHOKCUH Tabnetkn TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/11573/01/01
MB NPOJIOHIOBaHOT Aji YKPAIHA" Crapt" 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom

no 30 mr; no 20
TabneTok y 6nictepi;
no 1 a6o no 3
6nictepu B
KapTOHHI nayui

Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAaILHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
34ilicHeHHs chbapmakoHarnsgy (BkaYarym
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3as1BHVIKA, BignoBiga/bHOI 3a dhapmakoHarnsg
41. | BIHOPE/bBI KOHLleHTpaT ans EBEBE ®apma ABCTpis NOBHUIA LMKN ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/4020/01/01
H "EBEBE" pOo3unHy AnA lec.m.6.X. Hopr. BMPOGHMLTBA: Himeuunna 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
iHdpysii, 10 mr/mMn no Kr ®APEBA YHTepax Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
1 mn (10 mr) abo 5 'M6X, ABCTpist; y3ara/ibHeHNX AaHux npo cuctemy
mn (50 mr) y BWMNYCK Cepil: thapmakoHarnsgy (BBefeHHs y3araslbHeHX JaHux
thnakoHi; no 1 EBEBE ®apma npo cuctemy chapmakoHarnsgy, amMiHa
(h1akoHy B Fec.m.6.X. Hdr. YNOBHOBA&XEHOT 0C06M, BigNoBigansLHoI 3a
KapTOHHIli Kopoobui K, ABCTpis; 3[ifiCHEHHs hapMakoHarisay; KOHTaKTHOI 0cobu 3
TecTyBaHHS: MM/ dhapmakoHarnsgy 3asaBHUKa A1 34iCHEHHS
Mikpo6ionoriwec thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Mptodhnabop Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
M6X, ABCTpis; 3gificHeHHs chapmakoHarnsgy (Bkioyarun
TeCTyBaHHS: KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
Na6op NIC CE & mMacTep-aiina cuctemu papMmakoHarnisay) -
Ko.KI", HimeuunHa 3MiHa YNOBHOBaXXEHOI 0COOU 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnsag. Aivoya
pegakuisi: Juergen Maares / KOpreH Maapec.
MponoHoBaHa pepakuis: Kotal Mohamed Ali /
Kotan Moxamep, Ani. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a papmakoHarnsg
42. | BOTPIEHT™ TabneTku, BKPUTI HoBapTic ®apma | LUBeliuapi Brpo6HuK Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/12035/01/01
NAiBKOBOIO Al a Hepo3dgacoBaHol BpuTtanisa/ 3MiHu | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
o6onoHkoto, no 200 npoayKuii: Mnakco Icnanis/ Ta dpapmakoHarnsgy. 3miHa yactotu Ta/abo
mr; no 30 Tabnetok OnepeiiwHc HOK CnoBeHis TEPMIHIB NOAAHHS pPerysisipHO OHOBJ/TOBAHWX 3BITiB

y thnakoHi; no 1
(h1aKoHy B
KapTOHHIli KopooLi

Nimiten, Benvka
BputaHis;
Bupo6Huk ans
nakyBaHHs Ta
BUNYCKY cepil:
nakco Bennkom
C.A., IcnaHis;
KOHTPO/b AKOCTI
(4acTkoBuif): Nlek
PapmacboTrKanc
B.4., CnoBeHis;
BUPOBHMLTBO,
KOHTPO/b AKOCTI:
3irdopig Bapbepa,
C.J1., IcnaHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,

3 6e3nekn Nikapcbknx 3acobiB - 3MiHM Y YacToTi Ta
JaTax nofaHHsa perysisipHo OHOB/IOBAHOTO 3BITY 3
6e3nekn
[itova pepakuin: Yactota nogaHHsA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn 3 poku. KiHueBa
Jara ans skoyeHHa gaHnx no PO36 -
18.10.2024 p. fata nogaHHs - 16.01.2025 p.
MponoHoBaHa peakLis: YactoTa nogaHHs
perynsipHoO OHOBJ/THOBAHOrO 3BITY 3 6e3neku 5 pokiB.
KiHueBa gata Ansa BKIUYEHH gaHux go PO3b -
18.10.2029 p.fata nogaHHs - 16.01.2030 p.
PekomeHA0BaHO [0 3aTBEPLKEHHS BifNOBIAHO [0
nepioguYHOCTI NoJaHHS PerynsipHO OHOB/IOBaHUX
3BiTiB 3 6e3neku sikapcbknx 3acobis y EC.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
yacTKoBwit
KOHTPO/b SIKOCTI,
BUMNYCK Cepil:
HoBaprTic
dapmacboTUKa
MaHythakTypiHr
JI1C, CnoseHis
43. | BOTPIEHT™ TabneTku, BKPUTI HoBapTic ®apma | LlBeliuapi Brpo6HuK Benuka BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/12035/01/02
NAiBKOBOIO A Hepo3dghacoBaHOl BpuTtanisa/ 3MiHun | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
ob6onoHkoto, no 400 npoaykuii: [nakco Icnanis/ Ta dpapmakoHarnsgy. 3miHa yactotu Ta/abo
mr; no 30 Tabnetok OnepeiiwHc HOK CnoBeHis TEPMIHIB NOAAHHSA peryssipHO OHOBJ/TOBAHWX 3BITIB
y thnakoHi; no 1 Nimiten, Benuka 3 6e3nekn nikapcbkmx 3acobiB - 3MiHM y YacToTi Ta
donakoHy B BputaHis; Jartax nofaHHs perynsipHO OHOB/IHOBAHOTO 3BITY 3
KapTOHHIlA KopooLi Bupo6Huk ans 6e3neku
nakyBaHHs Ta [itoua pepakuin: Yactota nogaHHsA perynsipHo
BUMYCKy Cepii: OHOB/IHOBAHOrO 3BITY 3 6e3nekn 3 poku. KiHuesa
"nakco Bennkom gara ans skioyeHHa gaHnx o PO3B6 -
C.A., IcnaHis; 18.10.2024 p. fata nogaHHs - 16.01.2025 p.
KOHTPO/b AKOCTI MponoHoBaHa pegakuis: Yactota nogaHHs
(4acTkoBuiA): Nlek perynsipHo OHOBJ/IHOBAHOI O 3BITY 3 6e3neku 5 pokis.
PapmacboTukanc KiHueBa gata Ansa BKIOUYEHH:A AaHnux go PO3b -
n0.4a., CnoeeHis; 18.10.2029 p.fata nogaHHs - 16.01.2030 p.
BMPOGHMLITBO, PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMoBiAHO A0
KOHTPO/b AKOCTI: nepioguyYHOCTI NOJaHHS PerynsipHO OHOB/IOBaHUX
3irdopig Bapbepa, 3BITiB 3 6e3neku fikapcbknx 3acobis y EC.
C.J1., IcnaHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
yacTKoBwit
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
HoBaprTic
dapmMacboTUKa
MaHythakTypiHr
JINC, CnoseHis
44. | TAPAACUN | cycneHsia ans Mepk Wapn i Lseliuapi [na wnpuuis: CLUA/ BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3a UA/13451/01/01
GARDASIL® iH'ekui; 1 a6o 10 Joym IAEA A BVMPOGHMLTBO Higepnangn | 3MiHu | Tuny - 3MiHM WoAo 6e3nekn/edeKTUBHOCTI peyenmom
BAKUVHA hnakoxis (no 0,5 mn v6X Hepo3dhacoBaHO| [ Itanisa Ta thapmakoHarnsgy. BeegeHHs abo 3miHv oo
nPOTU (1 posza)) y roToBOI NpoAYyKLUil, y3ara/ibHeHNX AaHux Npo cuctemy
BIPYCY KapTOHHI Kopoo6Li; KOHTPO/b AKOCTI, thapmakoHarnsgy (BBefeHHs y3araslbHeHUX JaHux
NANIIOMU 1 a6o 6 nonepegHLO nepBuHHE npo cuctemy papmakoHarnsgy, amiHa
NOANHN HarnoBHEHUX nakyBaHHs, YNOBHOBaXEHOT 0C06M, BigNoBigansHoI 3a
(TuniB 6, 11, wnpwyis (no 0,5 mn BTOPUHHE 3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobu 3
16, 18) (1 posa)) y nakyBaHHs: thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHSA
KBAOPUBAN | komnnekTi3 1 Mepk Wapn i thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
EHTHA TO/IKOIO Y KOHTYPHIi Joym JIUIC, CLUA; Bifl yNOBHOBaX€eHOI 0co6WU, BiANOBIAa/IbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

PEKOMBIHA
HTHA

KOMIipKOBII yrnakoBLi
B KapTOHHIi Kopo6Lyi

KOHTPO/b SIKOCTI,
BTOPUHHE
nakyBaHHs, [03BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,

HigepnaHgu;
[ns dnakoHis:
BMPOGHMLTBO
Hepo3acoBaHoi
roToBOI NpoAyKLUil,
KOHTPO/b SKOCTI,
nepBuHHE
naxkyBaHHs,
BTOPUHHE
naKkyBaHHs:
MareoH Itanis
C.n.A., ltanis;
BVMPOGHMLTBO
Hepo3dhacoBaHol
roTOBOI NPOAYKLT,
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHs:
Bakctep
dapmacbioTikan
ContowHce JINC,
CLUA;
BMPOGHMLTBO
Hepo3dghacoBaHOl
roTOBOI NPOAYKLUT,
KOHTPO/b AKOCTI,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakysaHHs: Mepk
Wapn i foym N/1C,
CLUA; KOHTpONb
AKOCTI, BTOPUHHE
nakyBaHHS, 403BiN
Ha BUMYyCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanan

3gjificHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
MacTep-caiina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBiAaIbHOT 32 hapmakoHarnsg B YkpaiHi.

45,

FEKCO®APM

PO34MH 419 POTOBOI
NMOPOXHUHW No 120

mn a6o no 200 mn y
dh1aKoHi CKNSHOMY;

MpuBatHe
akKujioHepHe
TOBapWCTBO

hapmaleBTMyHa

YkpaiHa

MpusaTHe
akujioHepHe
TOBapMCTBO

hapmavueBTUMyHa

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiHiX maTepianis:
BunpaBneHo TeXHiYHY MOMW/KY B IHCTPYKUIii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby,
AonyLieHy nig yac npoueaypy BHECEHHS 3MiH

bes
peyenma

UA/18048/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
no 1 dpnakoHy 3 habpuka habpvka "Biona" (Haka3z MO3 Ne 1078 Big 08.07.2025 p.), y HOMepi
MipHUM «Biona» Haka3y MO3 Ta faTi 3aTBepKEeHHS:
CTakaHYMKoM B Byno:
nauui; no 120 mn 3ATBEP)KEHO
a6o no 200 mny Haka3 MiHicTepcTBa 0XOPOHU 340pOB’A YKpaiHu
dhnakoHi 23.04.2020 Ne 945
nonimepHomy; no 1 PeecTpauiiine nocsigueHHs Ne UA/18048/01/01
p1aKoHy 3 MipHUM Cravo:
CTakaHYMKoM B 3ATBEP)KEHO
nauuj Haka3 MiHicTepcTBa 0XOpoHU 34,0poB’A YkpaiHu Ne
632 Bif 11.04.2025
PeecTpauiiiHe noceigueHHs Ne UA/18048/01/01
3a3HauyeHe BUNpaB/IEHHA BigNoBigae maTepianam
peecTpauiiHoro Aocbe
46. | TEKCO®PAPM | cnpeii gnsi poToBOi MpuBatHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 6e3 UA/18048/02/01
MOPOXHUHK, MO 50 aKLioHepHe akLioHepHe BUMPAaB/IEHO TEXHIYHY NOMUIIKY B IHCTPYKLIT 415 peyenma
My dN1aKoHi TOBapWCTBO TOBapMCTBO MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby,
CKnsAHoMmy; o 1 hapmavreBTuuHa thapmavueBTUyHa JonyLieHy nig vyac npoueaypu BHECEHHS 3MiH
chrnakoHy pasom 3 habpuika thabpuka «Biona» (Haka3 MO3 Ne1277 Big 11.08.2025 p.), y HOMepi
nyNbBEPN3ATOPOM Y «Biona» Haka3y MO3 Ta aarti 3aTBepKeHHs:
nauuj byno: 3ATBEPIXKEHO
Haka3 MiHicTepcTBa OXOpPOHM 34,0POB’A YKpaiHu
23.04.2020 Ne 945
PeecTpaujiiHe noceig4eHHs
Ne UA/18048/02/01
Cravio:
3ATBEPIXXEHO
Haka3s MiHicTepcTBa 0XOpOHHM
3[0p0B’A YKpaiHn
Ne 456 Big 13.03.2025
PeecTpaduiiiHe noceig4eHHs
Ne UA/18048/02/01
3a3HaueHe BUNpaB/IEHHS BignoBigae maTepianam
PEECTPALLiHOIO AOCHE.
47. | TEMUUTABIH | KoHueHTpaT ans EBEBE ®apma ABCTpist NOBHUIA LWKN ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/10475/01/02
"EBEBE" po3unHy AnA lec.m.6.X. Hor. BMPOGHMLTBA: Himeuunna 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
iHdpy3iia, 40 mr/m; KIr PAPEBA YHTepax Ta thapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 5 mn (200 mr), 'M6X, ABCTpIst; y3ara/ibHeHNX AaHux Npo cuctemy
abo no 25 mn (1000 BWMNYCK Cepil: thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
Mr), abo no 50 mn EBEBE ®apma npo cuctemy papmakoHarnsgy, amiHa
(2000 mr) y ec.m.6.X. Hor. YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
dpnakoHi; no 1 KI, ABCTpis; 3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobm 3
donakoHy B TecTyBaHHS: dhapmakoHarnsgy 3asBHUKa A1a 3M4iCHEHHS
KapTOHHIli KopooLi Nab6op /IC CE & thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
Ko. KT, Bifl yNOBHOBaXeHOi 0CO6MU, BiAMNOBIAa/IbHOI 3a
HimeuunHa,; 3aificHeHHs chapmakoHarnsgy (Bkiyarun

TecTtyBaHHA: MM/
Mikpob6ionoriwec

KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaina cuctemu dpapmakoHarnsgy) 3miHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
Mprodhnabop YMNOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBigasibHOT
'M6X, ABCTpist 3a (papmakoHarnsg,
[itoua pepakuin: Juergen Maares / FOpreH
Maapec. NMponoHoBaHa pegakuis: Kotal Mohamed
Ali / Kotan Moxamep, Ani. 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a (hapmakoHarnag.
48. | TNAHOYM cnpeii gnsi poToBO| MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 niosnsieae UA/17869/01/01
NOPOXHWUHW, 1,5 "XIMOGAPM3AB "XIMOGAPM3ABO 3MiHun | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
mr/mn no 30 mny o[ "YEPBOHA [ "UEPBOHA Ta chapmakoHarnsgy. 3miHa y KopoTkili
chnakoHi 3i crnpeit 3IPKA" 3IPKA" XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
Hacocom Ta MapKyBaHHS! Ta IHCTPYKUiT AN MeANYHOro
HacafKoto 3aCTOCYBaHHA Ha MifcTasi perynspHo
NOBOPOTHOMO; No 1 OHOBJ/IOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
dhnakoHy y nauui 3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepioa,
ab0 AK pe3ynbTar OLiHKM 3BIiTY 3 AOCNIIKEHD,
npoBefeHnX BiANOBIAHO [0 NAaHy negiaTpuyHnx
pocnimkeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETeHTHUM YNOBHOBAXEHWM OpraHom). 3MiHu
BHECEHO B IHCTPYKUitO 415 MeAUYHOTO
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHsA
rpyAA0" wono 6esneky 3acTocyBaHHA Aitoyoil
peyoBMHM BiANOBIAHO A0 pekoMeHgauin PRAC.
BBefeHHs1 3MiH NpoTAroM 3-0X MicAuiB nicns
3aTBEPAKEHHSA
49. | TNINTAP®-M TabneTku, BKpUTI TOB CnoBeHis BMPOGHMLTBO i IcnaHis BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/19966/01/01
NAiBKOBOIO "MONIMETPIA, nakyBaHHS roTOBOI 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peuenmom
060/10HKO0, NO ancTpubyuis Ta nikapcbkoi hopmu, 3aci6. Onuc Ta cknag, (iHwi 3mMiHn) - NpuBeAeHHs
50/850 mr no 10 nocnyru" KOHTPO/b cepil i nepeknagy opmu TabneTkn nokasHrka «Onuc» B

Tabnetok y 6nictepi,
no 6 6nictepis y
nauui

Bunyck cepii: CAl’
MAHY®AKTYPIHI
, CJ1Y., IcnaHis;
KOHTPO/Ib cepil
(hi3MKO-XIMIYHWNA) i
BUNYCK cepil:
[aneHikym Xenc,
C.J1.Y., IcnaHis

MKA N3, po 3arsepmxeHoro po3ainy 3.2.P.5.1.
Cneuudikauis («oblong-oval shaped»), a came
«OBaJ1bHi» 3aMiHEHO Ha «MNPOA0BIryBaTO-0Ba/IbHI».
3MiHM BHECEHO A0 IHCTPYKUii Ans MeguyHoro
3acTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
"Nikapcbka dhopma”. BBefeHHA 3MiH NPOTArom 6-
TW MiCALIB Nicna 3aTBEPAXEHHSA. 3MiHK | Tuny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3acTocyBaHHs Ha MifgcTasi perysispHo
OHOB/IHOBAHOrO 3BITY 3 6e3neKkn NiKapCbKoro
3aco6by, abo AocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby B MicnspeecTpaviliHvin nepioa,
ab60 sK pe3ynbTar OLHKM 3BIiTY 3 fOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NaaHy negiaTpuyHmnX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM OPraHom) - 3MiHu
BHECEHO A0 IHCTPYKUiT 4719 Mean4Horo
3acToCyBaHHA NMikapcbKoro 3acoby [0 po3ainy
"Oco61MBOCTI 3acTOCyBaHHS" W0A0 6e3neku
3aCTOCyBaHHA fjil040l PpevyoBUHN MeTCOPMIH
BiANOBIAHO A0 pekomeHAauin PRAC. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB Micns 3aTBEPIKEHHS

50.

FNINTAP®-M

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0
50/1000 wmr, no 10
TabneTok y 6nictepi,
no 6 6nictepis y
nauuj

TOB
"MONIMETPIA,
anctpubyuis Ta

nocnyrun"

CnoBeHis

BMPOGHWLTBO i
nakyBaHHs roToBol
nikapcbKoi dhopmu,

KOHTPO/b cepii i
Bunyck cepii: CAl
MAHY®AKTYPIHI

, C.J1.Y., IcnaHis;

KOHTpO/b cepii
(pi3nKO-XIMIYHWIA) i

BWMNYCK Cepil:
lanenikym Xernc,

C.J1Y., IcnaHis

IcnaHis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. Onuc Ta cknag, (iHWwi 3MiHK) - NpUBEeAEHHS
nepeknagy opmu TabneTkn nokasHvka «Onuc» B
MKSA N3, po 3arBepmxeHoro posginy 3.2.P.5.1.
Creuudikauin («oblong-oval shaped»), a came
«OBaJ1bHi» 3aMiHEHO Ha «MNPOAOBryBaTO-0Ba/IbHI».
3MiHM BHECEHO A0 IHCTPYKLii 41s MeanyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby [0 po3ainy
"Nikapcbka dopma”. BBeAeHHS 3MiH NpoTArom 6-
TN MiCALiB Nicna 3aTBEpPMKEHHS. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkili
XapaKTepuCcTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbkoro 3acoby B MicnspeecTpavyiliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 fOCAIIKEHD,
npoBeAeHVX BiANoBIiAHO A0 MiaHy nejiatpudHmnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) - 3MiHu
BHECEHO A0 [HCTPYKUii AN MeguyHoro
3aCcTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
"Oco61MBOCTI 3acToCyBaHHS" WoA0 6e3nekn
3aCTOCYBaHHS Aito4oi pevoBUHU MeTOPMIH
BiANOBIAHO A0 pekomeHaauin PRAC. BeegeHHs
3MiH NPOTAroM 6-TW MicALIB Nic/ia 3aTBEPAKEHHS

3a
peyerimom

He
niossieae

UA/19966/01/02

51.

rPUNro®

Tabnetky; in bulk Ne
9600 (10x960): no
10 TabneTok y
6nictepi, no 960
6nicTepis B
KapTOHHI KopobL;
in bulk Ne 6720
(4x1680): no 4
TabneTtok y 6nictepi,
no 1680 6nicTepis B
KapTOHHI Kopoo6Li;

TOB
"TNEA®APM
nTar

YkpaiHa

KYCYM
XEMTXKEP MBT
nTp

IHais

BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. Cuctema KoHTeliHep/3akynoproBabHuWii
3aci6. 3MiHa po3mipy ynakoBk1 roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
[04aTKoBOT ynakoBku y cpopmi in bulk y 38'A3ky 3
BUPOBHNYOI HEOBXIAHICTIO.
3aTBepiAKeHo:

Mo 4 TabneTkun y 6nictepi, no 1 6nictepy y
KapTOHHIA ynakoBL,i. Mo 4 TabneTkn y 6nicTepi, no
50 6nicTepiB y KapTOHHIl ynakosu,i. Mo 10

UA/21107/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
in bulk Ne 6000 Tabnetok y 6nictepi, no 1 6nicTepy y KapTOHHii
(10x600): no 10 ynakosui. Mo 10 Taébnetok y 6nictepi, no 10
TabneTtok y 6nictepi, 6nicTepiB y KApTOHHIlA ynakoBu,j. Mo 10 Ta6neTok y
no 600 6nicTepis B 6nicTepi, no 1 6ricTepy y KapTOHHI ynakoBLi, No
KapTOHHI kopobuy; 10 KapTOHHKX YNaKOBOK Y KapTOHHIlA KOpoo6Li.
in bulk Ne 6720 MAPKYBAHHSA. BignosigHo f0 3aTBEp4KEHOr0
(4x1680): no 4 TEKCTYy MapKyBaHHS.
TabneTok y 6nictepi, 3anponoHoBaHo:
no 1680 6nicTepis B Mo 4 Tabnetkn y 6nictepi, no 1 6nictepy y
KapTOHHI Kopo6Lyi KapTOHHI ynakosu,. o 4 TabneTku y 6nictepi, no
50 6nicTepiB y KapTOHHIl ynakosu,. Mo 10
TabneTok y 6nicTtepi, no 1 6nictepy y KapTOHHii
ynakosui. Mo 10 TabneTok y 6nictepi, no 10
6nicTepiB y KapTOHHIli ynakoBLi. Mo 10 TabneTok y
6nicTepi, no 1 6nicTepy y kKapTOHHIl ynakosLj, No
10 KapTOHHMX YNaKOBOK Y KapTOHHIli KOPOOLi.
«KYCYM XENTXKEP MNBT NTA»
Cr-289 (A), PIIKO IHgacTpian apea, YonaHki,
BxiBagi, [ict. AnBap (PamxactaH), IHais
in bulk Ne 9600 (10x960): no 10 TabneTok y
6nicTepi, no 960 6nicTepiB B KAPTOHHI KOpoobL. in
bulk Ne 6720 (4x1680): no 4 TabneTok y 6nicTepi,
no 1680 6nicTepiB B KApTOHHIlA KOPOOLL.
«KYCYM XENTXKEP NBT ATO»
Mnot Ne M-3, IHaop Cnewen IkoHOMik 30yH, deii3-
I, Mitamnyp, Adict. Axap, Maaxes Mpagelw, MiH
454774, Ingis
in bulk Ne 6000 (10x600):
no 10 TabneTok y 6nictepi, no 600 6nicTepis B
KapTOHHIN kopobui. in bulk Ne 6720 (4x1680): no 4
Tabnetok y 6nictepi, no 1680 6nicTtepis B
KapTOHHI kopobuyj.
MAPKYBAHHSA. BignosigHo o 3aTBepayKeHoro
TEKCTy MapKyBaHHs. MapkyBaHHS A4/15 yNakoBku in
bulk gofaeTbes.

52. | rPUNIO® Tabnetku no 4 TOB Ykpaina KYCYM IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: Ne 4, Ne 10 UA/7630/01/01
Tabnetkn y 6nictepi, "TNEAPAPM XENTXKEP MNBT 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWiA — 6e3
no 1 6nictepy y nTao" nTa 3aci6. Cuctema KoHTeliHep/3akynoproBasibHuWi peyenma;
KapTOHHIN ynakoBL; 3aci6. 3MiHa po3mipy ynakoBku roToBoro Ne 100, Ne
no 4 TabneTtkn y nikapcbKoro 3acoby (iHwWi 3MiHK) - BBeAEHHS 200 —3a
6nictepi, no 50 [04aTKoBOT ynakoBku y chopmi in bulk y 38'A3ky 3 peuenmom

6nictepiB y
KapTOHHI ynakoBL;
no 10 TabneTok y
6nictepi, no 1
6nictepy y
KapTOHHII ynakoBL;
no 10 TabneTtok y

BVMPOGHMNYOI0 HEOOXIAHICTHO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
6nicTepi, no 10
6nicTepiB y
KapTOHHI ynakoBL;
no 10 Tabnetok y
6nicTepi, no 1
6nicTepy B
KapTOHHI ynakoBLi,
no 10 KapTOHHUX
ynakoBOK y
KapPTOHHIn Kopobui
53. | AEKCAMETA | Tta6netku no 0,5 mr; TOBAPVCTBO YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/5274/01/01
30H no 10 TabneTok y 3 BMPOGHMLITBA, 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
6nictepax; no 1 a6o OBMEXXEHOIO KOHTPO/b AKOCTI, 3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
5 6nicTepiB y BIANOBIOAIbH BUNYCK cepil: 3MiHa napameTpiB cneuudikauii Ta/abo
KOpOO6Li 3 KAPTOHY ICTHO ToBapucTso 3 LOMYCTUMMUX MEX rOTOBOTO JTiKApCbKOro 3acoby
«KOPIMOPALIA 0bMexeHot (BUYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
«30POB’A» BiANOBIAA/ILHICTIO 3acTapisioro nokasHvika, Takoro sk 3anax Ta cMax,
"[locnigHwin 3aBog, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
"rHUC, [06aBokK)) BunyyeHHsi nokasHuka «CTupaHicTb» 3
YkpaiHa,; METOAjiB KOHTPO/IO AKOCTi FOTOBOrO /1iKapCbKOro
BCi cTagii 3aco6y. BBegeHHs 3MiH MPOTAroM 6-Tu micsiuis
BMPOGHMLITBA, nicnsa 3aTBepKeHHs.
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”,
YKpaiHa
54. | BEKCAMETA | po3uuH Ans iH'ekuii, TOBAPVCTBO YkpaiHa KOHTPOb SKOCTI, Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/5274/02/01
30H 4 mr/mn, no 1 mn 3 BUNYyCK cepil: 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
abono 2 mnB OBMEXXEHOIO ToBapucTBO 3 Ta dhapmakoHarnsagy (iHwi 3miHu).
amnyni; no 5 amnyn BIAMNOBIJA/IbH 06MmexXeHo 3MiHV BHECEHO B TEKCT MapKyBaHHSA BTOPUHHOT
B nauuj; no 1 mn abo ICTHO BiANOBIAA/LHICTIO ynakoBKU fikapcbKoro 3acoby y nyHktu 1, 11, 17
no 2 Mn B amnyni; «KOPIMOPAULIA «[locnigHnii 3aBog Ta B TEKCT MapKyBaHHS NMepBUHHOT YNakoBKN y
no 5 amnyny «3[00POB’'A» «HU/1C», NyHKTY 2, 6. Takox BUIy4eHo ay6souy
6nicTepi, no 1 YkpaiHa,; iHchopMmaLito pociiicbkoo MOBOKO Ta BHECEHO
6nicTepy B nauui; no BCi cTagii He3HauHi NpaBku No TekCTy. BBeAeHHA 3MiH
1 mn ab6o no 2 mn B BMPOGHMLTBA, NPOTArom 6-Tv MicsILiB NiCNs 3aTBEPKEHHS
amnyni; no 10 KOHTPO/b SIKOCTI,
amnyn B navu, BUNYCK cepil:
ToBapucTso 3
0bMexeHot
BifNoOBiAANbHICTIO
«PapmaLeBTN4Ha

KOMNaHis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
«3[10pOB'A»,
YKpaiHa
55. | AEKCKETON TabneTku, BKpUTI Mictpan Kenitan AHrnis BVMPOGHMLTBO Icnanis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/20657/01/01
PO®EH- NNiBKOBOIO MeHeKMeHT roTOBOro 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | niossi2ae
BICTA 060/10HKOI0, M0 25 NimiTen niKapcbKoro Ta chapmakoHarnsgy. 3miHa y KopoTkili
mr, no 10 TabneTok 3acoby, nepBuHHa XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
y 6nicTepi; no 1 Ta BTOpPMHHA MapKyBaHHS Ta iHCTPYKUIii AN MeANYHOro
6nictepy B yrnakoBka, 3acTocyBaHHA Ha niacTasi perynsipHo
KapTOHHIl Kopoobui KOHpO/b cepii OHOB/IOBAHOIO 3BiTY 3 6e3neKkn NikapCbKoro
(chiznKO-XiMiYHWMIA 3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
Ta nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
MiKpOoGioNoriYHniA), ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
Bunyck cepii: CAl npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
MAHY®AKTYPIHI pocnipkeHb (PIP) (3MiHy y3rogpkeHo 3
, C.IY., IcnaHis; KOMMETEHTHVM YNOBHOB&XEHNM OpraHom) 3MiHu
KOHpO/b cepil BHECEHO B |HCTPYKLiO AN MeANYHOro
(Mikpob6iosioriyHmin) 3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
: €BpochiHC "Oco61MBOCTI 3aCTOCyBaHHSA", "3acTOCyBaHHSA Y
Biochapma nepiog, BariTHoCTi abo rogyBaHHs rpyaat” Ta
MpopakT TecTiHr "Mo6ivHi peakuil™ Wwoao 6e3nekn 3acTocyBaHHSA
Cneiin, C.J1Y., [it040i peyoBVHY BIAMNOBIAHO A0 pekoMeHaaLii
Icnanis PRAC. BBegeHHs 3MiH NpoTArom 6-Tu Micsuis
nicns 3aTBepKeHHs
56. | AUKNO®EHA | po3uunH A0S iH'eKuUii AT YkpaiHa AT "ly6Hndhapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/5713/01/01
K HATPIO 2,5%; no 3 mnB "Nly6Hnchapm” 3MiHn | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom | niosnsizae
amnyni; no 5 amnyn Ta chapmakoHarnsgy. 3miHa y KopoTkili
y 6nictepi; no 1, 2, XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
3,4 a6o 20 MapKyBaHHA Ta IHCTPYKLii ANna MefuyHOoro
6nicTepiB y nayui 3 3acTocyBaHHA Ha niacTasi perynsipHo
KapToHy; Mo 3 MN B OHOB/IKOBAHOIO 3BIiTY 3 6e3nekn NikapcbKoro
amnyni; no 5 a6o 10 3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHs
amnyn y nauui 3 nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
KapToOHy 3 ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
KapTOHHUMU npoBefeHUX BiANOBIAHO A0 NAaHy negiatpuyHuX
neperopoakamu pocnipxeHs (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM). 3MiHu
BHECEHO B |HCTPYKLiO AN MeANYHOro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"Ocob6nmBocTi 3acTocyBaHHA" Ta "Mo6iyHi peakuii”
o0 6e3neky 3aCTOCyBaHHS Ailo4oi PeHOBUHM
BiANOBIAHO A0 pekomeHAauiin PRAC, a Takox
BHECEHO He3HauHi pefakuiliHi npaBkun 40 po3ainy
"YnakoBka". TepMiH BBe,€HHS 3MiH- NPOTArom 6-
TW MICALIB NiC/s 3aTBEPAXEHHS.
57. | AIOKOP TabneTkn, BKPUTI TOB "ACIHO YKpaina TOB "dapma YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/11341/01/01
COno 160 NNiBKOBOIO YKPAIHA" Crapt" 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom

060/10HKO0, No 160
Mr; no 10 TabneTok

Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3araJibHeHX AaHux Npo cucTemy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
y 6nicTepi; no 1 a6o thapmakoHarnsgy (BBeAEeHHs y3ara/ibHeHNX JaHux
3,a60 4, abo 9 npo cuctemy papmakoHarnsgy, amiHa
6nicTepis y yNOBHOBaXeHOT 0cobwu, BignoBifaibHOI 3a
KapTOHHI/ nayu,i 3[iicCHEHHs hapMakoHaris4y; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asBHUKa gnsa 34iCHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHa
BiJl yNOBHOBaX€EHOI 0CO6MU, BiAMOBIAa/IbHOI 3a
3AjiCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHHi
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0Cobm
3asBHUKA, BIANOBIAA/ILHOI 3a thapMakoHarnsg,.
58. | OIOKOP TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/11341/01/02
CO/o 80 NAiBKOBOIO YKPAIHA" Crapt" 3MiHu | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
o060n0Hkoto, no 80 Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 10 TabneTok y3arasibHeHUxX JaHux npo cuctemy
y 6nictepi; no 1 abo hapmMakoHarnagy (BBeAeHHS y3araslbHeHUX JaHnUX
3,a60 4, abo 9 npo cuctemy dpapmakoHarnsgy, amiHa
6nicTepiB y YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
KapTOHHI naywi 3[ifiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHuKa 415 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BignoBiganLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEeHHi
MacTep-haiina cucremu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asiBHMKA, BignoBigasbHOI 3a chapMakoHarnsg.
59. | AOKCOPYBIL, | koHueHTpaT ans EBEBE ®apma ABCTpist NOBHUIA LWKN ABcTpisi/ BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 3a UA/1379/01/01
MH "EBEBE" po3unHy AnA lec.m.6.X. Hor. BMPOGHMLTBA: Himeuunna 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
iHdpy3iiA, 2 mr/mn, no KIr PAPEBA YHTepax Ta dpapmakoHarnsgy. 3miHa yactotu Ta/abo
5 mn (10 wr), no 25 'M6X, ABCTpIst; TEPMIHIB NOAAHHS perysisipHO OHOBJ/TOBAHWX 3BITiB
mn (50 wmr), no 50 mn BWMNYCK Cepil: 3 6e3nekn fikapcbknx 3acobiB - 3MiHW y YacToTi Ta
(100 wmr), a6o no 100 EBEBE ®apma Jarax nofaHHsA perynsipHo OHOB/IKOBAHOrO 3BITY 3
M (200 mr) y ec.m.6.X. Hor. 6e3neku.
dhnakoHi; no 1 K, ABCTpis; [itoya pepakuis: Yactota nogaHHs perynsipHo
(h1aKoHy B TEeCTYBaHHS: OHOB/IHOBAHOrO 3BITY 3 6e3nekn 3 poku. KiHuesa
KapTOHHIli KopooLi Nab6op /IC CE & hara Ans BkoYeHHs aaHunx go PO36 —
Ko.KI", HimeuunHa; 12.11.2018p. Oarta nogaHHa — 10.02.2019
TecTtyBaHHA: MM/ p.MponoHoBaHa peakuia: Yactota nogaHHA
Mikpo6ionoriwec perynsipHoO OHOBJ/IHOBAHOrO 3BITY 3 6e3neku 5 pokis.
Mptodhnabop KiHueBa gaTa 415 BKIYEHHS AaHnx go PO3b —
M6X, ABCTpis; 12.11.2027 p. Oata nogaHHs — 10.02.2028 p.
TeCTyBaHHS: PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMoOBiAHO A0
3eibepcnopd nepioagNYHOCTI NOAAHHA PerysiipHO OHOBJ/TOBAHNX
Na6op Mv6X, 3BITiB 3 6e3nekn nikapcbkmx 3acobiB y €EC
ABCTpist
60. | AONYTEIPA TabNeTKn, BKPUTI JltoniH JlimiTeq IHAis JIFOMNIH NIMITEL IHgis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/19003/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

BIP, M/1iBKOBOIO 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom

NAMIBY ANH 060/10HKO10 Mo 50 3aci6. KOHTpos1b rOTOBOrO NiKapcbKoro 3acoby.

TA mr/300 mr/300 mr; no 3MiHa napamMeTpiB cneuudikauii Ta/abo

TEHO®OBIP 30 abo 60 Tabnetok O0NyCTUMKX MEX FOTOBOTO J1iKapCbKoro 3acoby

AN30MNPOKC | y nnacTnkoBomy (iHWi 3miHW) - CynyTHA 3MiHa - 3MiHW 3 IKOCTI.

mn KOHTeliHepi 3 ABOMa [oTOBWIA NiKapCbkunii 3aci6. KOHTPOb TOTOBOrO

DYMAPAT nakeTukammu nikapcbkoro 3acoby. 3miHa y meTogax

TABJNETKN BOJIOrONornHava; BMNPOOYBaHHA rOTOBOrO /liKapCbKOro 3acoby (iHLWi

50 Mr/300 no 90 TabneTok y 3MiHM y MeTogax BUNpobyBaHb (BKIOHaun

MI/300 Ml n1acTMKOBOMY 3aMiHy abo JOMOBHEHHS)) - 3MiHW A0 po3ainy

KOHTEeliHepi 3
TpbOMa nakeTMKamm
BOJIOTONOr/IMHaYa

"MpoaykTn gerpagauii. Jonyterpasip” B
cneuungikaLii Ta meTogax KoHTponto /13, a came:
3MiHEeHO Npodifib AOMILLOK 3 ypaxyBaHHAM JaHnX
Bi, HOBOro BUpO6HVKa APl gonyTterpasipy HaTpito,
Ta AIK HacnNigoK 3MiIHEHO METOAVKY BU3HAYEHHS -

NpUBEAEHO Y BiAMNOBIAHICTb 10 OHOB/IEHNX
[LOKYMEHTIB BUPOGHMKA. 3MiHW | TUny - 3MiHU 3
AKocTi. A®Il. KoHTposb AdL. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTMMmX MeX,
BM3HaYeHUX y cneuudpikauisx Ha Adl, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Y NpoLeci BUpobHuuTea Ad|
(iHWi 3miHW) - CynyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWwi 3MiHM Yy MmeTodax

BMNpOGYyBaHHSA (BK/IHOYatoumn 3amiHy abo

[0NoBHEHHS) APl abo BMXIAHOrO/NPOMIXHOro

NpoaykKTy) - 3MiHM A0 po3giny «Related
substance» B cneuudikauii Ta MeTogax BXiAHOro
KOHTponto A®| fonyterpasipy HaTpilo Yy 3B'A3KY 3

BBE/JIEHHAM HOBOro BUPOOHMKa APl gonyTerpasipy
HaTpito Laurus Labs Limited, India, cyb6cTaHuis Big
AIKOro Mae iHWMiA Npodinib AOMILLIOK. 3MiHK | TNy -
3MmiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX
MeX, BU3HaYeHuX y cneuudikauisx Ha AdPl, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPVCTOBYIOTBCS Yy NpoLeci BUpobHuuTea Ad|
(iHWi 3miHW) - CynyTHA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BUnpobyBaHHs
A®| abo BMXigHOrO MaTepiany/npoMiXKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHM Yy MeTodax

BMNpOGYyBaHHSA (BK/IHOYatoumn 3amiHy abo

[0NoBHEHHS) APl abo BMXIAHOrO/NPOMIXHOro
NPOAYKTY) - 3MiHW A0 cneundikadii Ta MeTodis
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BXiJHOrO KOHTPO/I0 3a NokasHunkoM «Chiral purity»
B A®| gonyTterpasipy HaTpPil0 3MIHEHO Y 3B’A3KY 3
BBE/IEHHAM HOBOro BUPOOHMKa APl gonyTerpasipy
HaTpito Laurus Labs Limited, India - 3miHu | Tuny -
3MiHu 3 fkocTi. A®l. KoHTponb APl 3miHa y
meTofax BunpobyBaHHsa A®| abo BUXIAHOMO
marepiany/npoMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NpoLieci BUpo6HMLTBA ADI
(iHWi 3mMiHK y MeTogax BUNPOBYBaHHA (BKIOYaOUM
3amiHy abo gonoBHeHHs) A®| abo
BMXIZAHOr0/NPOMIXHOr0 NPOAYKTY) - 3MiHU A0
METOAMKM BXiJHOTO KOHTPO/II0 «Assay» AdI
[onyTerpasipy HaTpito 3MiHEHO Y 3B’A3KY 3
BBE/EHHAIM HOBOro BMpo6HUka A®| fonyTterpasipy
HaTpito Laurus Labs Limited, India. 3minu Il Tuny -
3MiHn 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BMPOOHUKA BMXIAHOrO/NPOMIXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPO6HMYOMY npoueci A®l, abo 3miHa BUPOGHMKa
(BkNtOYarOUK, ae HeOHXiAHO, MicLie NPOBeAEHHS
KOHTpONto sikocTi) APl (3a BigCyTHOCTI
cepTudiikaTa BiANOBIAHOCTI EBPONEChkili
hapmakonei y 3aTBepyKeHOMY [0Cbe)(BBEAEHHSA
HOBOro BMPO6HMKa AP| 3 HagaHHAM mMacTep-
thaiina Ha A®l) - 3amiHa BUpo6HMKa AdPI
ponyTterpasipy HaTpito 3 Lupin Limited, India Ha
Laurus Labs Limited, India

61.

LOMPUA®

CYCMeH3is opasibHa,
1 mr/mn; no 60 mn
a6o 100 mny
thnakoHi, no 1
h1akoHy 3 MipHOI
JIOXKOH0 Y KAPTOHHIl
ynakoBLi

TOB
"TNEA®PAPM
aTo

Ykpaina

TOB "KYCYM
PAPM", YKpaiHa,;
TOB «NTEA®APM
NTA», YKkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BiTY 3 fOCAIIKEHD,
npoBeAeHVX BiANoBIiAHO A0 MiaHy nejiatpudHmnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeAM4YHOro
3acTocyBaHHA A0 po3ainy "MpoTunokasaHHA"
IHCTPYKUIT 4719 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby BiANOBIAHO A0 OHOBEHOI
iHchopmawii 3 6e3nekn 3aCToCyBaHHS NMiKapcbKoro
3aco6y. TepmiH BBEEHHS 3MiH - NPOTArom 6
MicALiB Nic/sa 3aTBePAKEHHS.

3a
peyenmom

He
nionsiecae

UA/8976/02/01

62.

AOCTUHEKC

Tabnetkn no 0,5 mr;

Mdpaiizep IHK.

CLIA

Mdpaiizep ITanis

ITanis

BHECEHHS 3MiH [10 peecTpaLjiiHiX maTepianis:

3a

He

UA/5194/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
no 2 a6o no 8 C.p.n. 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | nidssi2ae
Tabs1eToK y chnakoHi; Ta hapmakoHarnagy (iHwi 3miHW). 3MiHU BHECeHO
no 1 dpnakoHy B B IHCTPYKL,iIO 4719 MeANYHOro 3acTOCyBaHHS
KapTOHHI Kopo6Lyi nikapcbkoro 3acoby Ao posainy "OcobnnBocTi
3acTocyBaHHA" Bi4NOBIAHO [0 OHOB/IEHOT
iHdhopmauii Wwopao 6esnekn 3acTocyBaHHSA
nikapcbKoro 3acoby. BBeaeHHs 3MiH NpoTsrom 9
MicALiB Nicnsa 3aTBepAKEeHHs
63. | AYNOKCUH® | kancynu TOB "ACIHO YkpaiHa Na6opaTopioc Icnanis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/17667/01/01
KMLLKOBOPO3YMHHI YKPAIHA" HopmoH, C.A. 3MmiHu | TUny - 3miHK 3 AkocTi. APl CTabinbHICTb. peyenmom
TBepai no 30 mr, no 3MiHa nepiogy NOBTOPHMX BUNPOBYBaHb/Nepiosy
7 kancyny 6nictepi; 36epiraHHs abo ymoB 36epiraHHa Adl (3a
no 1 a6o 4 6nictepn BiICYTHOCTI y 3aTBEp)XEHOMY [OCbE cepTudikaTa
B KapTOHHIiA nauu,i BiAnoBiaHOCTI EBponeiickbkilt hapmakonel, Lo
BK/1HOYA€E Nepios MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NoBTOPHOrO BUNPObyBaHHA/Mepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy
NMOBTOPHOrO BUNpobyBaHHsA/nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/iKEHb Y peaslbHOMY Yaci
- 36inbLUEHHs nepiogy NOBTOPHOIO BUNPOBYBaHHSA
Ha OCHOBI pe3ynbTaTiB AOCNiMKEHb Yy peasibHOMY
yaci gns A®| oynokceTuHy rigpoxnopuay
BUpo6HMka NOSCH LABS PRIVATE LIMITED,
IHAisa. Oirova pepakuis: Mepiog NOBTOPHUX
BMNpobyBaHb. 36 MicAuiB. NponoHoBaHa
pegfakuis: Mepio NOBTOPHWUX BUNpobyBaHb. 60
MicsLiB.
64. | AYNOKCUH® | kancynu TOB "ACIHO YkpaiHa Na6opaTopioc IcnaHis BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/17667/01/01
KMLLKOBOPO3YMHHI YKPAIHA" HopmoH, C.A. 3MiHu | TUnNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom
TBepai no 30 mr; no Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
7 xancyn y 6nictepi; y3arasibHeHUX JaHux Npo cucTemy
no 1 a6o 4 6nictepu hapmakoHarnagy (BBeAEeHHS y3arasilbHEHUX JaHNUX
B KQPTOHHIN navu,i npo cuctemy dpapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEHHST hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapmakoHarnagy 3asaBHUKa 415 34iNCHEHHs
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganLHOI 3a
3fificHeHHs chapmakoHarnsagy (Bkaoyarum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6u
3asBHMKa, BiANOBIAa/IbHOI 3a (hapMakoHarnag
65. | AYNOKCUH® | kancynu TOB "ACIHO YkpaiHa Na6opaTopioc Icnanis BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/17667/01/02
KMLLKOBOPO3YMHHI YKPAIHA" HopmoH, C.A. 3MiHn | TMny - 3MiHK 3 KocTi. A®Il. CTabinbHICTb. peyenmom

TBEpAi no 60 mr, no
7 kancyn y 6nictepi;
no 4 6nictepu B

3MiHa nepioZly NOBTOPHKX BMNpobyBaHb/nepiony
36epiraHHa abo ymoB 36epiraHHa Adl (3a
BiJICYTHOCTI Y 3aTBEpAKEHOMY A0CLE cepTudlikaTa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI nauui

BiANOBIAHOCTI EBponelickbki hapmakonei, wo
BKJ/1IOYAE Nepios, MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NOBTOPHOroO BUNPOBYBaHHA/Nepios
36epiraHHs) - 36inblUeHHs abo BBeAEHHS nepiogy
NMOBTOPHOro BMNpo6yBaHHs/nepiofy 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB AOCMIKEHb Y peasibHOMY Yaci
- 36inbLUeHHs nepiody NOBTOPHOrO BUNPOOYBaHHS
Ha OCHOBI pe3y/bTaTiB AOC/ILKEHb Y peasibHOMY
yaci ana A®| gynokceTuHy rigpoxnopugy
BMpo6bHuka NOSCH LABS PRIVATE LIMITED,
IHais. [itova pepakuis: MNepiog NOBTOPHUX
BMNpobyBaHb. 36 MicALiB. MNponoHoBaHa
pepakuis: MNepiod NOBTOPHMX BUNpobyBaHb. 60
MicaLiB.

66.

AYNOKCUH®

Kancynu
KNLUKOBOPO3YMHHi
TBepAi no 60 mr; no
7 kancyny 6nictepi;
no 4 6nictepu B
KapTOHHIN nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

Nab6opaTtopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBAXEHOT 0CO6MU, BigNoOBiganbHOI 3a
3[iicHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuKa A5 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEeHHI
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOI 0cobm
3a8BHMKa, BiANOBIA&/IbHOI 3a hapmakoHarnsg

3a
peyerimom

UA/17667/01/02

67.

EBPU3AM

kancysnu no 400
mr/25 mr; no 10
Kkancyn y 6nictepi;
no 2 a6o 6 6nictepis
y nauuj

AT "dapmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBNEHOrO cepTudpikata
BiANOBIAHOCTI ab0 BU/TyUYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; pnsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[L0MOMKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepAXeHOro BUPObHUKa.
MogaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€Bponelicbkii hapmakonei Ne R1-CEP 2004-271-
Rev 03 (3atBepmkeHo: R1-CEP 2004-271-Rev 02)
Ans pitovoi pevosuHn Cinnarizine Big Bxe
3atBepgxeHoro BupobHuka HIKAL LIMITED, IHgjs.

3a
peyenmom

UA/2247/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTuguikar Bif y)Xe 3aTBep4KEHOro BUpOOHMKa.
MopgaHHsA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2004-271-
Rev 04 ans gitoyoi peyosuHu Cinnarizine Big, BXe
3aTBepxeHoro BupobHuka HIKAL LIMITED, IHgjs.
3MiHM | TUNY - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. 3miHu,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii APY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HauioHanbHOI hapmakonei gepxasu €C (3miHa y
cneumdikauii HechapmakoneiiHoro A®I ans
npuBeAeHHs y BiANOBIAHICTb A0 BUMOr JdY abo
€Bponelicbkoi hapmakonel, abo iHwoi
HaujioHasbHOI thapmakonei aepxasu €C) - AdI.
MpvBeaeHHs cneumdikaLlii/MeTo4iB KOHTPO ANs
Lit0Y0T pevyoBUHN LIMHAPU3WH Y BiANOBIAHICTL A0
BMMoOr MoHorpadii Cinnarizine €®*. 3a3HayeHo
nocuniaHHA Ha E®* ans NoKkasHUKIB
«lgeHTudpikauis Temnepartypa naaBfeHHs»,
«Mp0o30piCTb PO3UMHY», «KO/IbOPOBICTb PO3UMHY»,
«BTpata B Maci npu BMCYLLYBaHHI», «CynpoBigHi
[OMiLLKM», «CynbhaTHa 30M1a». Takox B po3aini
«laeHTudbikauis» BUy4eHO NocunaHHsA Ha
CTaHAapTHi 3pasku. IHdopmMauis Woao AKOCTi
CTaHJapTHWUX 3paskiB, O BUKOPUCTOBYIOTLCS MpK
BMNpo6yBaHHi, HaBeAeHa B po3aini 3.2.S.5
CraHpapTHi 3pa3ku abo npenapatu. 3MiHu | Tuny -
3MiHu 3 skocTi. A®l. KoHTponb A®Il. 3miHa y
mMeTofax BunpobysaHHs APl abo BUXigHOro
marepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHwWi 3MiHW y MeTogax BUNPoOYyBaHHA (BKIOYaUM
3amiHy abo gonoBHeHHs1) A®| abo
BUXIAHOrO/NPOMIXHOr0O NPOAYKTY) AOMNOBHEHHS
MeTOZIB BXiJHOr0 KOHTPO/IO [/15 [1il040i PEYOBUHM




60

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Cinnarizine aHaniTMYHOIO METOAMKOW ANs
BM3HAYEHHS nokasHuka «Jomiwka Cinnamyl
chloride» BignosigHo fo sumor CEP B1po6HuKa
HIKAL LIMITED, IHgjsi. 3miHun | TUuny - 3miHun 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA A®| abo BuxigHoro
marepiany/npomiKHOro NPoayKTy/peareHTy, LWo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(iHwWi 3MiHK y MeTogax BUNPOOYBaHHA (BKIOYaUM
3amiHy abo gonoBHeHHs1) A®| abo
BUXiAHOrO/NPOMIXHOr0 NPOAYKTY) 3MiHW Y MeTofax
BXiZIHOr0 KOHTPO/IIO AN1A Ail040i peYOBUHU
Cinnarizine 3a NOKa3HWKOM «3a/IMLLKOBI
PO3UMHHWKW>» BignosigHo Ao sumor CEP
BMpo6Huka HIKAL LIMITED, IHgis. 3minm | Tuny -
3miHu 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeOoOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi chapmakoner,
ab0 iHWOi HauioHas1bHOI dhapmakonei Aepxasu E€C
(iHwWwi 3miHW) NpuBeAeHHs cneuudikavii/meToais
KOHTPOIO AN Ail0H0T PEYOBUHW LMHAPU3UH AN1A
Brpo6HuKa HIKAL LIMITED, IHgis 3a nokasHukamm
«KncnoTHICTb abo NyXHICTb» (BUTyYEHO
nokasHuk), «CynpoBigHi OMiLLKW», «KinbkKicHe
BMU3HAYEHHA» Y BIANOBIAHICTb 4O BUMOT
MoHorpadoii Cinnarizine €®*.

68.

E3ATPO

TabneTku, BKPUTI
NAiBKOBOIO
obonoHkoto, no 10
Mmr/10 mr; no 10
TabneTtok y 6nictepi,
no 3 6nictepn y
naJi 3 KapToHy

TOB HB®
«MIKPOXIM»

YkpaiHa

Megikeiip
BiocaiiHeHc
Na6opaTopii C.A.

peuis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. 3miHa yactotu Ta/abo
TEPMIHIB NOAAHHSA perysisipHO OHOBJ/TOBAHWX 3BITIB
3 6e3nekun nikapcbknx 3acobis. 3mMiHa YacToTu
nofaHHA perynsapHoO OHOBJ/IIOBAHOTO 3BITY 3
6esneku:

[itoua pepakuis: MNogaHHs perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6€3MeKn 3 NepiogUYHICTIO
BiA4NOBIAHO A0 NiANYHKTY 1 NyHKTY 2 po3ainy 3
rnasun V Mopsagky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB'A
Ykpainu Big, 26 BepecHs 2016 poky Ne 996).
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITy 3 6e3nekn 3 poku.
KiHueBa faTa Ans BKIKYEHHA AaHux go PO36 -

3a
peyenmom

UA/20590/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
24.07.2026 p. farta nogaHHs — 22.10.2026 p.
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMoBiAHO A0
nepiognuyHOCTI NOJaHHS PerynsipHO OHOB/IOBaHUX
3BITIB 3 6e3Mneku Jlikapcbknx 3acobiB y €C.
69. | E3ATPO TabneTku, BKPUTI TOB HB® YkpaiHa Megikeiip peuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/20590/01/02
NAiBKOBOIO «MIKPOXIM>» BiocailiHeHc 3MiHun | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
obonoHkoto, no 20 Na6opaTopii C.A. Ta dpapmakoHarnsgy. 3miHa yactotu Ta/abo
Mmr/10 mr; no 10 TEPMIHIB NOAAHHSA peryssipHO OHOBJ/TOBAHWX 3BITIB
TabneTtok y 6nictepi, 3 6e3nekun nikapcbknx 3acobis. 3mMiHa YacToTu
no 3 6nictepn y nofaHHA perynsapHoO OHOBJ/IIOBAHOTO 3BITY 3
naJi 3 KapToHy 6e3neku:
[itoua pepakuin: MNogaHHs perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6€3MeKn 3 NepiogUYHICTIO
BiA4NOBIAHO A0 NiANYHKTY 1 NyHKTY 2 po3giny 3
rnasun V Mopsagky 3aiicHeHHsA dhapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
3/10poB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTsi tocTuLi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996).
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITy 3 6e3nekn 3 poku.
KiHueBa gata A4nsa BKIOUYEHH:A AaHnx go PO36 -
24.07.2026 p. Oarta nogaHHs — 22.10.2026 p.
PekomeHA0BaHO A0 3aTBepA)KeHHS BiAMoBiAHO A0
nepiognyYHOCTI NOJaHHS PerynsipHO OHOB/IOBaHUX
3BITIB 3 6e3Mneku Jlikapcbknx 3acobiB y €C.
70. | ENOHBA PO34unH NSt iH'eKwiit OpraHoH LLBeiiuapi Bupo6bHMuTBO HimeuunHa BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 3a UA/13125/01/01
no 100 mkr/0,5 mn; CeHTtpan Ict A Hepo3chacoBaHol 3MiHn | TURYy - 3MiHn 3 axkocTi. A®l. KoHTponb AdI. peyenmom
no 0,5 M1 po3unHy B v6X npoayKuii Ta 3miHa y MeToAax BunpobyBaHHs AD®| abo
nonepegHL0 nepBuHHA BUXiAHOrO MaTepiany/npoMixXHOro
HarnoBHEHOMY ynakoBka, npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
wnpwyj; no 1 KOHTPO/b SKOCTI, npoueci BupobHuLTBa APl (He3HaUHI 3MiHM Y
nonepeaHbLO TeCcTyBaHHSA 3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
HanoBHeHOMY CTEpPUIbHOCTI Ta 3MiHN B MEeTOANLj KOHTPO/IO sikocTi Ad|
LNpuLy pasom 3i bakTepianbHKX KopudponiTponiHy asba, a came 3amiHa
CTEPU/IbHOIO €HAO0TOKCUHIB xpomatorpadiyHoi konoHku Superdex 75 10/300
iIH'EKLiAHOLO TO/IKOLD roTOBOro GL Ha ekBiBaNleHTHY KOMOHKY Superdex 75
Y BiKpUTOMY nNiKapcbKoro Increase 10/300 GL gns BU3HAYEHHS po3Mipy

M1acTUKOBOMY SI0TKY
B KapTOHHIi Kopo6Lyi

3acoby (KOHTpO/b
AKOCTI), BidyasibHa
iHCnekuis: Bettep
Papma-PepTUryHr
v6X i Ko. K,
HimeuunHa,
KoHTpOsb SIKOCTi,
TECTYBaHHS

Monekysn Ta 3abpyAHEHHS ofniroMepamu Ta
cy6oanHuusaMun. MeTog, BunpobyBaHHs
3aMwaeTbes 6€3 3MiH.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

CTepubHOCTI Ta
HakTepiasibHMX
€HAO0TOKCUHIB

roToBOro
niKkapcbKoro
3acoby (KOHTposb
AKOCTI), BidyasibHa
iHCnekuisn: BeTtep
Papma-dPepTuryHr
v6X i Ko. K,
HimeuunHa,
BizyanbHa
iHCMekuis: BeTTep
Papma-PepTUryHr
v6X i Ko. KT,
HimeyumnHa;

KOHTpOsb SIKOCTI
Ta TecTyBaHHs
CTabifNbHOCTI,

BTOPWHHA
ynakoBka, [j03BiN

Ha BUMYCK cepii:
H.B. OpraHoH,

Higepnangu; Tect
Ha
iIMyHOAKTUBHICTb:

MCJ, Biotek B.B.,

Higepnanamn

71.

E/TIOHBA

PO34unH NS iH'eKwiit
no 150 mkr/0,5 mn;
no 0,5 M1 po3unHy B
nonepeaHbLO
HarnoBHEHOMY
wnpuui; no 1
nonepeaHbLO
HarnoBHEHOMY
LINpULLY pa3omM 3i
CTepuIbHO
IH'EKLIAIHOIO rOMIKOKD
y BigKkpuTOMY
nNacTyKoBOMY NIOTKY
B KapTOHHIi Kopo6Lyi

OpraHoH
CeHtpan lct
6X

LLBeiiuapi
2

Bupo6bHmuTBO
Hepo3dghacoBaHOl
npoaykuii Ta
nepBuHHA
ynakoBka,
KOHTPO/b SIKOCTI,
TecTyBaHHSA
CTEepWIbLHOCTI Ta
6akTepianbHKX
€HAO0TOKCUHIB
roTOBOroO
nikapcbkoro
3acoby (KOHTpo/1b
AKOCTI), BidyasibHa
iHCMekuis: BeTTep
Papma-PepTUryHr
v6X i Ko. K,
HimeyumnHa;
KoHTposb sIKOCTi,
TECTYBaHHS

Himeyumnna/
Higepnangm

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:

3MiHn | TURYy - 3MiHn 3 aKocTi. A®l. KonTponb AdI.

3miHa y MeToAax BunpobyBaHHs A®| abo
BUXIAHOrO MaTepiany/npoMixXHOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuutBa APl (He3HauHi 3MiHN y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS)
3MiHN B METOANLj KOHTPO/IHO skoCTi Ad|
KopudhoniTponiHy anbga, a came 3amiHa
XxpomatorpaduivyHoi konoHkM Superdex 75 10/300
GL Ha ekBiBaNIeHTHY KONOHKY Superdex 75
Increase 10/300 GL Ans BU3HAYEHHSI PO3Mipy
Monekysn Ta 3abpyAHEHHs ofiroMepaMu Ta
cy6oanHuusaMu. MeTog, BunpobyBaHHs
3aMwaeTbes 63 3MiH.

3a
peyenmom

UA/13125/01/02




63

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
CTepubHOCTI Ta
HakTepiasibHMX
€HAO0TOKCUHIB
roToBOro
niKkapcbKoro
3acoby (KOHTposb
AKOCTI), BidyasibHa
iHCnekuisn: BeTtep
Papma-dPepTuryHr
v6X i Ko. K,
HimeuunHa,
BizyanbHa
iHCMekuis: BeTTep
Papma-PepTUryHr
v6X i Ko. K,
HimeyumnHa;
KOHTpOsb SIKOCTI
Ta TecTyBaHHs
CTabifNbHOCTI,
BTOPWHHA
ynakoBka, [j03BiN
Ha BUMYCK cepii:
H.B. OpraHoH,
Higepnangu; Tect
Ha
iIMyHOAKTUBHICTb:
MCJ, Biotek B.B.,
Higepnanamn
72. | EMEHA® kancynu no 125 mr + Mepk Wapn i LLBeiiuapi Bupo6bHmuTBO Ipnangis/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/4525/01/01
kancynu no 80 wmr; Ooym IAEA A Hepo3dghacoBaHOl Higepnavgn | 3MiHu | Tuny - 3miHn Wwoao 6e3nekn/edhekTMBHOCTI peyernmom
KOMbi-ynakoBka no 3 6X npoaykuii Ta Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
Kancynu; no 1 KOHTPO/b SIKOCTI: y3arasbHeHUX JaHuX Npo cucTemy
Kancyni no 125 mr + Hoso Hopgick hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
2 kancynv no 80 mr MpogakLwH npo cucTemy dpapmakoHarnsgy, 3mMiHa
y 6nictepax y Ipnangis Mivites, YMNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
KapTOHHIn 06ropTu; IpnaHgjs; 3[iiCHEHHS hapMakoHarisay; KOHTaKTHOI 0cobu 3
no 1 KapTOHHiM MepBMHHE/BTOPUH thapmakoHarnagy 3asBHuKa gns 34iicCHeHHA
o6ropTui B He nakyBaHHs Ta hapmakoHarnagy B YkpaiHi, kL0 BOHa BigMiHHA
KapTOHHI Kopo6Lyi [03BiN Ha BUMYCK Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
cepii: Mepk Wapn 3gificHeHHs chapmakoHarnsgy (Bkioyarun
i Joym B.B., KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
HigepnaHngmn mMacTep-haiina cuctemm hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
3asBHMKa, BiANOBIAA/IbHOT 3a hapmakoHarnsz B
YKpaiHi
73. | EHANANPUN | Tabnetku, 10 mr/25 TOBAPWCTBO YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: - UA/14872/01/01
-H-300POB'AA | wr; in bulk: no 1000 3 06MeXeHo YTOUHEHHS peecTpauiliHol npoueaypy B Hakasi
ab6o 10000 Tabnetok | OBMEXEHOIO BiANOBIAA/ILHICTIO MO3 Ykpainu Ne 1703 Big 10.11.2025 - 3MmiHu |
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
y nakeTi BIANOBIAANTBH "®apmavueBTUYHa TUny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta
nosnieTnaeHoBomy y ICTHO KOMnaHis thapmakoHarnagy (iHwi 3MiHW) - 3MiHK Y
KOHTelHepi «KOPIMOPALIA "3p0pos'a” 3aTBEPIKEHOMY TEKCTI MapKyBaHHS YNaKkoBOK
«300POB'A» nikapcbKoro 3acoby Ansa ynakoBok in bulk.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS.
74. | EHBPEN® PO3YMH ANS iH'EKLH, Mdpaiizep CLA KOHTPO/Ib SKOCTI Ipnangis/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/16786/01/01
50 mr/mn; 4 Eiiy.Ci.Mi. niKapcbkoro Benbris 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peuenmom
nonepeaHb0 KopnopeiwH 3acoby B HaliMeHyBaHHA Ta/abo agpecu micus
HamnoBHEeHiI LWnpuLm nonepegHbLO NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA (BKTHOUaouM,
no 0,5 mn (25 mr) HanoBHEHUX 3a HeobXigHOCTI, MicLLle NPOBeAEHHS KOHTPOSIIO
a6o no 1 mn (50 mr), Lwnpuuax: SIKOCTi), ab0 BilacHuKa MacTtep-thainna Ha A®l, abo
abo 4 nonepegHbLO Mdpainzep IpneHg, noctavasibHuka A®I/BuxigHoro
HanoBHEHI pyyku No dapmaceyTrkanc matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
1 mn (50 mr), 4 AHnimiTeq, 3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
TamrMoHU 3i CNMPTOM Komnai, 3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
y N1acTUKoBOMY IpnaHgis; BiiCYTHOCTI cepTudikaTa BignosigHOCTI
KOHTeWHepi; BVMPOGHMLTBO €Bponelicbkiin hapmakonei y 3aTBepakeHoOMy
N1acTUKOBUIA nikapcbkoro [ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
KOHTelHep y 3acoby B PEYOBUHM (SKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
KapTOHHI Kopo6Lyi nonepeaHL0 Ha3BM Ta agpecy BUPOBHWNYOT AifbHUL,
HanoBHEHUX BiANOBIA&/IbHOI 3@ BUPOGHMLITBO Ajl04O0T PeYOBUHU
Lnpuuax, (eTaHepuenTy), 6€3 3MiHV MiCLS BUPOBHULITBA.
KOHTPO/Ib AKOCTI 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
nikapcbkoro HalilMeHyBaHHs Ta/abo agpecu Micud
3acoby B NpoBaPKeHHA AiSbHOCTI BUpobHUKa/imnopTepa
nonepeAHL0 rOTOBOrO /1iKapCbKOro 3acoby, BK/IYaumn
HamnoBHEHNX AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
wnpuuax, kpim KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy Bignosigae
TecTy "BioaHanis BMPOGHMK/IMNOPTEpP, HEe BK/IOYA0UM BUMYCK CEpiid)
anonrtosy"; - 3miHa Ha3BuM Ta agpecu BupobHuka N3, wo,
cknafaHHs i BiAgnoBigae 3a KOHTPO/b AKOCTI NiKapcbKoro
TeCTyBaHHS 3aco6y B nonepeAHbO HaMOBHEHMX LWnpuuax, 6es
nonepegHbLO 3MiHV MiCLi BUPO6HMLTBA.
HanoBHEHWX
py4ok;
MapKyBaHHS,
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii rotoBoro
niKapcbKoro
3acoby:
Mdpaiizep
MeHtogekyypuHr
Benbris HB,
Benbrisa
75. | EHEAC Tabnetku, no 10 deppep Icnanis Peppep Icnanis BHECEHHS 3MiH [10 peecTpaLjiiHiX maTepianis: 3a UA/10389/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

TabneTok y 6nictepi;
no 3 6nictepny
KapTOHHI KOpO6Li

IHTepHauioHasb,
C.A.

IHTepHauioHasb,
C.A.

3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa yactotu ta/abo
TEPMIHIB NOAAHHS PerysisipHO OHOBJ/THOBAHMX 3BITiB
3 6e3nekn nikapcbkmx 3acob6iB. 3MiHW y 4acToTi
nofaHHA perynsapHoO OHOBJ/OBAHOTO 3BITY 3
6e3neku.

[itoua pepakuis: Yactota nofaHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekun 3 poku. KiHueBa
fara ans BkNtoYeHHs gaHux o PO36 -
08.04.2027p. Aata nogaHHa 08.01.2027p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynisipHoO OHOBJ/IOBAHOTO 3BITY 3 6€3Mekn 7 poKu.

KiHueBa gata A5 BKIOYEHHS gaHux go PO36 -
08.04.2030p. Aarta nogaHHA - 08.01.2030p.
PekomeHA0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepiognuyYHOCTI NOJaHHA PerynspHO OHOB/IOBaHUX
3BITIB 3 6e3neku Jikapcbknx 3acobiB y EC.

peyerimom

76.

EHOKCAMAP
NH HATPIO

MOPOLLIOK
(cybeTaHuin) y
MiLLKax noABINHNX
nonieTnIeHoBUX
Ons BUpobHULTBa
CTepPUSIbHUX
nikapcbknx hopm

AT "dapmak"

Ykpaina

XeHnkoy [KytoaH
[bxeHeTik
BiochapmacbtoTika
n Ko., 1114,

Kutaii

BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis:
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu micus
NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA (BKTHOUaouM,
3a HeobXigHOCTI, MicLLe NPOBeAEHHS KOHTPO/IIO
SIKOCTi), ab0 BriacHuKa MacTtep-thainna Ha A®l, abo
nocravasibHuka A®1/BMxigHOro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AOMNOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y 0CbE). 3MiHa
Ha3Bu BUpOOHMKa AD| eHoKcanapunH HaTtpito.
Brpo6Huya dinbHuUS, agpeca Ta yci BUpo6Hmi
onepawji 3aMwalTbCa HE3MIHHUMU.

UA/11805/01/01

717.

ECMEPOH®

PO34MH NS IH'EKLN,
10 mr/mn; no 5 mn
(50 mr) y dpnakoHi;
no 10 chnakoHis y
KapTOHHIlA KopoobLi

Mepk Wapn i

Joym IAEA
X

LLsenuapi
a

Brpo6HMLuTBO in
bulk,
nepByHHE/BTOPVH
He nakyBaHHS,
KOHTPO/Ib AAKOCTI
Ta BUNYCK cepii:
H.B. OpraHoH,
HigepnaHaw,
Bupo6bHMLTBO in
bulk, nepBuHHe
nakyBaHHs Ta
KOHTPO/b AKOCTI:
Circopig XamenoH

HigepnaHngm
/ HimewunHa/
CnoBayynHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHn | TUnY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHUX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEeHHi

3a
peyerimom

UA/7719/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
v6X, HimeuunHa; MacTep-aiina cuctemu chapmakoHarnsgy). 3miHa
AnbTepHaTUBHWIA KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
KOHTPONb AKOCTI: BiANOBIAaNLHOI 3a thapmakoHarnifg B Ykpaii.
XamesbH pac
c.p.o.,
CnoBayuuHa;
[lo3Bin Ha Bunyck
cepii: Mepk Lapn
i Joym B.B.,
Higepnanamn
78. | ECMNA- TabneTku, BKPUTI Ecnapma Mm6X HimeuuunH KOHTPO/b AKOCTI: HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/4179/01/02
NINOH® 600 060n10HKot0, No 600 a Papma Icnanis TexHiyHa nomwuska (3rigHo Hakasy MO3 Big, peyenmom
mr; no 10 Tabnetok BepHirepoge 23.07.2015 Ne 460). BunpaBneHHs TEXHIYHOT
y 6nictepi; no 3 Mv6X, HimeuunHa,; NOMW/IKW, 3rigHo N.2.4. n.n. 4 po3giny VI Hakasy
6nictepu B BTOPVHHE MO3 YkpaiHn Ne 426 Big 26.08.05 i3 3MiHamun B
KapTOHHI ynakoBLi nakyBaHHs: 3arBepaxeHnx MKA /13 3a nokasH1kom
ecnapma ®apma «MikpobionioriyHa YncToTa», a came NponyLieHo
Cepsices 'm6X, nepiogUYHICTb KOHTPOJIIO 38 AaHWM MOKa3HWKOM B
HimeuumnHa; Creuudpikauii 113 (Ha BUMycK)
BUPOGHMLTBO 3a3HaueHe BUMpaB/IeHHS BigNoBigae marepianam
Hepo3cacosaHoro peecTpauiiHoro Aochbe, AKi NpeAcTaBneHi B apxisi
npoaykKTy, (po3gin 3.2.P.5.1. Cneuudpikauis (Ha B1nyck))
nepBuHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BWMYCK Cepii:
Na6opaTopioc
MegikameHTOC
IHTepHacboHanec,
C.A., IcnaHis
79. | ECNA- TabneTkn Ecnapma Mm6X HimeuumnH BMPOBHMLTBO 3a HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/17588/01/01
MPA30N® racTpope3nCTeHTHi a NOBHUM LMK/IOM: 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii peyenmom

no 20 mr; no 14
TabneTok B 6nicTepi
(antomiHieBa dhonbra
3 060x 60kiB, a60
antomiHiesa conbra
3 ofHoro 6oky Ta
nniska
PVC/PE/PVdC 3
iHWoro), no 1 a6o no
2 6nictepu B
KapTOHHI ynakoBLi

ApngaHc dapma
m6X, HimeuunHa;
BTOPVHHE
nakyBaHHs:
ecnapma ®apma
Cepsices 'mM6X,
HimeyunHa

3aci6. KoHTposib AONOMDKHUX PeYOBUH. 3MiHa
napameTpiB crneungikauiii Ta/abo gonycTuMmx
MeX 151 JOMOMiXXHOI PEYOBUHM (JONOBHEHHS
cneumaikavii HOBVUM NOKa3HUKOM 3 BifNOBIAHUM
MEeTOAO0M BUMPOOYBaHHS) -

[0 cneumndikaii cymili ans NOKpUTTA TabneTok
(Opadry 11 85G52042 Yellow or equivalent)
BBOAMUTBLCA KOHTPONb TuTaHy giokeuay (E171)
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
3aci6. KoHTposib AONOMDKHUX PeYOBUH. 3MiHa
napameTpiB crneungikauiii Ta/abo gonycTuMmx
MeX 151 JOMOMiXXHOI PEYOBUHM (JONOBHEHHS
cneumaikavii HOBVUM NOKa3HUKOM 3 BifNOBIAHUM
MEeTOA0M BUMPOOYBaHHS) -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[0 cneumdikadii cymili gns NOKpUTTA TabneTok
(Opadry 11 85G52042 Yellow or equivalent)
BBOAMUTLCA KOHTPO/Ib 3as1i3a OKCMAY XOBTOrO.
80. | ECNA- Tabnetkn Ecnapma M'm6X HimeuuunH BMPOGHULITBO 3a HimeuunHa BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis: 3a UA/17588/01/02
NPA30® racTpopesnCTeHTHi a NOBHUM LIMKNOM: 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peyernmom
no 40 mr; no 14 AgsaHc ®apma 3aci6. KOHTposib fOMOMDKHUX PEYOBUH. 3MiHA
TabneTok B 6nicTepi vM6X, HimeuunHa; napameTpiB cneuudikauiii Ta/abo AonyCcTUMUX
(anomiHieBa dhonbra BTOPVHHE MeX 415 AOMNOMDKHOI PeYOBMHU (LONOBHEHHS
3 060x 60kiB, a60 nakyBaHHs: cneumdikaLii HOBVUM NOKa3HWKOM 3 BifNOBigAHUM
anomiHieBa conbra ecnapma ®apma MEeTOAO0M BUMPOOYBaHHS) -
3 ogHoro 6oky Ta Cepsices 'M6X, 00 cneumdikaLii cymiwi gns nokpuTTa TabneTok
nniska HimeuunHa (Opadry 11 85G52042 Yellow or equivalent)
PVC/PE/PVdC 3 BBOAUTBLCSA KOHTPONb TuTaHy giokeugy (E171)
iHWworo), no 1 a6o no 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
2 6nictepu B 3aci6. KOHTposib fOMOMDKHUX PEYOBUH. 3MiHA
KapTOHHI ynakoBL,i napameTpiB cneuudikauiii Ta/abo JonyCcTUMUX
MeX 4151 JOMOMiXHOI PeYOBUHMN (J0NOBHEHHS
cneumadikaii HOBUM NOKa3HUKOM 3 BifNOBIgHUM
MEeTOAO0M BUMPOOYBaHHS) -
00 cneumdikaLii cymiwi gns nokpuTTa TabneTok
(Opadry 11 85G52042 Yellow or equivalent)
BBOANTLCSA KOHTPO/Ib 3a/1i3a OKCUY XOBTOrO.
81. | ECMIKON Kpanni opasibHi no €Bpo faiidkep IHAis HekcT Beii (IHgjs) IHais BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 6e3 nionsieae UA/12949/01/01
BEBI 30 mny donakoHi; no | Mpaiisit NimiTeq, 3MiHu | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
1 chnakoHy B Ta papmakoHarnagy (iHwi 3miHu). 3MiHU BHeCeHOo
KapTOHHIli KopooLi [0 IHCTPYKLT AN Me4MYHOro 3aCTOCYBaHHS
pasom 3 MipHOt niKapcbKoro 3acoby y po3gisim "OcobanBocCTi
nineTkot B 3acTocyBaHHA", "3acTocyBaHHA y nepios,
iHOMBIAYaNbHIN BariTHOCTi abo rogyBaHHA rpyaa”, "3aatHicTb
ynakoBLi BMAVBATY Ha LWBWAKICTb PeakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM ab0 iHWMMK MexaHismamn',
"MepeposyBaHHsa", "Mo6GIYHI peakuil™ BigNoBigHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3nekn gito4oi
peyoBUHW. TepMiH BBEAEHHS 3MiH NPOTAroM 6
MiCALIB Nicna 3aTBepAKEHHSA
82. | ECPE® MopoLOK ANs HOBEN INAY TypeyunH HOBEN INAY TypeyunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/20402/01/01
PO34MHY NS iH'EKLiN CAHAI BE a CAHAI BE 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom | niosnsizae
Ta iHdysiit 40 mr, no TIOXAPET TIIKAPET A.LL. Ha3BW NikapcbKoro 3acoby. 3MiHV BHECEHO 00
1 conakoHy B A.LL. Has3BW NikapcbKoro 3acoby. 3aTesepakeHo: ECOM
KapTOHHIA ynakoBsL,i (ESOM). 3anponoHoBaHo: ECPE® (ESREF).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
83. | BE/IBOPA®® | TabNeTKun, BKPUTI TOB «Pouw YkpaiHa Bupo6HuuTBO ITania/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/12699/01/01
N1iBKOBOIO YkpaiHa» Hepo3chacosaHol LBeliuapis 3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
060n0HkKot0, Nno 240 npoaykKuii, HalilMeHyBaHHs Ta/abo agpecu Micud
Mr; No 8 TabneTok y nepBuHHE NpoBaKEHHS AiANbHOCTI BUPO6GHMKa (BKtoYatoun,
6nictepi; no 7 nakyBaHHs, 3a HeobXigHOCTI, MicLle NPOBeAEHHS KOHTPOSTHO
6nictepiB y BTOPVIHHE SIKOCTi), ab0 B/1acHMKa MacTep-thaiina Ha A®l, abo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHI/ ynakoBsL,i nakyBaHHs, noctavasibHuka A®l/BuxigHoro
BMNPOGYBaHHSA matepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, WO
KOHTPO/IO SIKOCTI: 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO
[Jenbdhapm 3a3HavYeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
MinaHo, C.P.J1., BiiCYTHOCTI cepTudikaTa BignosigHOCTI
ITanis; Bunyck €Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
cepii: [ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
. XodhdpmaHH-/15 pPEeYOBUHM (AKLLO 3a3HAYEHO Y A0CbE) - 3MiHA
Pow fltg, Ha3BW NnocTavyasibHVKa BUXigHOT CUPOBUHN (4-
LLiseiiuapis Chlorophenyl-boronic acid and 2,6-Difluoro-3-
(propane-1-sulfonylamino)-benzoic acid), wo
BMKOPVCTOBYETLCA A8 BUPOBGHMLTBA fito4ol
peuvoBuHM BemypadpeHiby. BupobHuua ginbHuus,
afpeca Ta yci BApO6HUMUI onepavii 3a/mwarTbes
He3miHHMMK. [litova pegakuis: Euticals SAS,
France. MNponoHoBaHa pegakuis: Curia France
SAS, France. BBefileHHS 3MiH NPOTArom 6-Tu
MicALIB MiCNsA 3aTBEPKEHHS.
84. | 30NALNEKC® | kancyna ans AcTpa3eHeka Benvka AcTpa3eHeka tOK Benuka BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis: 3a UA/4236/01/01
nigLWwkipHoro IOK Nimite, BpuTaHis NimiTen BpuTaHis 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
BBE/EeHHSA Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
MPOJIOHrOBaHOI Aji y3arasibHeH1X AaHux Npo cuctemy
no 3,6 mr; 1 kancyna thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
y Wwnpuu-ansikatopi npo cuctemy dpapmakoHarnsgy, amiHa
i3 3aXUCHUM YNOBHOB&XEHOI 0c06W, BiANOBIAaILHOI 3a
MexaHi3Mom; no 1 3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
LINpULYY B KOHBEPTI 3 dhapmakoHarnagy 3asBHvKa Ans 34iiCHEHHA
NPUKPINIEHNM thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
npanopLem- BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
aHoTadier 3 3fificHeHHs thapmakoHarnsagy (Bkioyarun
BOJIOTONOINMHAY0 KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
10 Karncynot; no 1 MacTep-chaiina cuctemu chapmakoHarnagy). 3miHa
KOHBepTY B YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
KapTOHHIli KopoobLi 3a hapmakoHarnsg,.
[itoya pegakuis: O-p MarHyc IcaHgep / Dr.
Magnus Ysander. [MponoHoBaHa pefakuis:
Gemma Jimenez Sese. 3MiHa KOHTAKTHUX JaHNX
YNOBHOBAXEHOT 0CO6M 3as1BHVKA, BifnoBiganbHOI
3a hapmakoHarnag. YTOUHEeHHS LWOAO Ha3Bu
KoMnMaHii, e 3Haxo4uTbCs MacTep-ain cucremu
thapmakoHarnsgy Ta 34iNCHIOETLCS OCHOBHA
LOiSbHICTE 3 dapMakoHarnsay.
85. | BOMNAAQEKC® | kancyna ans AcTpa3eHeka Benuka AcTtpa3eHeka FHOK Benvka BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/4236/01/02
nigLWwKipHoro HOK Nimite, BpuTaHis Nimiten BpuTaHis 3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom
BBE/EeHHSA Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
NPOJIOHIOBaHOT Aji y3arasibHeHnX AaHux Npo cuctemy
no 10,8 mr; 1

Kancynay wnpuu-

chapmakoHarnazy (BBEAEHHS y3arasibHEHNX JaHNX
npo cucTemy hapmakoHarnsgy, smMiHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
annikaTopi i3 YNOBHOB&XEHOI 0c06W, BiANOBIAA/ILHOI 3a
3aXUCHUM 3AilicHeHHA hapMakoHarnsagy; KOHTaKTHoOT ocobu 3
mexaHismom; no 1 thapmMakoHarnsgy 3asBHvKa AN 34iACHEHHS
LINpULY B KOHBEPTI 3 thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHaA
NPUKpINIeHnM BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
npanoplem- 3ailicHeHHs thapMakoHarnsay (BKiyaoum
aHoTadieto 3 KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
BOJ10rOMNOrnHa4yo MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
10 Karncysot; no 1 YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
KOHBEPTY B 3a (hapmakoHarnag.
KapTOHHIli KopooLi [itova pegakuis: O-p MarHyc IcaHgep / Dr.
Magnus Ysander. [MponoHoBaHa pegakuis:
Gemma Jimenez Sese. 3MiHa KOHTAKTHUX JaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA, BifnoBiganbHOI
3a hapmakoHarnag. YTO4UHeHHs LWoA0 Ha3BK
KOMnMaHii, e 3Haxo4uTbCs MacTep-ain cucremu
dhapmakoHarnsgy Ta 34iNCHI0ETLCS OCHOBHA
LiSbHICTL 3 dapMakoHarnsay.
86. | B0DEHO3UA, | TabneTkun, BKPUTI TOB "ACIHO YkpaiHa BMPOGHMLTBO, MopTyranis BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis: 3a UA/20921/01/01
NAiBKOBOIO YKPAIHA" nakyBaHHs, 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
o60n0oHkoto, no 30 KOHTPO/Ib AKOCTI Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr/12,5 mr; no 14 Ta BunycK cepii y3arasibHeH1X AaHux Npo cuctemy
Tabnetok y 6nictepi; niKapcbKoro hapmMakoHarnagy (BBeAeHHS y3araslbHeHUX JaHnUX
no 2 6nictepny 3acoby: npo cuctemy dpapmakoHarnsgy, amiHa
KapTOHHI/ navu,i Bnydapma - YNOBHOB&XEHOI 0c06W, BiANOBIAaILHOI 3a
IHaycTpia 3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
dapmachbHoTika, dhapmakoHarnagy 3asBHvKa Ans 34iiCHEHHA
C.A. thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-alina cuctemu hapMakoHarnisay) -
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6u
3as1BHVKA, BignoBiganbHOI 3a dhapmakoHarnsg
87. | IKEPB/C® Kpansi O4Hi, CaHTeH AT PiHNAHAIA BupobHuuTBO, dpaHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/17100/01/01
emynbcis, 1 mr/mn; KOHTPO/b AKOCTI, PiHnAHAIA 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii peyenmom
Ne30 (5x6): no 0,3 nepBuHHE Ta 3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
M/ B THOOUK- BTOPWHHE ab0 [0MyCTUMMX MEX, BCTAHOB/IEHUX Y
KpanenbHuui gns nakyBaHHs: crneungikalisx, nig yac BUPOOGHMLTBA FOTOBOrO
O HOKpaTHOro EKCENBbBIKEH, nikapcbKoro 3acoby (iHwWi 3MiHM). 3MiHa Mex
3acTocyBaHHs; no 5 $paHuisn; Bunyck 06’eMy HaMOBHEHHSA B NpoLeci BUPO6GHULITBA i3
TIOBUK-KpanenbH1Lb cepii: CaHTeH AT, 0,351-0,417 r po 0,30-0,36 .
y naMmiHoBaHOMy PiHNAHAIA;
antomiHieBoMy BTopvHHe
nakeTi, No 6 nakeTiB nakyBaHHs:
Y KapTOHHii kopobuj CEPBIMMAK,
PpaHuis
88. | 11MI0® Tabnetkn no 80 MPO.MEA.LIC Yecbka BMPOBGHMUTBO 3a Yecbka BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/20620/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
mr/2,5 mr; no 10 Mpara a.c. Pecny6nik NOBHUM LK/IOM: Pecny6nika/ | 3miHu | TNy - 3MiHK Woao 6e3nekn/eekTUBHOCTI peyenmom
Tabnetok y 6nictepi, a MPO.MEA.LIC LLiBeiiuapis Ta (papmakoHarnsgy. 3miHa yactotu ta/abo
no 3 a6o 10 Mpara a.c., TEPMiHiB NOAAHHSA PErysIipHO OHOBJ/IOBAHMX 3BITiB
6nicTepiB y Yecbka 3 6e3neku nikapcbknx 3acobiB - 3mMiHa YyacToTu Ta
KapTOHHY KOpPOOKY Pecnyb6nika; TEepPMiHIB NoJaHHA perynsipHO OHOB/IOBAHOIO 3BiTY
BUPOBHMLTBO in 3 6e3neku: [itoya pegakuis: Mogaetben
bulk, nepeuHHe i BiANOBiAHO Ao N. 2 rnasu 3 po3ainy V MNopsaaky
BTOPVHHE 3[jiCHEHHS1 hapMakoHarisay 3rigHo
nakyBaHHs, cTaHgapTHoro rpadiky. MNponoHoBaHa pefakuis:
KOHTPO/Tb AKOCTI YacToTa noAaHHs perynsipHo OHOB/IIOBAHOTO 3BITY
(XiMi4HWiA/i3NYHN 3 6e3nekun 5 pokis. KiHueBa gata AN BKIYEHHS
1 KOHTPO/b AaHunx go PO3B - 07.02.2026 p. [ata nogaHHs —
akocTi): CeiccKo 08.05.2026 p. PekomeHA0BaHO [0 3aTBEPMAXKEHHS
Cepsicec Arl', BiAMNOBIAHO A0 NEPIOANYHOCTI MOLAHHS PerynsipHo
LLiBeiiuapis OHOB/IOBaHMX 3BITIB 3 6€3MeKn Nikapcbknx 3acobis
y €EC
89. | IHBAH3® niocpinizat gna Mepk Wapn i LLBeiiuapi Hepo3gacoBaHa PpaHuia/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/9179/01/01
PO3UNHY NS iH'EKLiA Joym IOEA A npoaykKuis, Higepnangn | 3MiHu | Tuny - 3MiHn Wopo 6e3nekn/edeKTMBHOCTI peyenmom
no 1 r; 1 cknsHuiA 6X nepBuHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
dhnakoH y KapTOHHIl nakyBaHHs, y3arasibHeHUX JaHuX Npo cucTemy
KOpOO6L BTOPUHHE thapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
nakyBaHHs, npo cucTemy dpapmakoHarnsgy, amMiHa
KOHTPO/b Ta YMNOBHOBAaXEHOT 0co6M, BigNoBiganLHoI 3a
BMNYCK cepil: 3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
®APEBA thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHA
Mipa6ens, thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
PpaHuis; Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
BTOpPUHHE 3gjificHeHHs chapmakoHarnsgy (Bkioyarun
nakyBaHHs KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
(anbTepHaTMBHWIA macTtep-aiina cuctemu hapmakoHarnagy) 3miHa
BUPOGHWK): Mepk KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
Wapn i Joym B.B., BignoBigasibHOT 3a hapmakoHarnsag B Ykpaii
Higepnangm
90. | IHTEP®EPOH | po3uvH AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: - UA/20256/01/01
Allb®A-2B 3aMOpOXeHUIA 3MiHu | TUnYy - 3MiHKM 3 AKocTi. A®l. BUpo6HULTBO
N ANHA (cybeTaHuin) y (iHwWi 3miHKW) - B po3gini 3.2.S.2.3 KoHTponb
PEKOMBIHA h1aKoHax CKISAHUX 3 marepianis 41 TiamiHy rigpoxnopug,
HTHWIA ryMOBUMM

npobkamu, siki
3aKpUTI KpULLKaMm
aTlOMIHIEBUMMN 3
nNacTUKOBUMU
KoBMaykamu gns
thapmaueBTUYHOro
3aCTOCyBaHHs

3anpornoHoBaHO BUAAINTM YaCTUHY HE KPUTUYHIX
NoKa3HWKIB, SKi He MaloTb BMINBY Ha NPOBEAEHHS
KOHTPO/IH0 cyBCcTaHUil Ta Ha Ti KiHLEeBY SKICTb.
3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.
3miHa y meTodax BunpobysaHHs A®| abo
BUXiAHOIO MaTepiany/npomixxHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWwi 3MiHM y MmeTodax
BUMNPOOYBaHHA (BK/TIOHa0UM 3aMiHy abo
[0noBHEHHS) APl abo BMXiAHOTO/NPOMIXHOrO
npoaykTy) - [laHo 3MiHOH 3anponoHOBaHO
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BHECEHHS a/IbTEPHATVNBHOI @aHaNTUYHOT METOAVKN
NS NPOBEEHHS KOHTPOSIO 38 NOKAa3HWKOM
«3anuwkosa [IHK wramy-npogyLeHTy»
91. | IHOAHPUKC cycnensia (DTPa- nakcoCmiTKns Benvka nakcoCmiTKnsiiH Benbrisi/ BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis: 3a UA/15832/01/01
INB XIb IPV) ans iv’exuii no H Ekcnopt BpuTaHis Bionompxikans PpaHuin 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuenmom
KOMBIHOBA | 0,5 mn (1 go3a) Ta Nimiteq C.A., benbrisa 3aci6. KOHTpOs1b rOTOBOrO NikapCbKoro 3acoby.
HA niogpinizaTt (Hib); (Bunyck cepii 3MiHa y MeToAax BUNpo6yBaHHS roTOBOro
BAKUVHA cycneHsia (DTPa- roToBOro nikapcbKoro 3acoby (iHLwi 3MiHM y MeTogax
ansa IPV) ans iv'exuin no NpPoayKTY); BMNPOGYBaHb (BK/IHOYaOUM 3amiHy abo
MPO®DINAKT 0,5mn (1 go3a) y nakcoCmiTKnsiiH [OMOBHEHHS)). 3MiHa cepii pedhepeHTHOT BakLyHN
KU nonepegHL0 Bionoaxikans, DTPa-IPV ons BU3HaYeHHs1 akTUBHOCTI aHTUreHIB
BUNDTEPII, HanoBHEHOMY ®paHujs kawwsioky (Potency Pa) 3 (SWNO720A06,
MPABLS, 0HOpPa30BOMY (PopmyBaHHS, AC20B024A/Q) Ha (SWNO720A37, AC20B429A).
KALLUTHOKY wnpuyi Ne 1y HanoBHEHHA B
(ALEENKONAP | komnnekTi 3 gBOMa winpu,
HUIA rofikamu Ta MapKyBaHHSA Ta
KOMMNOHEHT | niodinizat (Hib) y nakyBaHHs,
), dhnakoHi Ne 1, wo npoBefeHHA
noniomMieni 3MiLLyOTbCA nepes KOHTPO/O SKOCTI
TYTA BUKOPUCTAHHAM: NO DTPa-IPV
3AXBOPHOB 1 nonepefHbO KOMMOHEHT.
AHb, HanoBHEHOMY dopmMyBaHHS,
36YAHNKOM | ogHopa3oBomy HarnoBHeHHA Ta
AKX € LUINPULY Y KOMMNEKTI niodgpinizavis B
HAEMOPHIL 3 iBOMAa rofikamu Ta donakoHu,
us 1 chnakoHOM 3 MapKyBaHHSA Ta
INFLUENZAE | niodinizatom (Hib) y nakyBaHHs,
TNy B BaKyyMHiiA npoBeAeHHs

CTEpWUNbHIl
ynakosui; no 1
BaKyyMHiiA
CTEPW/IbHIN ynakoBLi
Y KapTOHHI kopobuj

KOHTPO/O AKOCTI
Hib komnoHeHT.
MapkyBaHHsa Ta
nakyBaHHs
roTOBOroO
NpoAyKTY);
nakcoCmiTKnsiiH
Bionomxikans
C.A., benbris
(HanoBHeHHs1 B
wnpuui,
MapKyBaHHS Ta
nakyBaHHs,
npoBefeHHs
KOHTPO/O AKOCTI
DTPa-IPV
KOMMOHEHT.
HanoBHeHHA Ta
niocpinizauin B
dhNakoHwu,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
MapKyBaHHS Ta
nakyBaHHS,
npoBefeHHs
KOHTPO/0 AKOCTI
Hib komMnoHeHT.
MapkyBaHHA Ta
nakyBaHHS
roToBOro
NPOoAyKTY)
92. | KAMIAEHT- renb Ansi poToBol TOBAPUCTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 6e3 UA/3310/01/01
340POB'A NOPOXHUHW, No 10 r 3 06MeXeHo 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuyenma
abo 20ry Ty6i; no 1 OBMEXEHOIO BiANOBIAA/LHICTIO Ta chapmakoHarnsagy (iHwi 3miHn). OHOBNEHHSA
Ty6i y KAPTOHHIl BIANOBIAA/IBH "®apmaueBTnyHa TEKCTY MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
KopooLi ICTHO KOMnNaHis yNakoBOK NiKapCbKoro 3acoby, a came: - BUNy4YeHo
«KOPIMOPALIA "3popos'sa” iHhopMmaLito, 3a3HayYeHy pOoCINCbKOK MOBOID; -
«340POB’A» nepeHeceHo MKHapOHi MO3HAYEHHS OANHULb
BMMIPIOBaHHS; - YTOYHEHO IH(hOpMaLito LWoA0
NOroTuny 3asiBHMKa Ta TEXHIYHOI iHchopmawii; -
YTOYHEHO iHdhopMmaLito, sika BignoBigae iHCTPYKLiT
[N MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby;
- BHECEHO He3HauHi peAakLiliHi mpaBku No TeKCTy
MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH -
npoTsrom 6 MicsiliB micns 3aTBepapKeHHs!
93. | KAPBAMA3E | Tabnetku no 200 mr; TOB "ACIHO YkpaiHa TOB "®apma Ykpaiva BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/9471/01/01
MIH-®C no 10 Tabnetok y YKPAIHA" Crapt" 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 1, no 2, Ta thapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 5 a6o no 10 y3arasibHeHUX AaHux Npo cuctemy
6nicTepiB y thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
KapTOHHI nayui npo cuctemy papmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobm 3
dhapmakoHarnsgy 3asBHUKa A1a 3M4iCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-calina cuctemu papmakoHarnisgy) -
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHVKA, BigNOBiAa/IbHOI 3a dhapmakoHarnsg
94. | KAPBOMJIAT | KOHUeHTpaT ans EBEBE ®apma ABCTpIst BUNYCK cepil: ABCTpIst BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/4960/01/01
VH "EBEBE" po34nHy Ans lec.m.6.X. Hor. EBEBE ®apma 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom | niosnsizae
iHdpysiii, 10 mr/mn; Kl ec.m.6.X. Hor. Ta hapmakoHarnsgy. 3MiHN y KopoTkili
no 5 mn (50 mr), abo KI, ABCTpisi; XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
no 15 mn (150 wmr), NOBHUIA LWKN MapKyBaHHA Ta IHCTPYKLii ANna Mefu4HOoro
abo no 45 mn (450 BMPOGHULTBA: 3aCTOCyBaHHS reHepuyYHUX/ribpuaHMX/6ionoaibHMX

mr), abo no 60 M

PAPEBA YHTepax

NiKapCbKNX 3ac06iB Nic/1 BHECEHHS TiEl camoi
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
(600 mr) y donakoHi; M6X, ABCTpis; 3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
no 1 donakoHy B KOHTpO/b cepil noTpebye Hafi@aHHs XOAHNX HOBUX A0AATKOBUX
KopoobLi (nopatkosi AaHnx). 3MiH1 BHECEHO A0 IHCTPYKLT A1
AinbHuui): Nlabop MeJMYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby y
NIC CE & Ko. KT, po3ain "3acTocyBaHHs y Nepios BariTHOCTi abo
HimeuyunHa; MM/ rogyBaHHs rpyaar” 3rigHo 3 indhopmadieto LWoao
Mikpob6ionoriwec MeZMYHOro 3aCToCyBaHHs pethepeHTHOro
Mptochnabop nikapcbkoro 3acoby (Carboplatin Kabi, 10 mg/ml
M6X, ABCTpis concentrate for solution for infusion). BBeaeHHs
3MiH NPOTSArom 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
95. | KAPBOM/IAT | KOHUeHTpaT ans EBEBE ®apma ABCTpis BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/4960/01/01
NH "EBEBE" PO34unHy Ans ec.m.6.X. Hdpr. EBEBE ®apma HimeuunHa 3MiHun | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
iHdpy3ii, 10 mr/mMn no Kr lec.m.6.X. Hdor. Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
5 mn (50 mr), a6o no KI, ABCTpis; y3ara/ibHeHNX AaHux npo cuctemy
15 mn (150 wmr), abo NOBHUIA LMK hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
no 45 mn (450 wr), BMPOGHMLTBA: npo cuctemy chapmakoHarnsgy, amMiHa
a6o no 60 mn (600 PAPEBA YHTepax YNOBHOBAaXEHOT 0CO6M, BigNoBiganLHOI 3a
Mr) y chnakoHi; no 1 M6X, ABCTpis; 3[iiCHEHHS hapMakoHarisay; KOHTaKTHOI 0cobu 3
chnakoHy B KOpOO6Li KOHTpO/b cepii thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHS
(mopatkosi thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
AinbHuu): Nlabop Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
JNIC CE & Ko. KT, 3gificHeHHs chapmakoHarnsgy (Bkioyarun
HimeuuuHa; MM KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
Mikpo6ionoriwec mMacTep-haiina cuctemm hapmakoHarnsgy) -
Mptodhrnabop 3MiHa YNOBHOBaXEHOI 0CO6U 3asiBHUKA,
'M6X, ABCTpist BignoBiganbHOI 3a hapmakoHarnsag. Aivoya
pegakuisi: Juergen Maares / KOpreH Maapec.
MponoHoBaHa pepakuis: Kotal Mohamed Ali /
Kotan Moxamep, Ani. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOB&XeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI
3a papmakoHarnsg
96. | KACMO®YHrI | nopowok ans TOB "ACIHO YkpaiHa BUPOBHMLTBO, HimeuuunHa/ BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/20924/01/01
H ACIHO KOHLeHTpaTy ans YKPAIHA" nakyBaHHs, NaTtBis 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
PO34nHyY Ans KOHTPO/b AKOCTI Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
iHdpysiid, 50 mr; no Ta BUNYCK cepiit: y3ara/ibHeHNX AaHux Npo cuctemy
50 mr y chnakoHi; no BAI Xeanc Kea thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
1 chnakoHy y M6X, HimeuunHa; npo cuctemy dpapmakoHarnsgy, amiHa
KapTOHHI nayw,i KOHTPOb AKOCTI: YNOBHOBaXEHOT 0C06M, BignoBigansLHoi 3a
TOB "dapmiges”, 3fiicCHEeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
NartBis; KOHTPONb dhapmakoHarnsgy 3asaBHUKa A1a 3A4iRCHEHHS
AKOCTi: BioXim thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
NabopaTtopis Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
6ionoriyHoro Ta 3aificHeHHs chapmakoHarnsgy (Bkiyarun
XiMiYHOrO aHanisy, KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
HimeuunHa mMacTtep-aiina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXXEHOI 0CObM
3as1BHVKA, BigNoBiganbLHOI 3a chapMakoHarnsg.
97. | KATAPIA rpaHynu no 4,0 r/5,6 TOB YKpaiHa Kycym Xentxkep IHgis BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: - UA/21108/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
r; in bulk: Ne 1500 «NEA®APM Met 14 3MiHK 3 SKOCTi. F0TOBMIA NiKapCbKuii 3aci6.
(1x1500) cawe: no NT0» CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6.
5,6 1 rpaHyn B calle; 3MiHa po3Mipy ynakoBKv roTOBOro NiKapCbKoro
no 1500 cawe B 3aco06y (iHWi 3MiHN) - BBEAEHHS 404ATKOBOI
KapTOHHI kopobuy; ynakoBku y dpopmi in bulk y 3B'A3Ky 3 BUPOGHNYOIO
in bulk: Ne 800 HeOoOXiAHICTIO
(1x800) cawe: no
5,6 r rpaHyn B calle;
no 800 cawe B
KapPTOHHIn Kopobui
98. | KATAPIA rpaHynu no 4,0 r/5,6 TOB YkpaiHa Kycym Xentxkep IHAis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/12090/01/01
r; no 5,6 r rpaHyn B «NEA®APM Met 14 3MiHK 3 SKOCTi. FoTOBMIA NiKapCbkuii 3aci6. peyenma
calle; no 6 cawe B NTO» CuricTeMa KoHTelHep/3akynoproBasibHUIA 3aci6.
KapTOHHI Kopo6Lyi 3MiHa po3Mipy ynakoBKv roTOBOro NikapcbKoro
3ac006y (iHWi 3MiHN) - BBEAEHHA 40AATKOBOI
ynakoBku y dpopmi in bulk y 3B'A3Ky 3 BUPOGHMYOIO
HEOOXiAHICTIO
99. | KBETUPOH® | Tabnetku TOB "ACIHO YkpaiHa BMPOGHMLTBO, pevys BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/18040/01/01
XR ACIHO NPOJIOHIOBaHOT Aji YKPAIHA" nakyBaHHs, 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
no 50 mr, no 10 KOHTPO/Ib AKOCTI Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
TabneTok y 6nictepi; Ta BMNYCK cepii: y3araJibHeHNX AaHuX Npo cucTemy
no 3 abo no 6 PAPMATEH thapmakoHarnagy (BBe4eHHS y3araslbHeHUX JaHnX
6nictepis B IHTEPHELLHN npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIN navui C.A. YNOBHOBaXEHOT 0CO6MU, BigNoBigabHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmMakoHarnsgy 3asBHvka AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHH
MacTep-chaiina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXEHOI 0Cobm
3asBHVKa, BifNoBigaNbHOI 3a hapmakoHarnsg.
100. | KBETUPOH® | Tabnetku TOB "ACIHO YkpaiHa BMPOGHULITBO, peuis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/18040/01/02
XR ACIHO NPOIOHIOBaHOT Aji YKPAIHA" nakyBaHHs, 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom

no 150 mr, no 10
TabneTok y 6nictepi;
no 3 a6o no 6
6nictepiB B
KapTOHHIN nayui

KOHTPO/b AKOCTI
Ta BUNYCK cepil:
PAPMATEH
IHTEPHELUHN
C.A.

Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHuX Mpo cucTemy
hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXXeHOT 0cobw, BigNoBifanbHOI 3a
3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3[ilicCHEHHST chapMakoHarnsay (Bkarvaroum
KOHTaKTHI AaHi) Ta/abo 3MiHU Y pO3MiLLLeHHi
MacTep-caiina cuctemu chapmakoHarnagy). 3miHa
KOHTaKTHUX [JaHVX YOBHOBaXXEHOI 0CO6M
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3as1BHMKA, BignoBigaabHOI 3a chapMakoHarnsag.
101. | KBETUPOH® | Tabnetku TOB "ACIHO YkpaiHa BUPOBHULTBO, peuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/18040/01/03
XR ACIHO MPOIOHTOBaHOT Aji YKPAIHA" nakyBaHHs, 3MiHun | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
no 300 mr, no 10 KOHTPO/Ib SKOCTI Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
Tabnetok y 6nictepi; Ta BUNYCK cepil: y3ara/ibHeHNX AaHux npo cuctemy
no 3 abo no 6 PAPMATEH hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
6nicTepis B IHTEPHELUHN npo cuctemy chapmakoHarnsgy, smMiHa
KapTOHHI naywi C.A. YMNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gjificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-haiina cuctemm papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YOBHOBaXXEHOI 0CO6M
3as1BHVKA, BigNoBiganbHOI 3a chapmMakoHarnsag.
102. | KBETIMIH TabneTku, BKpUTI dapmacaiiHc Kanaga dapmacaiiHc IHK. Kanaga BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a He UA/12146/01/01
o060n0oHkoto, no 25 IHK. 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii peyenmom | niosnsizae

Mmr; no 10 Tabnetok
y 6nicTepi; no 3
6nictepu B
KapTOHHIA KopobL;
no 100 TabneTok
abo no 500
TabneTok y
hnakoHax

3aci6. Cuctema KoHTeliHep/3akynoproBasibHuWi
3aci6. 3miHa y NepBWHHIi ynakoBLyi rOTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[lofaBaHHsA HOBOTO KOHTelHepa) - Teepai, M'ski Ta
HecTepw/bHi pigki nikapcbki opmMu - 3MiHN
BHECEeHO B po34inu "Ynakoska" Ta "TepMiH
NPUAATHOCTI" B iIHCTPYKLitO ANS MeANYHOr0
3aCTOCyBaHHSA y 3B'A3Ky 3 BBEAEHHAM [0AATKOBOro
BUAY yNnakoBkv (thriakoHu) ons fo3yBaHb 25 Mr,
100 mr Ta 200 Mr Ta SiK Hac/ifoK 3aTBEPKEHHS
TEeKCTy MapKyBaHHs 404aTKOBMX YNaKoBOK
nikapcbkoro 3acoby. BeegeHHs foAaTkoBMX
ynakoBok (y dpnakoHax (HDPE) 3akynopeHux
kpuwkamm (PP)), a came: 25 mr: no 100 a6o no
500 TabneTok y hriakoHax. BBeeHHS 3MiH
NPOTArom 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3akynoproBabHuWii
3aci6. 3MiHa po3mipy ynakoBk1 roTOBOro
NiKapcbKoro 3acoby (3MiHa KiIbKOCTi 0ANHULb
(Hanpuknag TabneTok, aMmnyn TOLLO) B YNakoBLi:) -
3MiHa no3a giana3oHoM 3aTBepKeHNX po3MipiB
yMakoBKM - 3MiHM BHECEHO B pO3Ai/n "YnakoBka"
Ta "TepMiH NpuaaTHoOCTI" B IHCTPYKLitO A/1A
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby y
3B'AI3KY 3i 3MiHOK pO3Mipy ynakoBku (Mo3a
Jiana3oHOM 3aTBepXeHVX po3MipiB) Ta K
HacNifloK - 3aTBEPAKEHHSA TEKCTY MapKyBaHHSA
BiANOBIAHUX YNaKOBOK JlikapcbKoro 3acoby. Ak
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

HacnifoK, BHOCATLCS 3MiHW Y BigMOBigHI po3ainu
«YnakoBka» Ta «TepmiH npugarHocTi» MKA 113
(3aTBEpAXEHO: TEpMIH NpMAAaTHOCTI - 5 pokiB.
3anponoHoBaHo: TepMiH NpUAATHOCTI - y 6nicTepi
— 5 pokiB, y dhN1akoHi — 2 pokun). BBeeHHA 3MiH
NPOTArom 6-T1 MiCALLIB MiC/1A 3aTBEPKEHHS.

103.

KBETIMNIH

TabneTkn, BKpUTI
060/10HKO10, No 100
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI kopobuy;
no 100 TabneTok
a6o no 500
TabneTtok y
thnakoHax

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoproBasibHWi
3aci6. 3MiHa y NepBYHHIli ynakoBLji roTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[ofaBaHHsA HOBOrO KOHTelHepa) - Teepai, M'ski Ta
HecTepw/bHi pigki nikapcbki dopmMu - 3MiHK
BHECEHO B po34inn "Ynakoska" Ta "TepMiH
npuaaTHOCTI" B IHCTPYKLO ANS MEANYHOTO
3aCTOCyBaHHSA Y 3B'A3KY 3 BBEAEHHAM [04aTKOBOro
BUAY ynakoBku (thnakoHu) ons fo3yBaHb 25 Mr,
100 mr Ta 200 Mr Ta SiK HacnigoK 3aTBEPAKEHHS
TEKCTY MapKyBaHHS AOAATKOBUX YNakoBOK
nikapcbkoro 3acoby. BeegeHHs foAaTKoBMX
ynakoBok (y chnakoHax (HDPE) 3akynopeHux
Kpuwkamm (PP)), a came: 100 mr: no 100 a6o no
500 TabneTok y hriakoHax. BBefeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiC/IA 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoproBasibHuWi
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO
nikapcbKoro 3acoby (3MiHa KiNlbKOCTi 0AUHULLb
(Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) -
3miHa nosa fianasoHoM 3aTBEPAKEHNX PO3MIpIB
yMakoBKM - 3MiHM BHECEHO B pO3Zi/n "YnakoBka"
Ta "TepMiH NpuaaTHoOCTI" B IHCTPYKLitO A5
MEeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y
3B'AA3Ky 3i 3MIHOK PO3Mipy ynakoBku (no3a
Jiana3oHoOM 3aTBepXeHVX po3MipiB) Ta sK
HacCnifokK - 3aTBEPAKEHHS TEKCTY MapKyBaHHS
BiANOBIAHUX YNaKOBOK JliKapcbKoro 3acoby. Ak
HacnifoK, BHOCATLCSA 3MiHW Y BiANOBIAHI po3ainu
«Ynakoska» Ta «TepmiH npugatHocTi» MKA /13
(3aTBEpAXEHO: TEPMIH NpMAATHOCTI - 5 poKiB.
3anponoHoBaHo: TepMmiH NpuaaTHocTi - y 6aicTepi
— 5 pokis, y thnakoHi — 2 poku). BBegeHHsA 3MiH
NpPOTSArom 6-Tv MicsALiB Nic/1A 3aTBEPAKEHHS.

3a
peyenmom

He
nionsiecae

UA/12146/01/02

104.

KBETIMNIH

TabneTku, BKPUTI
0060/10HKOI0, N0 200
mr; no 10 Tabnetok
y 6nictepi; no 3
6nictepu B

dapmacaiiHc
IHK.

KaHaga

dapmacaiHc IHk.

KaHaga

BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3akynoproBabHuWii
3aci6. 3MiHa y NepBUHHIli ynakoBLji roTOBOro
NiKapCbKOro 3acoby (Tun KoHTeliHepa abo

3a
peuyenmom

He
nidnsieae

UA/12146/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI Kopo6L;
no 100 Tabnetok y
hnakoHax

[0faBaHHsA HOBOrO KOHTelHepa) - TBepai, M'ski Ta
HecTepw/bHI piaki fikapcbki doopmMu - 3MiHN
BHECEHO B po34inn "Ynakoska" Ta "TepMiH
npugaTHOCTI" B IHCTPYKLO AN MEANYHOTO

3aCTOCyBaHHSA Y 3B'A3KY 3 BBEAEHHAM [04aTKOBOro

BMAY YyNakoBku (thnakoHn) Ansa fosysaHb 25 Mr,
100 mr Ta 200 Mr Ta SIK HacnifoK 3aTBEPAKEHHS
TEKCTY MapKyBaHHSA A0AATKOBUX YNakoBOK
nikapcbkoro 3acoby. BeegeHHA A0AaTKOBUX
ynakoBok (y cpnakoHax (HDPE) 3akynopeHux

Kpuwkamu (PP)), a came: 200 mr: no 100 TabneTok
y thnakoHax. BBefeHHs 3MiH NpOTArom 6-1n

MicAUiB nicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK

3 AKocTi. FoTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa
PO3Mipy YNakoBKu roTOBOro /ikapcbKoro 3acoby
(3MiHa KiNbKOCTI oanHULL (Hanpuknag TabneTok,
amnyn TOLLO0) B ynakosLi:) - 3MiHa nosa
[AianasoHOM 3aTBEepKEHNX PO3MIpIB YNaKoBKM -
3MiHV BHeceHo B po3inu "Ynakoska" 1a "TepMiH
npugaTHoCTI" B IHCTPYKLO AN MEAUYHOrOo
3aCTOCYBaHHS NiKapCbKoro 3acoby y 3B'A3Ky 3i
3MiHOI PO3MipY ynakoBku (No3a Aiana3oHoM
3aTBEPMKEHNX PO3MIpPIB) Ta AK HACNIAOK -
3aTBEPMKEHHSA TEKCTY MapKyBaHHSA BifNoBigHNX
yNakoBOK JlikapCbKoro 3acoby. BeegeHHs 3MiH
NpoTArom 6-T1 MiCALIB NicNa 3aTBepPMAXEHHS. AK
HacnifoK, BHOCATLCS 3MiHW Y BigMOBigHI po3ainu
«YnakoBka» Ta «TepmiH npugarHocTi» MKA 113
(3aTBEpAXEHO: TEpMIH NpMAAaTHOCTI - 5 pokiB.
3anponoHoBaHo: TepMiH NpUAAaTHOCTI - y 6nicTepi
— 5 pokiB, y dhN1akoHi — 2 pokun). BBeeHHA 3MiH
NpPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.

105.

KBETIMNIH

TabneTkn, BKpUTI
060/10HKO10, No 300
mr; no 100 Ta6neTok
y thnakoHax

dapmacaiiHc
IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoproBasibHWi
3aci6. 3MiHa y NepBYHHIli ynakoBLji roTOBOro
nikapcbKoro 3acoby (Tvn KoHTelHepa abo
[ofaBaHHsA HOBOrO KOHTelHepa) - Teepai, M'ski Ta
HecTepw/bHi pigki nikapcbki dopmMu - 3MiHK
BHECEHO B po34inn "Ynakoska" Ta "TepMiH
npuaaTHOCTI" B IHCTPYKLO ANS MEANYHOTO
3aCTOCyBaHHSA Y 3B'A3KY 3 BBEAEHHAM [04aTKOBOro
BUAY ynakoBku (thrnakoHu) ons fo3yBaHb 25 Mr,
100 mr Ta 200 mr. BBefieHHA A0AaTKOBUX
ynakoBok (y cpnakoHax (HDPE) 3akynopeHux
Kpuwkamm (PP)), a came: 25 mr: no 100 a6o no
500 Tabnetok y donakoHax; 100 mr: no 100 a6o no

3a
peyenmom

He
nionsiecae

UA/12146/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

500 Tabnetok y donakoHax; 200 mr: no 100
TabneTok y hnakoHax. B go3ysaHHs no 300 mr
3MiHU He BHOCATbCSA. LA f03a BXe BUNYCKAETbCA Y
thnakoHax (HDPE) 3akynopeHux kpuwikamu (PP).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHui 3aci6. 3MiHa
PO3Mipy YNakoBKu roToBOro fikapcbKoro 3acoby
(3MiHa KifIbKOCTi 0AVHMLE (Hanpuknag TabneTok,
amny TOLLO) B ynakosLi) - 3miHa nosa
AianasoHoM 3aTBEPKEHNX PO3MIpIB YNaKoBKM -
3MiHU BHECeHO B po3ginu "Ynakoska" Ta "TepMiH
NpUAATHOCTI" B IHCTPYKLitO AN1S MeANYHOro
3aCTOCYBaHHS NikapCbKoro 3acoby y 3B'A3Ky 3i
3MIHOK PO3Mipy yrnakoBku (Mo3a gianasoHoMm
3aTBEepAKEHNX PO3MIpIB)

106.

KEPABOPT

Kpem 5 %, no 250 mr
Kpemy B calue; no
12 a6o 24 cawey
KapTOHHI Kopo6Lyi

neHmapk
dapmMacbloTUKan
3 Jita.

IHais

"neHmapk
PapmacboTrKan3
nra.

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHn | TUnYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3acToCyBaHHA reHepuyHnx/ribpuaHmx/6ionoaibHnx
NiKapcbKNx 3acobiB Nic/1si BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHs XOAHNX HOBUX A0AATKOBMX
AaHnx). 3MiH1 BHECEHO A0 IHCTPYKLi A1
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ginu "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(wopo Hassm 6e3 3miHu kogy ATX),
"®apmakonoriyHi BiactuBocTi", "B3aemogis 3
HLWIMMK NikapCcbkMMK 3acob6amu Ta iHWi BUAn
B3aemogiin", "OcobamMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo roflyBaHHs
rpyaar”, "3aaTHicTb BNAMBATY HA LIBUAKICTb
peakLuii Npn KkepyBaHHi aBTOTPaHCNOPTOM abo
iHWKMMK MexaHi3mamMu®, "Cnocib 3acTocyBaHHS Ta
nosn", "Oitn" (yTouHeHHs iHdopmadii),
"Mepepo3ysaHHs", "Mo6iuHI peakwyji” 3rigHo 3
iHchopmauieto L1040 MeANYHOTO 3aCTOCYBaHHS
pediepeHTHOro fikapcbkoro 3acoby (AJIJAPA,
Kpem 5 %).

BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEpPKEHHS. 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHM). 3MiHV BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3gin "MobiyHi peakyii” Loa0 BAXNNBOCTI

3a
peyerimom

He
niossieae

UA/13581/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3BiTyBaHHS Npo No6iyHi peakuii. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALIB NiC/IA 3aTBEPAXKEHHS.
107. | KO- Tabnetku, 4 mr/1,25 MAT YkpaiHa BVMPOGHMLTBO MopTtyranis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: - UA/17441/01/01
MPEHENIA® wmr, in bulk: no 10 "KviBmegnpenap roTOBOI NiKapCbKOi 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii
Tabnetok y 6nictepi; ar" dhopMK, NepBuUHHE 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa po3mipy cepii
Ne6000 B kOpobLi Ta BTOPVHHE (BK/TIOYAKOUM fiana3oH po3mipy cepii) roToBoro
(no 10 Tabnetok y nakyBaHHs, nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepi; no 3 KOHTPONb cepil, NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM)
6nicTepy B Nayuj; no BWMNYCK Cepil: 36iNbLUEHEHHS PO3MIpY Cepil 418 NpoAyKLil in
200 navok y ATtnanTik ®apma bulk Bupo6HMuTBa Medinfar Manufacturing S.A.,
KopobLi) Mpopycbitoc MopTyrania - 450 kr (5 000 000 TabneTok no 4
dapmacbloTikac mr/1,25 wr). [itoya pegakuis: Po3mip cepii:
C.A., Noptyranis; Tabnetku no 4 mr/1,25 mr: Big 45,0 kr go 135 kr
BUPOGHMLTBO (Big 500 000 go 1 500 000 TabneTok).
roTOBOI NiKapCbKOi MponoHoBaHa pegakuis: Po3mip cepii: TabneTku
chopmu, NepBUHHE no 4 mr/1,25 wr: Big 45,0 kr go 135 kr (Big 500 000
Ta BTOPVHHE 0o 1 500 000 ta6netok); 450 kr (5 000 000
nakyBaHHs, TabneTtok) — As1a BUpo6HMKa Medinfar
KOHTpOnb cepii, Manufacturing S.A.
BUNYCK cepil:
MegiHdap
MaHyhakTypiHr
C.A., Moptyranis.
108. | KO- Tabnetku, 8 mMr/2,5 MAT Ykpaina BMPOGHMLTBO MopTtyranis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: - UA/17441/01/02
MPEHENIA® mr; in bulk: no 10 "Kuismegnpenap roToBOT NiKapCbKoi 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii
TabneTtok y 6nictepi; at" dhopmMK, NepBuUHHE 3aci6. 3MiHM y BUpO6HMLTBI. 3MiHa po3mipy cepii
Ne6000 B kopobLi Ta BTOPVHHE (BKIrOMAtOUM fiana3oH po3mipy cepii) roToBoro
(no 10 Tabnetok y nakyBaHHs, nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepi; no 3 KOHTPONb cepil, NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM)
6nicTepy B nayuj; no BWMNYCK Cepil: 36iNbLUEHEHHS PO3MIipy cepil A8 NpoAyKLii in
200 na4ok y ATnaHTik Papma bulk Bupo6HmuTBa Medinfar Manufacturing S.A.,
KopobLi) Mpopycbitoc MopTyranis - 450 kr (2 500 000 Ta6neTok no 8
dapmacbloTikac mr/2,5 mr). fditoya pegakuis: Po3mip cepii:
C.A., Moptyranis; Tabnetku no 8 mr/2,5 mr: Big 45,0 kr go 135 «kr (Big,
BUPOGHMLTBO 250 000 go 750 000 Tabnetok). NponoHoBaHa
rOTOBOI NiKapCbKOi pepakuis: Po3mip cepii: Tabnetku no 8 mr/2,5 mr:
dhopmMK, nNepBuUHHE Big 45,0 kr go 135 «kr (Big 250 000 go 750 000
Ta BTOPVHHE Tabnetok); 450 kr (2 500 000 TabneTok) — Ans
nakyBaHHs, BMpo6Huka Medinfar Manufacturing S.A.
KOHTPO/b cepil,
BUNYCK cepil:
MegiHdap
MaHydakTypiHr
C.A., Moptyranis.
109. | KO- Tabnetku, 4 mr/1,25 NAT YKpaina MAT MopTyranis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/17442/01/01
NMPEHENIA® mr; no 10 Tabnetok "KvuiBmegnpenap "Kuismegnpenapa 3MiHu | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCcbKuii peyenmom
y 6nicTepi; no 3 ar" T" (BUPOOHULTBO 3 3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii

6nicTepn y nayuj

npoaykuii in bulk

(BK/KOYAKOUM giana3oH po3Mipy cepii) roToBoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

ipMun-BUPOGHYMKa
ATnaHTiKk Papma
Mpopycbitoc
dapmacbloTikac
C.A., MopTtyranis
a6o MegjiHchap
MaHythakTypiHr
C.A., MopTtyranis)

nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -
36iNbLUEeHEHHs po3Mipy cepii gna M3
BMpo6HMUTBa Medinfar Manufacturing S.A.,
Moptyrania - gnsa tabnetok no 4 mr/1,25 mr
(MapkyBaHHs Ta ynakoska 3 chopmu in bulk
BMpOGHMUTBA thipmn Medinfar Manufacturing S.A.,
MopTyranist) makcumasnbHUiA po3mip cepii 500 000
6nictepis, no 10 Tabnetok y 6nictepi. Aioua
pegakuis: Po3mip cepii /13 in bulk Tabnetkn no 4
mr/1,25 wr: Big 45,0 kr go 135 «kr (Big 500 000 go 1
500 000 Tabnetok). Po3mip cepii /13 3 popmu in
bulk Tabnetkn no 4 mr/1,25 mr: He Moxe
nepesyLLyBaTU MakCUManbHOr0 po3Mmipy napTii
150 000 6nicTepis, no 10 TabneToK y 6nicTepi.
MponoHoBaHa pepakuis: Po3mip cepii /13 in bulk
Tabnetku no 4 mr/1,25 wr: Big 45,0 kr go 135 kr
(8ig 500 000 o 1 500 000 TabneTok); 450 kr (5
000 000 TabneTtok) — Ans BupobHuka Medinfar
Manufacturing, S.A.; Po3mip cepii 13 3 chopmu in
bulk Tabnetkn no 4 mr/1,25 Mr: He Moxe
nepesyLLyBaT MakCUMasibHOTO PO3MIpy napTii
150 000 6nicTepis, no 10 TabneTok y 6nicTepi; He
MOXe NepeBULLYBaTU MaKCMMa/IbHOro PO3Mipy
napTii 500 000 6nicTepis, no 10 TabneTok y
6nictepi — ana BupobHrKa Medinfar Manufacturing
S.A.

110.

KO-
NMPEHENIA®

Tabnetku, 8 mr/2,5
Mmr; no 10 TabneTtok
y 6nicTepi; no 3
6nicTepy y navui

MAT
"KviBmegnpenap
ar

Ykpaina

NAT
"Knismegnpenapa
T" (BUpOOHMNLTBO 3

npoaykuii in bulk
hipMu-BUpobHMKA
ATnaHTiKk ®apma
Mpopycbitoc
dapmacbloTikac
C.A., MopTtyranis
abo MegiHdap
MaHydakTypiHr
C.A., Moptyranis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
(BK/THOHALOUM fiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbeHHs fo 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) -
36iNbLUEHEHHS po3Mipy cepii gnsa M3
Bupo6HMuTBa Medinfar Manufacturing S.A.,
MopTyranis - gna Tabnetok no 8 mr/2,5 mr
(MapkyBaHHs Ta ynakoBka 3 dpopmu in-bulk
BMpo6HMUTBa thipmun Medinfar Manufacturing S.A.,
MopTyranis) makcumasibHUiA po3mip cepii 250 000
6nicTepis, no 10 TabneTok y 6nicTepis. fitoua
pegakuis: Po3mip cepii /13 in bulk TabneTkn no 8
mr/2,5 mr: Big, 45,0 kr go 135 «r (Big 250 000 go
750 000 Tabnetok). Po3mip cepii /13 3 hopmu in
bulk Tabnetku no 8 mr/2,5 mr: He Moxe
nepesyLLyBaTy MakCMMasibHOro po3mipy naprtii 75
000 6nicTepis, no 10 TabneTok y 6ricTepi.
MponoHoBaHa pepakuis: Po3mip cepii 13 in bulk
Tabnetkun no 8 mr/2,5 mr: Big 45,0 kr Ao 135 «kr (Big,

3a
peyenmom

UA/17442/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

250 000 po 750 000 TabneTok); 450 kr (2 500 000
TabneTtok) — Ana BUpo6HrKa Medinfar
Manufacturing S.A.; Po3mip cepii /13 3 chopmu in
bulk, Tabnetkv no 8 mr/2,5 Mr: He moxe
nepesuLLyBaT MakCMMa/ibHOro po3mipy napTii 75
000 6nicTepis, no 10 TabneTok y 6nicTepi; He
MOXe NepeBuLLYyBaTN MaKCMMaslbHOro PO3Mipy
naptii 250 000 6nicTepis, no 10 TabneTok y
6nictepi —ans BupobHuka Medinfar Manufacturing
S.A.

111.

KOPIMPEH
1omMr/iomr

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKO0, 10
mr/10 wmr; no 14
TabneTtok y 6nictepi;
nol,2a6o4
6nictepu y
KapTOHHI Kopo6Lyi

Pekopparti
AineHg N1a

IpnaHgis

Pekoppari
IHpacTpia Ximvika e
dapmaceBTika
C.n.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminu | TUnYy - 3miHk 3 aKocTi. A®l. BupobHMLTBO.
3MiHa BUPOGHWMKa BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®l, abo 3miHa BUPOGHUKa
(BKTHOYatouM, Ae HeobXigHO, MicLe NPOBeAEHHS
KOHTPOO sIKOCTi) ADI (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakornei y 3aTBepKeHOMY A0ChE)(3MiHM A0
3axofiB, NoB'A3aHMX 3 KOHTponem A®l, a6o
[oAaBaHHA AifbHULI, Ae NPOBOANTLCA
KOHTPO/b/BMNpOGYBaHHS cepii) Ansa fo3yBaHHA 10
Mr/10Mr goaasaHHs AinbHuLi Lab Analysis Life
Science S.r.l., Via Europa, 5 - 27041 Casanova
Lonati (PV), Italy, o 3ailicHioe BXiAHWUIA KOHTPO/b
sakocTi AP| Enalapril maleate. 3miHu | Tuny - 3miHn
3 aKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTuMmX MeX,
BM3HaYeHUX y cneuudpikauisx Ha Adl, abo
BUXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BVIKOPMCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(8ONOBHEHHS cnevmdikaLii HOBUM NOKa3HNKOM
AKOCTI Ta BifMNoBigHMM METOA40M BUNPOOYBaHHS)
Ansa nosysaHHsa 10 Mr/10Mr fONOBHEHHS
cneuundikauii API Enalapril maleate (i
BMpo6HUuka Zhejiang Huahai) HoBMM nokasH1kom
«Particle size» Ta BignoBigHMM MeTo40M
BMNPOB6YBaHHA. 3MiHN | TMNy - 3MiHK 3 AKOCTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauiii
Ta/abo [ONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha Adl, abo BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTbLCS Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NokKasHuKa sIKOCTi (Hanpukiag,
BWYYEHHS 3acTapifioro nokasHuka)) ans
[o3yBaHHA 10 Mr/10Mr BUTyYEeHHS HE3HAYHOro
nokasHuka «Bulk density» i3 cnevumdikayii API
Enalapril maleate (Big Bupo6Hvka Dr. Reddy's).

3a
peyenmom

UA/11927/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3MmiHn | TUny - 3MiHm 3 axkocTi. A®l. KoHTponb AdI.

3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUeHuX y cnevudikavisx
Ha A®|, abo BMXigHWI/MPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuutea APl (BUyYeHHs
He3Ha4yHOro MoKasHuKa SIKOCTi (Hanpukiag,
BW/TyHYEHHS 3aCTapifioro nokasHvka)) anis
Ao3yBaHHA 10 Mr/10Mr BUNYYEHHS HE3HAYHOro
nokasHuka «Residual Solvents: Petroleum Ether
and Toluene» i3 cneuudikauii API Enalapril
maleate (Big Bupo6Huka Dr. Reddy’s). 3miHun |
TMny - 3MiHK 3 AkocTi. ADL. (iHwWwi 3mMiHK) Ans
[o3yBaHHA 10 Mr/10Mr BBEAEHHS OHOBIEHNX
po3ginis 3.2.S.4 (Applicant part) Ta 3.2.5.5
(Applicant part) gns API Enalapril maleate B
CTPYKTYpY fiocbe eCTD. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BUPOGHMKa ANsA fo3yBaHHA 10 Mr/10Mr nogaHHsA
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
€Bponeiicbkin hapmakonei CEP R1-CEP 2000-
053 rev 06 (3aTBepmpxeHo: R1-CEP 2000-053 rev
05) ana A®l eHananpun manear Bif yxe
3aTBepMxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China. 3minun | Tuny -
3MiHn 3 akocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeinchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BignoBigHOCTI €Bponelickkili hapmakonel) -
OHOBNeHW cepTUdikaT Bif, y)xe 3aTBEPAXEHOr0
BUPOGHMKa ANsA fo3yBaHHA 10 Mr/10Mr nogaHHsA

OHOBJ/IEHOrO cepTudikara BifnoBigHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
€Bponelicbkin hapmakonei CEP 2000-053 rev 07
onsa A®l eHananpwn manear Bif yxe
3aTBepAXeHoro Bupo6bHvka Zhejiang Huahai
Pharmaceutical Co., Ltd., China
112. | KOPINPEH TabneTku, BKPUTI Pekopparti Ipnangis Pekoppari ITanis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/11927/01/02
20Mr/iomMmr N/1iBKOBOIO Aineng Ntg IHpacTpia Ximika e 3MmiHu | TUnYy - 3miHk 3 sKocTi. A®l. Bupo6bHMLTBO. peyenmom

o6onoHkoto, 20
Mr/10 mr; no 14
TabneTtok y 6nictepi,
nol, 2 a6o 4
6nictepu y
KapTOHHIli Kopoobui

dapmaceBTika
C.n.A.

3MiHa BUPOGHWMKa BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®l, abo 3miHa BUPOGHUKa
(BKTHOYatouM, fe HeobXigHO, MicLe NPOBeAEHHS
KOHTPOIO SIKOCTi) AdI (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponelichbkii
thapmakornei y 3aTBepKeHOMY A0ChE)(3MiHM A0
3axofiB, NoB'A3aHMX 3 KOHTponem A®l, a6o
[0AaBaHHA AifbHULI, Ae NPoBOANTLCSA
KOHTPO/b/BMNpOGYBaHHS cepii) Ansa fo3yBaHHA 20
Mr/10Mr gogasaHHs AinbHuLi Lab Analysis Life
Science S.r.l., Via Europa, 5 - 27041 Casanova
Lonati (PV), Italy, o 3ailicHioe BXiAHWUIA KOHTPO/b
sakocTi AP| Enalapril maleate. 3miHu | Tuny - 3miHn
3 aKocTi. A®l. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTMMUX MEX,
BM3HaYeHUX y cneuudikauisx Ha Adl, abo
BUXIAHWIA/NPOMDKHMIA NpoAyKT/pearexT, Lo
BVIKOPMCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(4ONOBHEHHS cneumdikaLii HOBUM NOKa3HNKOM
AKOCTI Ta BifMNoBigHMM METOA40M BUNPOOYBaHHS)
ansa fosysaHHsa 20 Mr/10Mr fONOBHEHHS
crneuundikauii API Enalapril maleate (i
BMpo6HUka Zhejiang Huahai) HoBMM nokasH1kom
«Particle size» 3 BignoBigHNM MeTOA0M
BMNPOBYBaHHA. 3MiHN | TMNy - 3MiHK 3 SKOCTi. AdDI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauiii
Ta/abo [ONyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisix Ha Adl, a6o BMXigHWUA/NPOMKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTbLCS Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NokKasHuKa IKOCTi (Hanpukiag,
BWYYEHHS 3aCcTapifioro nokasHuka)) ans
[o3yBaHHA 20 Mr/10Mr BUYyYEHHS HE3HAYHOro
nokasHuka «Bulk density» i3 cnevumdikayii API
Enalapril maleate (ig Bupo6Huka Dr. Reddy'’s).
3MiHu | TURYy - 3MiHK 3 aKkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuucpikauii Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHMX y cnevudikavisx
Ha A®|, abo BUXigHWI/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y
npoueci BupobHuutea APl (BuyyeHHs
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PeecmpayjitiHa npoyedypa

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

He3Ha4YHOro MoKasHMKa SIKOCTi (HaanKna,q

Bionycky

yBaHHs

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakosKa)

Brpo6HuMLTBO

Ynni

BW/TyHYEHHS 3aCTapiforo nokasHvka)) anis
[o3yBaHHA 20 Mr/10Mr BUNYYEHHS HE3HAYHOro
nokasHuka «Residual Solvents: Petroleum Ether
and Toluene» i3 cneuudikauii AP Enalapril
maleate (Big Bupo6Huka Dr. Reddy’s). 3miHun |
TMny - 3MiHK 3 AKkocTi. ADL. (iHwWwi 3mMiHK) Ans
[o3yBaHHA 20 Mr/10Mr BBEAEHHS OHOBIEHNX
po3ginis 3.2.S.4 (Applicant part) Ta 3.2.5.5
(Applicant part) gns API Enalapril maleate B
CTPYKTYpY fiocbe eCTD. 3MiHu | Tuny - 3miHn 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BW/yYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns Adl; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BifnoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdikaT Bif, y)xe 3aTBEPAKEHOr0
BUPOGHUKa ANsA fo3yBaHHA 20 Mr/10Mr nogaHHsA
OHOBJ/IEHOrO cepTudikarta BiAnoBigHOCTI
€Bponeiicbkin hapmakonei CEP R1-CEP 2000-
053 rev 06 (3atBepmxeHo: R1-CEP 2000-053 rev
05) ana A®l eHananpun manear Bif yxe
3aTBepmxeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China. 3minu | Tuny -
3MiHn 3 akocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BigNoBigHOCTI EBpoONenchkiii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudikara BifnosigHOCTi a6o
BW/yYEHHS cepTudikaTta BifnoBigHOCTI
€Bponeiickkili hapmakonei: gns A®l; ons
BUXiQHOTO MaTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNULTBI
A®I; oA fonoMiXHOT pevyoBuHY (cepTudpikat
BignoBigHOCTI €Bponelickkili hapmakonel) -
OHOBReHW cepTUdiKaT Bif, y)Xe 3aTBEPAXEHOr0
BUPOGHUKa ANsA fo3yBaHHA 20 Mr/10Mr nogaHHsA
OHOBJ/IEHOrO cepTudikarta BiAnoBigHOCTI
€Bponelicbkin hapmakonei CEP 2000-053 rev 07
(3aTBepmxeHo: R1-CEP 2000-053 rev 06) ans Adl
eHananpun mManear Bif y)xe 3aTBepKeHoro
BMpo6HuKa Zhejiang Huahai Pharmaceutical Co.,
Ltd., China

BHECEHHS 3MiH [10 peecTpaLjiiHiX maTepianis:

3a

UA/20362/01/01

TabneTkn, BKPUTI

Mictpan Kenitan AHrnis

113.

KOPCABAN
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
M/1iBKOBOIO MeHemKMeHT roTOBOI NiKapCbKOI 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKOI0, M0 24 Nimiten dhopmMK, NepBuUHHA Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(u) o
Mmr/26 mr, no 7 Ta BTOpPUHHA 3060B'A3aHb Ta YMOB BUAaui peectpauiiHoro
TabneTok y 6nictepi; ynakoBka, NocBiAYEHHS, BKoYaroun MnaH ynpaeniHHA
no 4 6nictepny KOHTPONb cepil, pu3nKamMm (3aCTOCYBaHHS TEKCTY, AKUi
KapTOHHI nayui abo BUMNYCK Cepil: NOrofKEHWI 3 KOMMETEHTHUM OPraHoMm).
no 14 tabnetok y CiHTOH Yuni NiTga 3aABHMKOM HaJaHO OHOBJIeHW MNNaH ynpas/iiHHA
6nicTepi; no 2 pusmkamm, sepcis 1.0. 3mMiHM BHeceHOo A0 YacTuH |
6nicTepy y KaTOHHIN «3arasibHa iHghopmavis», I «Cneumdikayis 3
nauui 6e3nekn» (CVII, CVIII), V «3axoan 3 MiHiMi3aw,i
pu3ukiB», VI «Pe3tome nnaHy ynpasniHHA
pusvkamun» VII «[logaTtkn», BignosigHo o EU
RMP Bepcis 9.0 pedpepeHTHOro nikapcbKoro
3acoby ENTRESTO (15.11.2024), 3rigH0o BUMOT [0
IHTerposaHoro cpopmary MYP (Rev.2.0.1
accompanying GVP Module V Rev.2, Human
Medicines Evaluation Guidance on the format of
the risk management plan (RMP) in the EU — in
integrated format), y 38’13ky 3 HEOOXIAHICTIO
OLiHKM edeKTUBHOCTI A0AATKOBUX 3aC06iB 3
MiHimi3aLii pusukis. Pestome MnaHy ynpasniHHA
pusnkamum UA 1,0 fogaetbes.
114. | KOPCABAN TabneTku, BKPUTI Mictpan Kenitan AHrnis Bupo6bHuuTBO Unni BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/20362/01/02
NAiBKOBOIO MeHeKMeHT roTOBOT NiKapCbKoi 3MiHun | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
o6onoHkoto, 49 Nimiteq chopmu, NepBrMHHA Ta chapmakoHarnsgy. BHeceHHst abo 3miHa(n) oo
mr/51 mr, no 7 Ta BTOPUHHA 3060B'A3aHb Ta YMOB BUaui peecTpauiiiHoro
TabneTok y 6nictepi; ynakoBka, nocBiAYeHHs, BKIoYaroun MnaxH ynpasniHHA
no 4 6nictepu y KOHTpOnb cepii, py3nKamMm (3aCTOCYBaHHS TEKCTY, AKUi
KapTOHHIl nayyi abo BUNYCK cepil: NOrofKeHnit 3 KOMMNETEHTHUM OpraHoMm).
no 14 tabnetok y CiHTOH Yuni Nitga 3aABHMKOM HaJaHO OHOBMeHW MNnaH ynpas/iHHA
6nicTepi; no 2 pu3nkamu, Bepcis 1.0. 3mMiHn BHeceHo 0 YacTuH |
6nicTepy y KaTOHHii «3arasibHa iHpopmauis», || «Cneyudikauis 3
nauui 6e3nekn» (CVII, CVIII), V «3axoan 3 MiHiMi3aw,i
pu3ukiB», VI «Pe3toMe nnaHy ynpaBiHHS
pusukamu» VII «[logatku», signosigHo o EU
RMP Bepcist 9.0 pechepeHTHOro nikapcbkoro
3acoby ENTRESTO (15.11.2024), 3rigHo BUMOr A0
IHTerposaHoro cpopmary MYP (Rev.2.0.1
accompanying GVP Module V Rev.2, Human
Medicines Evaluation Guidance on the format of
the risk management plan (RMP) in the EU — in
integrated format), y 38’3ky 3 HEOOXIAHICTIO
OLliHKV edDeKTUBHOCTI A0AATKOBMX 3ac06iB 3
MiHiMi3aLii pu3ukis. Pestome MNnaHy ynpasniHHA
pusnkamn UA 1,0 fofaeTbes.
115. | KOPCABAN TabneTku, BKpUTI MicTpan Kenitan AHrniA Brpo6HMUTBO YUnni BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/20362/01/03
NAiBKOBOIO MeHeKMEeHT roTOBOT NiKapcbKoi 3MiHu | TUnNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom

060/10HKOH0, M0 97

NlimiTeq

dhopmu, neperMHHA

Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(v) Ao
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
mr/103 wr; no 7 Ta BTOpPMHHA 30060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
TabneTok y 6nictepi; yrnakoBka, NocBiAYEHHS, BKOYatouy MNnaH ynpasiHHA
no 4 6nictepn y KOHTpONb cepii, pr3nkamm (3acToCyBaHHA TEKCTY, AKWIA
KapTOHHI nayyj abo BWMNYCK Cepii: NOroKeHni 3 KOMMETEHTHUM OpraHom).
no 14 tabnetok y CiHTOH Yuni NITaa 3asiBHUKOM HaJaHO OHOBJIEHWIA MnaH ynpaBniHHA
6nicTepi; no 2 pu3svkamm, Bepcis 1.0. 3mMiHn BHeceHo [0 YacTuH |
6nicTepy y KaToHHii «3arasibHa iHhopmauis», || «Crneumdikanis 3
nauui 6e3nekn» (CVII, CVIII), V «3axoan 3 MiHiMizaw,i
pu3ukiB», VI «Pe3tome nnaHy ynpasniiHHA
puisnkamu» VIl «[logatku», BignosigHo o EU
RMP Bepcist 9.0 pethepeHTHOro nikapcbkoro
3acoby ENTRESTO (15.11.2024), 3riaHo B/MOr A0
IHTerpoBaHoro dropmaty MYP (Rev.2.0.1
accompanying GVP Module V Rev.2, Human
Medicines Evaluation Guidance on the format of
the risk management plan (RMP) in the EU — in
integrated format), y 38’s13ky 3 HEO6XiAHICTIO
OLliHKV eddeKTUBHOCTI A0AATKOBMX 3acobiB 3
MiHimi3auii pusukis. Pestome MnaHy ynpasniHHA
pusnkamum UA 1,0 fofaeTtbes.
116. | NEBETUPALL, | Ttabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/20214/01/01
ETAM ACIHO | nniBkoBot YKPAIHA" Crapt" 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO0, NO 250 Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
mr, no 10 TabneTok y3arasibHeHNX AaHux npo cucTemy
y 6nicTepi, no 3 abo hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux
6 6nicTepiB y npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI/ nauui YNOBHOBAXEHOT 0CO6M, BigNoBiganbHOI 3a
3pificHEHHS hapMakoHars4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHuKa gna 34ilCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarisay) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobun
3a8BHMKA, BiANOBIA&/IbHOI 3a (hapmakoHarnsg
117. | NEBETUPALL, | Ttabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/20214/01/02
ETAM ACIHO | nniBkoBot YKPAIHA" Crapt" 3MiHu | TUnNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom

o60onoHkoto, no 500
mr, no 10 Tabnetok
y 6nictepi, no 3 abo
6 6nicTepiB y
KapTOHHI/ navw,i

Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnsagy (BBefileHHs y3araslbHeHuX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiiCHEHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHvKa 415 34iCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOI 0C06M, BigNoBiganLHOI 3a
34ificHeHHs chbapmakoHarnsgy (Bkayarym
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-halina cuctemu hapMakoHarnisay) -
3MiHa KOHTaKTHUX [aHnX YNOBHOBAXEHOI 0Co6u
3as1BHVIKA, BignoBiga/bHOI 3a dhapmakoHarnsg

118.

NEBOKINI3

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, Mo 250
Mr; no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

Aypob6iHao
Papwma /114

IHAis

AypobiHao Papma
Nimiteg — FOHIT VII

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3acToCyBaHHS reHepuyYHUX/ribpuaHMX/6ionoai6HMX
nNiKapcbKnx 3acobiB Nic/s BHECEHHS TiEl camol
3MiHM Ha pecthepeHTHWI1 NpenapaT (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX A0AATKOBUX
AaHunx). 3MiHW BHECEHO A0 IHCTPYKUiT ANns
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby ao
po3ginis "®apmMakonoriyHi BNacTueocTi",
"Moka3aHHs", "B3aemogis 3 iHLUUMW NiKapCbKMMU
3acobamu Ta iHWi BUAn B3aemogiii", "Oco6amBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta 4o3u",
"Oitn", "Mo6ivHi peakwii" BiaNoBIAHO A0
iHchopmawii pethepeHTHOro nikapcbKoro 3acoby
Tavanic film-coated tablets, 250, 500 mg.3miHu |
TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkili
XapaKTepuCcTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHVX BiANoBIAHO A0 MiaHy nejiatpudHmnx
pocnigmkenb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCcTOCyBaHHS NMikapCcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHhopMaLii woao 6e3nekn 3acTocyBaHHA Ajitoyoil
PEYOBUHM.

3a
peyenmom

He
nionsieae

UA/13743/01/01

119.

NEBOKIN3

TabneTkn, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, N0 250
Mr; no 5 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

Aypo6iHao
®apma /114,

IHAjA

Aypob6iHao ®apma
Nimiteq — HOHIT VII

IHAjsA

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTu1Li Nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,i 415 MeANYHOro
3aCTOCyBaHHS Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHSA
nikapcbkoro 3acoby B nmicaspeecTpaviiiHvin nepiog,

3a
peyenmom

He
nionsieae

UA/13743/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHuX BiANoBigHO A0 MaHy negiatpudHmnx
pocnigmkeds (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHO A0 [HCTPYKUii AN MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHA", "lMepeno3yBaHHs",
"Mo6ivHi peakui™ BigNOBIAHO O OHOB/IEHOT
iHhopmauii Lwoao 6e3nekn 3acTocyBaHHS Aito4oi
PeyoBUHN.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta (hapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnimxkeHb 3 6e3neKkn 3acTOCyBaHHS
nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHuX BiANoBigHO A0 MaHy negiatpudHmnx
pocnigmkeds (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHM BHECEHO A0 IHCTPYKUii ANns MeguyHoro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiAMNOBIAHO 4O OHOBMEHOT iHChopMaLi LWoa0
6e3nekn 3acTocyBaHHs fi040i Pe4YOBUHM.

120.

NEBOKIN3

TabneTkn, BKpUTI
N/1iBKOBOIO
00607/10HKOI0, N0 500
Mr; no 5 Tabnetok y
6nictepi; no 1
6nicTepy B
KapTOHHI Kopo6Lyi

Aypo6iHao
®apma /114,

IHais

Aypob6iHao ®apma
Nimiteq — HOHIT VII

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCYBaHHA reHepuyHuX/ribpuaHux/6ionogibHmx
niKapcbKux 3aco6iB nicns BHECEHHN Tiel camol
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HaflaHHs XXOAHNX HOBUX AOAATKOBUX
[aHnx). 3MiHM BHeceHo A0 IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BiacTneocTi”,
"MokaszaHHs", "B3aemogis 3 iHWMMU fiKkapCbKuMum
3acobamu Ta iHWi BUuAn B3aemogiii”, "Oco61mMBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n",
"[iTn", "Mo6iuHi peakuii" BiANOBIAHO A0
iHbopmawii pethepeHTHOro nikapcbKoro 3acoby
Tavanic film-coated tablets, 250, 500 mg.3miHu |
TUny - 3MiHK LWoAo 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi

3a
peyenmom

He
nionsiecae

UA/13743/01/02
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakosKa)

MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6€3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHuii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnX
pocnipkeHb (PIP) (3MiHY y3rookeHo 3
KOMMETEHTHUM YNOBHOB&XKEHNM OpraHoM). 3MiHu
BHECEHO A0 IHCTPYKUIii 4519 Mean4Horo
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHpopMauii Lwoao 6e3nekn 3acTocyBaHHS Ajtoyoi
PEYOoBUHM.

3a

He

UA/13743/01/02

121.

NEBOKIN3

TabneTkn, BKPUTI
MN/1iBKOBOIO
060/10HKO10, N0 500
Mmr; no 5 TabneTok y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

Aypo6iHao
®apma /114

IHais

Aypob6iHgo ®apma
Nimiteq — HOHIT VII

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MicTaBi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHUM YNOBHOB&XKEHNM OpraHoM). 3MiHu
BHECEHO A0 IHCTPYKUIii 4518 MeanyHoro
3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "lMepeao3yBaHHs",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHhopMaUii woao 6e3nekn 3acToCyBaHHA Ajitoyoil
PEeYOBUHM.
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCYBaHHA Ha MicTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
a60 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoMm)
3MiHM BHECEHO [0 IHCTPYKLii 41s MeanyHoro

3acToCyBaHHA NiKapcbKoro 3acoby [0 po3ainis

"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iyHI peakuii"

peyerimom

nionsieae




90

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHO O OHOBMEHOT iHhopMaLii Wwoao
6e3nekn 3acToCyBaHHS [il040T PEYOBUHW.
122. | NTEBOKOM TabneTtkn TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/7844/01/01
PETAPL NPOJIOHroBaHoI A, YKPAIHA" Crapt" 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
BKPWTI NNiBKOBOIO Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
o060n0oHkoto, 200 y3arasibHeHNx AaHnx npo cuctemy
mr/50 mr, no 10 thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
Tabnetok y 6nictepi; npo cuctemy papmakoHarnsgy, amiHa
no 3 aéo no 10 YNOBHOBAXEHOT 0CO6M, BigNoBiganLHOI 3a
6nicTepis B 3pificHEHHS hapMakoHars4y; KOHTaKTHOI 0cobu 3
KapTOHHIN nayui hapmakoHarnsgy 3asiBHUKa s 34iCHEHHS
hapmakoHarnagy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-caiina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOI 0cobm
3a8BHMKA, BiANOBIA&/IbHOI 3a (hapmakoHarnsg
123. | TIEBOMAK TabneTku, BKpUTI Makneopc IHAjA Makneogc IHAjsA BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/8637/01/02
NAiBKOBOIO PapmacboTuKan PapmacboTrKanc 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA NikapcbKuii peyernmom
o60onoHkoto, no 500 ¢ Nimitepq, Nimiteq 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa po3mipy cepii
Mr, no 5 TabneTok y (BKNKOYALOUM fiana3oH po3Mipy cepil) roToBoro
6nictepi, no 1 a6o nikapcbKoro 3acoby (36inbeHHs fo 10 pasis
no 2 6nictepu B MOPIBHSAHO i3 3aTBEPXEHUM PO3MIPOM) BBEAEHHSA
KapTOHHI ynakoBLi; [04aTKOBOro po3Mipy cepii nikapcbkoro 3acoby
no 5 tabneTtok y ons nosyeaHHA 500 mMr — 750 000 TabneTok.
6nicTepi, no 4 [itoua pepaxuis:
6nicTepu, 3'eAHaHUX Po3gin 3.2.P.3.2. Cknag Ha cepito
MiX coboto; no 5 [Ans posyBaHHA 500 mr: 110 000 TabneTok.
6nicTepis, 3'eAHaHUX lMponoHoBaHa pegakuis:
MiX co60t0 B Po3gin 3.2.P.3.2. Cknag Ha cepito
ynakosLi; no 10 [ns posysaHHA 500 mr: 110 000 Tabnetok; 750
TabneTok y 6nictepi, 000 Tabnetok
no 10 6nicTepis B
KapTOHHI ynakoBLi
124. | NEBO®JIOKC | po3uuH 415 iHQysii, AHaHTa Benvka €sponaiic IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/11383/01/01
AUVH 500 mr/100 mn, no Megikeap /114. BpuTaHis XenTtkeap IMBT. 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom
100 mny nra. Ta thapmakoHarnsagy. BHeceHHs abo 3mina(un) o

KOHTeliHepi; no 1
KOHTelHepy y
NONiBiHINX0PUAHINA
nniBLi B mavuj

3000B'A3aHb Ta YMOB BuJaui peecTpaujiiiHoro
NocCBiJYEHHS, BKOYatouy MNnaH ynpas/iHHA
pr3nkamm (3acToCyBaHHA TEKCTY, AKWI
NOroKeHN 3 KOMMETEHTHUM OpraHom).
3asBHMKOM HaaHO OHOBJIEHWIA MNNaH ynpas/iiHHA
pu3nkamm Bepcia 1.2 3MiHM BHECEHO A0 YacTuH: |
«3arasibHa iHthopmauis» || «Cneymdikauis 3
6e3neku» Il «MnaH 3 hapmakoHarnagy» V
«3axoau 3 MiHiMizauii pu3ukie» VI «Pestome nnaHy
ynpasAiHHA pusmkamm» VIl «JdogaTku» (goaartkm
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
2,3,10,11,12) y 3B’A3KY 3 OHOBJ/IEHHAM
cneuudikayii 3 6e3neku Ta JoAaBaHHAM
[04aTKOBMX 3aX0fiB 3 MiHIMi3aLil pusnkie. Pesiome
MnaHy ynpasniHHS pu3nkamu Bepcia 1.2
[0A3ETbCA.
125. | NEBO®/IOL, TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a He UA/2397/01/01
MH 250 MN/1iBKOBOIO YKPAIHA" Crapt" 3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | mniossi2ae
060/10HKO0, NO 250 Ta cpapmakoHarnsgy. 3mMiHu y KopoTkili
Mr, no 5 TabneTok y XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
6nicTepi; no 1 MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
6nictepy B 3acToCyBaHHA reHepu4HNx/ribpugHmx/6ionoaibHnx
KapTOHHIN navuj NiKapcbKnx 3acobiB Nic/1si BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHW npenapaT (3MiHa He
noTpebye HafilaHHS XOAHNX HOBUX A0AATKOBMX
AaHvx) 3MiHN BHECEHO A0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby B
po3ainu "OcobnBOCTi 3acTocyBaHHS", "MoOGIYHI
peakuii" 3rigHo 3 iHhopmaLi€elo Woao MeanyHoro
3aCTOCyBaHHA pethepeHTHOro NikapcbKoro 3acoby
(Tavanic®, film coated tablets, 500 mg) (eCTD
Bepcis 0005).
BBE/EHHS 3MiH NPOTAroM 6-T1 MicsAUIB micns
3aTBEPAKEHHS
126. | NEBO®/OL, TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/2397/01/01
NH 250 NAiBKOBOIO YKPAIHA" Crapt" 3MiHn | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO0, No 250 Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
Mr, no 5 TabneTok y y3arasibHeHVX AaHux Npo cuctemy
6nicTepi; no 1 thapmakoHarnagy (BBeAeHHs y3araslbHeHUX JaHnX
6nictepy B npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIN navui YNOBHOBaXEHOT 0CO6MU, BigNoBiganLHOI 3a
3AiicCHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvka AN 34iACHEHHS
hapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEHHi
MacTep-chaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXEHOI 0Cobm
3asBHVKa, BifnoBigaNbHOI 3a hapmakoHarnsg.
127. | NEBO®/OL, TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a He UA/2397/01/02
1H 500 nAiBKOBOIO YKPAIHA" Crapt"” 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nionsieae

o6onoHkoto, no 500
mr, no 5 a6o 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHIN nayui

Ta hapmakoHarnsgy. 3MiHM y KOpOTKii
XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHs Ta iHCTPYKLi 415 MeANYHOro
3aCTOCyBaHHS reHepuYHNX/ribpuaHnx/6ionoaibHnx
nikapcbKunx 3aco6iB nicns BHECEHHN Tiel camol
3MiHU Ha pedhepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHs XXOAHWUX HOBUX A0AATKOBUX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
AaHvx) 3MiHN BHECEHO [0 IHCTPYKLUi Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby B
po3ainu "OcobnBOCTi 3acTocyBaHHS", "M0OGIYHI
peakuii” 3rigHo 3 iHhopMaLi€elo Woa0 MeanyHOro
3acTocyBaHHA pehepeHTHOro NikapcbKoro 3acoby
(Tavanic®, film coated tablets, 500 mg) (eCTD
Bepcis 0005).
BBEJEHHS 3MiH NMPOTAroM 6-TW MicAUiB nicns
3aTBEPKEHHS
128. | NEBO®/OL, TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/2397/01/02
1H 500 NAiBKOBOIO YKPAIHA" Crapt" 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
o060n0Hkoto, no 500 Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr, no 5 a6o 10 y3arasibHeHUX JaHuX Npo cuctemy
Tabnetok y 6nictepi; hapmMakoHarnagy (BBe4eHHS y3araslbHeHUX JaHnUX
no 1 6nictepy B npo cuctemy papmakoHarnsgy, amiHa
KapTOHHI nayui YNOBHOB&XEHOI 0c06W, BiANOBIAaLHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarniagy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asiBHMKA, BignoBigasbHOI 3a chapMakoHarnsg.
129. | NIKCAPUT Tabnetky no 100 wmr; TOB "ACIHO YkpaiHa Na6opaTtopioc IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/17741/01/01
no 15 tabnetok y YKPAIHA" HopmoH, C.A. 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
6nicTepi; no 2 Ta thapmakoHarnsgy. BeegeHHs abo 3miHv oo
6nictepn y y3arasibHeHUX JaHnX Npo cucTemy
KapTOHHIN nauui thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobm 3
dhapmakoHarnsgy 3asBHUKa A1a 3M4iCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-calina cuctemu papmakoHarnisgy) -
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHVKA, BigNOBiAa/IbHOI 3a dhapmakoHarnsg
130. | NIM3EP kancysnu, no 10 Mera ABCTpasiis IHBEeHTIa Xesickea IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/6148/01/01
Kancysny cTpwni; no NavidhcaiieHcis nra TexHiyHa nomurika (3rigHo Hakazy MO3 Bif, peuyenmom
3 abo no 10 cTpunis (AscTpanis) Mri 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOT
Y KapTOHHIli KOpooL; NTp, NOMW/IKN, 3rigHo N.2.4. n.n. 4 po3giny VI Hakasy

no 14 kancyny
cTpvni; no 1 ctpuny
Y KAPTOHHIli Kopobui

MO3 Ykpainu Ne 426 Big 26.08.05 i3 3miHaMu y
3areepmxeHux MKA 13 B metoamui
BMNPOOGYBaHHS 3a NOKA3HUKOM «laeHTudikauis.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[Jomnepupaons» (meTog TLUX) B npurotyBaHHi
pyxomoi ha3un. 3a3HayeHe BUNpaB/eHHSA
BiAANOBigae MaTepianam peecTpauiiHoro Aocke, a
came po3sginy 3.2.P.5.2. AHaNiTUYHI METOAMKMN.
131. | NYKACT® TabneTku, BKPUTI Papma VoppaHis dapma VopaaHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/10555/01/01
NAiBKOBOIO IHTepHeLeHan IHTepHeLeHan 3MiHun | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
obonoHkoto, no 10 Komnawi Komnawi Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 10 TabneTok y3arasbHeHUX JaHuX Npo cucTemy
y 6nicTepi; no 3 thapmakoHarnsgy (BBefeHHs y3araslbHeHX JaHux
6nictepu y npo cuctemy chapmakoHarnsgy, amMiHa
KapTOHHIlA KOpooLi YNOBHOBA&XEHOT 0C06M, BigNoBigansLHoI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemu papMmakoHarnisay) -
3MiHa ynoBHOBaXKEHOT 0CO6U 3aABHUKA,
BignoBiganbHOI 3a hapmakoHarnsag. Aivoya
pepakuisi: Maysoon Belbisi. lMponoHoBaHa
pepakuis: Doaa Hassouneh. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHNIKA,
BiANOBIAaUIbHOI 3a hapmakoHarnsg. 3miHa
MicL,e3Hax0MKeHHs1 macTep-daiina cucremu
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI isifIbHOCTI 3 chapmakoHarnsgy
132. | MATHE-B6 ® TabneTku, BKpUTI TOB "Onenna YkpaiHa Brpo6HMLTBO 3a PpaHuia/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 6e3 UA/4130/01/01
AHTUCTPEC NAiBKOBOIO Xernckea NOBHUM LIMKNOM: YropLmHa YTOYHEHHA HaNUCaHHA yNakoBKM B Haka3i MO3 peyenma
06010Hkot0; Ne 60 Ykpaina" OMENNA Ykpainu Ne 1645 Big 30.10.2025 B npoueci
(20x3): no 20 XEJICKEA BHECEHHSA 3MiH (3MiHu | Tuny - 3MiHW 3 AKOCTI.
TabneTtok y 6nictepi; IHTEPHELLHN [oTOBWIA Nnikapcbkuii 3aci6. Cuctema
no 3 6nictepu B CAC, KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3MiHa
KapTOHHI KopobL; PpaHuis; PO3Mipy ynakoBKu roToBOro fikapcbKoro 3acoby

Ne 100 (20x5): no 20
TabneTok y 6nictepi;
no 5 6nictepis B
KapTOHHIli KopooLi

Brpo6HMLTBO 3a
MOBHUM LK/TIOM:
Onenna Xenckea
Xanrepi K.,
YropwuHa;

Mikpob6ionoriuHui
KOHTponb MN3:
EYPOAII XaHrepi
Nta., YropwuHa,;

Mikpo6ionoriuHumii
KOHTpoNb MN13:

(3miHa KiNbKOCTI oanHULL (Hanpuknag TabneTok,
amnyn TOLLO0) B ynakoBLi:) - 3MiHa nosa
Jiana3oHoM 3aTBepKeHNX PO3MIpiB YNakoBKW.
BBeneHHs foAaTKOBUX PO3MIpiB ynakoBku no 20
TabneTok y 6nictepi, no 5 6nicTepiB y KAPTOHHIN
KOpOoO6Li. 3MiHW BHECEHO B IHCTPYKLi0 4N1s
MeAMYHOro 3acTOoCyBaHHA NikapCbKoro 3acoby y
po34in «YnakoBka», K HaCNifoK — 3aTBEPAYKEHHS
TEKCTYy MapKyBaHHA A58 A0AATKOBOrO po3mipy
ynakoBKK NikapcbKoro 3acoby. BeeAeHHs 3MiH
NpOTAroM 6-Tn MICALIB MiCNA 3aTBEPMAKEHHS).
Pepakuis B Hakasi - Ne 60 (15x4): no 15 Tabnetok
y 6nicTepi; no 4 6nicTepun B KAPTOHHIA KOpoo6Li; No
60 (20x3): no 20 TabneTok y baictepi; no 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
XIHOIH 3aBog 6nicTepy B KapTOHHI kopobuij; Ne 100 (20x5): no
PapmaLeBTUYHNX 20 TabneTok y 6nicTepi; no 5 6nictepis B
Ta XiMiuHMX KapTOHHI kopobui. BipHa pegakuis - Ne 60
MpoaykTis (20x3): no 20 TabneTok y 6nictepi; no 3
Mpaiisit Ko. NiT4,, 6nicTepu B KapTOHHIi kopo6Li; Ne 100 (20x5):
MNignpuemctso Ne no 20 TabneTok y 6nictepi; no 5 6nictepis B
3 (MignpuemcTBo KapPTOHHil Kopoo6Lu,i.
B YaHikBesnbab),
YroplmHa
133. | MATHENIC TabneTku, BKPUTI TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 niosnsieae UA/20662/01/01
NAiBKOBOIO «[peacraBHUUT "ACTPAPAPM" 3miHa 3asBHuka /13 (MIBIM) (BnacHuka peyenma
o6onoHkoto; no 15 Bo BAYM ®APM peecTpauiiiHoro noceig4eHHs) (3rigHo Hakasy MO3
Tabnetok y 6nictepi; TMBX» Bif, 23.07.2015 Ne 460). 3MiHM BHECEHO B

no 4 6nictepay
KapTOHHIli KopoobLi

IHCTPYKL,ilO 415 MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby, a came: 4oAaHo po3ainm
«3asBHMK» Ta «MicLie3HaxoMKeHHA 3asBHMKa» Ta
AK HACNIAOK - Y Bi4NOBIAHI PO34iNn TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby.
TepMiH BBeEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBepMKEHHS. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHU). 3MiHW BHECEHO B TEKCT MapKyBaHHS
NepBUHHOT (MYHKTK 6) Ta BTOPUHHOT (MyHKTK 11,
17) ynakoBOK NiKapCbKOro 3acoby.

TepMiH BBelEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BBeeHHs1 ab0 3MiHW A0 y3arasibHeHUX AaHuX Npo
cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo cuctemy
thapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0ocobw,
Bi4NOBiga/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0CcO6M 3 thapMakoHarnsay 3asBHUKa
ONA 34iCHEeHHs dhapMakoHarnaay B YKpaiHi, SKLL0
BOHa BigMiHHa Bif, yNOBHOBaXeHO| 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapMmakoHarnsagy
(BKTHOYAIOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
pO3MiLLEeHHI MacTep-goaiisia cuctemm
hapmakoHarnsgy) (B.1.8. (a) IAHM)
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBIAabHOI 3a thapmakoHarnag. firoya
pepakuisi: LLoBkoBa IpuHa BaneHTuHiBHa.
MponoHoBaHa pepakuin: Bucoubka Onbra
IpuropisHa. 3MiHa KOHTaKTHWUX AaHNX
YMOBHOB&XeHOT 0c06M 3as1BHMKA, BignoBiganbHOT
3a (papmakoHarnsa. 3MiHa MicLe3HaxXoMKeHHs
mMacTep-haiina cuctemm papmakoHarnsgy Ta moro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Homepa. 3MiHa MicLs 34iiCHEHHST OCHOBHOT
AiSNIbHOCTI 3 chapmakoHarniagy.

134.

MAKCULOEKC
®

Kpansi ouHi, 1
mr/Ma; no 5 mny
hN1aKkoHi-
KpanenbHuui; no 1
chnakoHy-
KpanenbHuui B
KOpo6L,i 3 KapTOHY

HosapTic ®apma

Al

Lsenuapi
a

HosaprTic
MaHyhakTypiHr
HB

Benbris

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3miHu | TUny - 3MiHK 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHSA cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
AQ®l; ans BUxigHOro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCA Y BUPOOHUUTBI ADl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin papmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUPOOHWKa -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 1996-019-
Rev 08 (3aTBeppxeHo: R1-CEP 1996-019-Rev 07)
ana A®l gekcameTasoHy Bif, BXe 3aTBEpAKEHOrO
BMpOGHMKa Sanofi Chimie, ®paHuisi, ikuit 3MiHVB
Ha3By Ha EUROAPI FRANCE, ®paHuis

3a
peyenmom

UA/10812/01/01

135.

MEAAKCOH

MOPOLLIOK ANS
PO3UMHY A5t iH'EKLiN
no 1r; 10 dpnakoHis
3 MOPOLLKOM B
KapTOHHIli KopooLi

Mepokemi T[,

Kinp

BMPOGHULITBO 3a
NMOBHUM LK/IOM:
Megokewmi Jlimiteq,
Kinp;
BUPOGHMLTBO
roTOBOro
nNiKapcbKoro
3acoby, nepBrHHe
Ta BTOPVHHE
nakyBaHHS:
Megokemi (da IcT)
Kamnani flivites,
B’eTHam

Kinp/
B’eTHam

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis:
YTOUYHEHHS peecTpaLiiiHoro Homepa B Hakasi
MO3 Ykpainu Ne 1917 Big, 18.12.2025 B npoveci

BHECEHHSA 3MiH (3MiHM | TUNY - 3MiHW 3 AKOCTI.

[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa 6yab-
AKOT YaCTUHW matepiasly NepBUHHOI YNakoBKu, L0

He KOHTaKTYe 3 FOTOBUM NikapCbKMM 3aCO060M

(Hanpukiag Konip KpULLEYOK 3 KOHTPOIEM
NepLUOoro BiAKPUTTA, KONIP KOAOBUX Kislelb Ha
amnynax, KoHTeliHepa s rofok (pisHi Buan
nnactMacw) (3MiHa, sika BNAVBaE Ha KOPOTKY
XapakTepucTuKy nikapcbkoro 3acoby). flogaBaHHs
KpWLLIEYKM 3 KOHTPOMEM MEPLUOTO BiAKPUTTS (L0
He KOHTaKTYlTb 3 FOTOBMM NiKapCbKM 3ac060M).
TakoX BHOCATLCA YTOUHEHHA [0 po3Ainy
"YnakoBka" MKA /13. 3MiHV BHECEHO B IHCTPYKLLiIO
0151 MEANYHOTO 3aCTOCYBaHHS MiKapCbKOro 3acoby
y po3g4in "Ynakoska". BBefjeHHA 3MiH NpOTArom 6-
TV MicALiB Nicnsa 3aTBepMXeHHs). Pefakuis B
Hakasi - UA/7852/01/01. BipHa pepakuis -
UA/7582/01/01.

3a
peyenmom

UA/7582/01/01

136.

MEOOK/NAB

MOPOLLIOK ANs
PO3UMHY 415 iH'eKL,ilA
abo iHdysiid, 1 1/0,2
r; 10 chnakoHiB 3
MOPOLLUKOM Y

Megokemi T

Kinp

Megpokemi NimiTeq,

Kinp

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis:
3MiHM | TUny - 3MiHKn 3 AKocTi. CepTudiikaT
BignosigHocTi/I E-cepTudikar BignosigHoCTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOIO cepTudikata

3a
peyenmom

UA/4428/02/01




96

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakosKa)
KapTOHHI Kopo6Lyi

BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI APIl; Ans
[OMNOMDKHOT peyoBrHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBEpXEHOro BUPO6HUKa
noAaHHA OHOB/IEHOTO cepTudiikaTa BifnoBiAHOCTI
€poneiicbkin hapmakonei Ne CEP 2013-133 -
Rev 02 (3aTBepmkeHo: R1-CEP 2013-133 - Rev
01) pnsa A®l Potassium clavulanate, Sterile Big
3aTBepMAkeHoro BmpobHuka Zhuhai United
Laboratories Co., Ltd., Kutaii

UA/11738/01/02

137.

MEAOMNEHEM

NOPOLLIOK ANsA
PO3UNHY NS iH'EKLi
abo iHdysiino 1 r, 1
h/1aKoH 3 NOPOLLKOM
Y KapTOHHI kopobuj

Megpokemi T/,

Kinp

Megpokemi NimiTeq,

Kinp

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MmiHu | TUny - 3miHK 3 AkocTi. APl. CTabinbHICTb.
3MiHa nepiogy NOBTOPHUX BUNPOBYBaHb/Nepiosy

36epiraHHs abo ymoB 36epiraHHa Adl (3a
BiICYTHOCTI y 3aTBEp)XEHOMY [OCbE cepTudikaTa
BiAnoBiaHOCTI EBponeiickkilt hapmakonel, Lo
BK/1HOYA€E Nepios MOBTOPHOTO BUNPOGYBaHHS)
(nepiog, NoBTOPHOrO BUNPObyBaHHA/Mepios
36epiraHHs) - 36inbLUeHHs abo BBeAEHHS nepiogy
NMOBTOPHOrO BUNpobyBaHHsA/nepiogy 36epiraHHA Ha
OCHOBI pe3ynbTaTiB AOC/iKEHb Y peaslbHOMY Yaci
- BBE/IEHHS Nepiofy NOBTOPHOr0 BUNPOGYBaHHA 24
MicAUi NS fitovoi peyoBuHW MeponeHemy
TpurigpaTty - 3miHu | Trny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBPONENchbkili
thapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI a60
BWYYEHHS cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hapmakonei: gnsa A®l; ons
BUXIAHOrO MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBGHULTBI
A®I; ona 4ONOMIXKHOT peqyoBuHU (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
BunyueHHs cepTudikartis (3a HasBHOCTI
MynbTUNAETHOrO cepTudikata Ha matepian) -
BWIyYEHHS cepTudikaTa BifgnoBigHOCTI
€poneiicbkili thapmakonei Ne R1-CEP 2015-362 -
Rev 00 gns A®| MeponeHemy TpurigpaTy
BMpo6HUka Shandong Anhong Pharmaceutical
Co., Ltd., Kntaii - 3miHn | Trny - 3MiHW 3 SIKOCTI.
CepTtudpikaT BignosigHocTi/l E-cepTudpikart
BiANOBIAHOCTI EBponeiichbkili

thapmakonei/moHorpadii. NogaHHs HoBoro abo

3a
peyerimom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTIi abo
BWyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ans
BVXiHOrO Matepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS Y BUPOOHULTBI
A®I; ona AONOMIKHOT peqoBuHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei) -
HoBwuii cepTudpikat Bif BXe 3aTBEpPAXEHOr0
BMPOGHMKA - MOAaHHSA HOBOro cepTudiikata
BiANOBIAHOCTI EBponeiicbkin hapmakonei Ne RO-
CEP 2020-020 - Rev 01 (Ha 3amiHy nonepeaHbLoro
R1-CEP 2015-362 - Rev 00) gns A®|
MeponeHemy Tpurigparty Bif, 3aTBEPAXEHOI0
BMpo6Huka Shandong Anhong Pharmaceutical
Co., Ltd., Kutaii

138.

MEMOKC 10

TabneTkn, BKpUTI
NAiBKOBOIO
060n0HkKot0, No 10
mr; no 10 Tabnetok
y 6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHI nayui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”
(dbacyBaHHA Ta
nakyBaHHS 3
dopmu in bulk
dhipmu CiHTOH
Xicnanis, C.J1.,
IcnaHis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHuX npo cuctemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUka 415 34iNCHEHHs
thapmakoHarnagy B YkpaiHi, AKLL0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBigansLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CO6U
3asiBHMKA, BignoBigasbHOI 3a chapMakoHarnsg.

3a
peyenmom

UA/13188/01/01

139.

MEMOKC 20

TabneTku, BKPUTI
M/1iBKOBOIO
o6onoHkoto, no 20
Mmr; no 10 Tabnetok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHIN nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”
(thbacyBaHHA Ta
nakyBaHHs 3
dopmum in bulk
hipmn CiHTOH
XicnaHisi, C.J1.,
Icnanis)

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHuX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06M, BignoBigansLHoi 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asaBHUKa A1a 3A4iRCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-haiina cuctemm papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXXEHOI 0CObM
3as1BHVKA, BigNoBiganbLHOI 3a chapMakoHarnsg.

3a
peyenmom

UA/13188/01/02

140.

MIKAIO®

niocpinisat ans

EnEnCi

[pysis

K.T. POM®APM

PymyHist

BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis:

3a

He

UA/19904/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
POM®APM NPUroTyBaHHs Pomdrapm KOMMAHI C.P.1. 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom | nidssi2ae
KOHUeHTpaTy ons Komnawi (BMpOGHMLTBO Ta 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
NPUroTyBaHHA Loxopmxus nepBuHHE BBEJEHHSA [104aTKOBOI AiNbHUL BUPOBHMLTBA ANst
PO34nHy Ans nakyBaHHS 4yacT1HK abo BCbOro BUPOBHMNYOro npouecy
iHdpysii no 50 mr, no niKkapcbKoro roTOBOro Nikapcbkoro 3acoby (AinbHUUSA Ans
1 chnakoHy B 3acoby; BTOPWHHOIO NakyBaHHS) - 3aMiHa BUPOGHNYOT
KapTOHHI/ navu, KOHTPO/Ib (Pi3nKo- AiNbHULI BTOPMHHOIO NakyBaHHs /13 BUpobHuka
XiMIYHUX K. T. POM®APM KOMIMAHI C.P.J1. 3MiHu | Tuny -
NOKa3HWKiB 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
nikapcbkoro BMPOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
3acoby Ta BuMycK CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
cepir; roTOBOro NikapcbKoro 3acoby (3amiHa abo
BTOPUHHE [0JaBaHHs AiNTbHULI, Ha SKil 34INCHIOETLCA
nakyBaHHs Ta KOHTPONb/BUNPOGYBaAHHSA cepil) -3aMiHa Ai/TbHULL
KOHTPO/b Ha SAKii 30iACHIOETLCSA KOHTPOSIb SIKOCTi (KOHTPOSb
6ioNoriyHmx Ta 6i0N0riYHNX Ta MIKPOBIONOTiYHNX NOKA3HUKIB
MiKpOo6ionoriYHnX nikapcbKoro 3aco6y) 'M13 Bupo6Huka K.T.
NOKa3HWKiB POM®APM KOMMAHI C.P.J1. 3MiHu | Tuny -
nikapcbkoro AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs
3acoby) Ta/abo agpecu micusa NPoBamXeHHs AifNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIHOYAKuM Ai/bHULL BUNYCKy cepii abo
MicLe NpoBefEeHHSA KOHTPOSIKO AKOCTI. (LisNbHICTDb,
3a AKy Bignosifae BMPO6GHMK/iMNopTep,
BK/IO4al0UM BUMYCK Cepiid) - 3miHa agpecu
BMPOGHMYMX AiNbHULL BUPo6HUKa K.T. POM®APM
KOMMAHI C.P.J/. BignosiganibHux 3a
"BUPOGHULITBO Ta NEPBUHHE NaKyBaHHA
nikapcbKoro 3acoby" Ta " BTOpMHHE nakyBaHHS,
KOHTPO/Ib KIHLEBOro NPoAYyKTYy Ta BUNyck cepii”, y
3B'A3KY 3 NPUBEAEHHAM [0 OHOB/IEHOTO
ceptudikata EudraGMP. Bupo6HuYi AinbHML,
Has3BW Ta yci BUpOOGHMYI onepauii 3anvwatTbes
HE3MiHHUMMW. 3MiHU BHECEHO B IHCTPYKLiO A4/15
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby y
po3ain "Micue3HaxoxeHHs BUPOGHMKa Ta agpeca
MiCLA NPOBaXEHHS MOro AisnibHOCTI" 3
Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS
ynakoBoOK. BBefieHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepKEHHS.
141. | MIKANIO® niocpinizat gns EnENCi Ipysia K.T. POM®APM PyMmyHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/19904/01/02
POM®PAPM NPUroTYBaHHSA Pomdapm KOMMAHI C.P.J1. 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom | nidsis2ae
KOHLEeHTpaTy ans Komnawi (BMpOGHMLTBO Ta 3aci6. 3MiHN y BUpo6HMLTBI. 3amiHa abo
NPUroTyBaHHA Loxopmxusa nepBuHHE BBEJeHHA [0AaTKOBOI AiNbHULL BUPOBHMLTBA AN
pOo3unHy AnA nakyBaHHs YyacTuHM abo BCbOro BUPOGHNYOro npouecy
iHdpysii no 100 wr, nikapcbkoro rOTOBOrO JlikapCcbkoro 3acoby (4inbHuusa ans
no 1 chnakoHy B 3acoby; BTOPVHHOIO MakyBaHHS) - 3aMiHa BUPOOHUYOT

KapTOHHIW nayuyi

KOHTPO/1b (Pi3nKo-

AiNbHULI BTOPUHHOTO nNakyBaHHs /13 BUpo6bHMKa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
XiMIYHUX K. T. POM®APM KOMMAHI C.P.J/1. 3miHu | Tuny -
NOKa3HWKIB 3MiHK 3 SKOCTi. FoTOBUIA NiKapCcbkuii 3aci6. 3MiHW y
niKapcbKoro BMPOGHULTBI. 3MiHa iMNopTepa/3miHu, Lo
3acoby Ta BUMyCcK CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
cepir; roTOBOroO Jlikapcbkoro 3acoby (3amiHa abo
BTOPUHHE [0AaBaHHA [inbHULI, Ha AKIA 34iiCHI0ETLCS
nakyBaHHs Ta KOHTPO/b/BMNPOGYBaHHSA cepil) -3amiHa AinbHULI
KOHTPO/1b Ha SAKii 3OjACHI0ETLCA KOHTPO/b SIKOCTi (KOHTPO/b
6ionoriyHmx Ta 6i0N0riYHMX Ta MIKPOGIONOTIYHNX NOKA3HUKIB
MiKpOoG6ionoriYHnx nikapcbkoro 3acoby) N3 BupobHuka K.T.
NOKa3HWKIB POM®APM KOMMAHI C.P.J1. 3miHu | Tuny -
nikapcbkoro AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
3acoby) Ta/abo agpecyn Micus NPOBaKEHHS AiSNbHOCTI
BMpOoGHUKa/iMnopTepa roToBoro /ikapcbkoro
3aco6y, BKIKYaKUM AiNbHULL BUNYCKY cepii abo
MiCLie NPOBEeAEHHS KOHTPO/TIO SKOCTI. (BiS/IbHICTb,
3a SKy BignoBigae BUpoO6HMK/iMnopTep,
BK/THOHAI0UM BUNYCK cepiit) - 3MiHa agpecn
BMPOGHMYMX AiNbHULL BUPo6HNKa K.T. POM®APM
KOMMAHI C.P.J. BignosiganbHuX 3a
"BMPOGHULITBO Ta NEPBUHHE MakKyBaHHSA
nikapcbKoro 3acoby” Ta " BTOpMHHE NakyBaHHS,
KOHTPO/b KiHLLEBOro NpoAyKTy Ta BUNycK cepii”, y
3B'A3KY 3 MPVMBEAEHHAM [0 OHOB/IEHOIO
ceptudpikata EudraGMP. Bupo6HWui finbHuL,,
Ha3BW Ta yci BUpOOHUYI onepauii 3annwatTbes
HE3MiHHUMUW. 3MiHW BHECEHO B IHCTPYKLilO A5
MeAMYHOro 3acTOCyBaHHA NiKkapCbKoro 3acoby y
po3gin "Micue3HaxomKeHHs BUpoOHMKa Ta agpeca
MiCLi NPOBaKEHHS 10ro AisinbHOCTI" 3
BiANOBIAHVMMYW 3MiHAMYW B TEKCTi MapKyBaHHS
ynakoBOK. BBeieHHs1 3MiH NPOTAroM 6-Tn micsuis
nicns 3aTBeppkKeHHs.
142. | MIKA®YHIIH- | nopowok ans TOB «TeBa YkpaiHa BMPOGHMLTBO I13pains/ BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/18945/01/01
\ TEBA pPO34nHy Ans YkpaiHa» Hepo3chacoBaHOro HimeuuunHa 3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. BunyyeHHs peyenmom | niosisi2ae
iHdpysin, 50 mr; no 1 NPOAYKTY, BMPOGHWYOI AinbHNL (BKIHOYAKUN AiNbHAL ANS
donakoHy y nepBuHHa Ta A®I, NPOMiIXHOro NPoAyKTY abo rotToBoro
KapTOHHIlA KopooLi BTOPVHHA niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
yrnakoBkKa, nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
KOHTpO~b cepii: BUWMYCK Cepiid, MicLle NpOBeAEHHSI KOHTPOSO cepii)
TeBa a60 nocrtavasibHMKa BUXIAHOTO MaTepiany,
dapmauesTikan peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
IHpacTpis N14., 3a3HavYeHo y A0CbE) BUTYUYEHHS Ai/TbHNL AKTaBic
13painb ITani C.n.A. (ITanis), BigNoBiAa/IbHOT 32 BUNYCK

[103BiN Ha BUMYCK
cepi:
Mepkne 'mbX,

cepii N13.
3MiHU BHECEHO B iHCTPYKL,il0 415 MeNyYHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"Bnpo6HuK", "MicLe3HaxomKeHHs BUpO6HMKa Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
HimeyunHa afpeca MicLs NpoBaKEHHS MOro AjisnbHOCTI" 3

Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS
ynakoBoK. BBefieHHs 3MiH NPOTAroM 6-Tn MicsLiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPOOHULTBI. 3MiHA iMnopTepa/3MiHu, Lo
CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofasaHHsA BUPOOHYKa, Lo BiAnoBigae 3a
BBE3eHHA Ta/abo BMNycK cepii) - He Bkoyaroun
KOHTPONb/BUNPOGYBaHHA cepil. JogaBaHHSA
AinbHuui Mepkne Mv6X, HimeuunHa,
BiANOBiAaNbHOI 3a BUMyck cepii MN13. 3miHun
BHECEHO B iHCTPYKL;t0 415 MEANYHOrO
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Brpo6HuMK", "MicLe3HaxomKeHHs BUpOGHMKa Ta
agpeca MicL NpoBaXeHHs! Moro AisnbHocTi" 3
BiANOBIAHUMY 3MiHAMVW B TEKCTI MapKyBaHHS
ynakoBoOK. BBeeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
LiNbHULI BUPOBHULTBA A9 YACTUHN abo BCbOro
BMPOGHNYOro NPOLEecy roToBoro /ikapcbKoro
3aco6y (gibHMLA AN BTOPUHHOTO NakyBaHHS)
3amiHa komnaHii Aktasic ITani C.n.A. (ITanis),
BiANOBIAa/IbHOI 3@ BTOPUHHE NakyBaHHA J13 Ha
TeBa ®apmauesTikan IHgacTpi3 1Ta. (I3painsb).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHN y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHn, L0 CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPOJI0 SIKOCTi FOTOBOTO JTiKapCbKOro 3acoby
(3amiHa abo fofAaBaHHS AiNbHULI, Ha AKil
3AiiCHIOETLCA KOHTPO/L/BUNPOGYBaHHSA cepii)
3amiHa komnaHii Aktasic ITani C.n.A. (ITanis),
BiANOBIA&/IbHOT 32 KOHTPO/1b/BMNPO6YBaHHA /13,
Ha TeBa ®apmauesTikan IHgacTpi3 ITa. (I3painb).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
[oTOBWI1 NikapCbkuWii 3aci6. KOHTPOb TOTOBOrO
nikapcbKkoro 3acoby. 3miHa napameTpis
cneumdikaLii Ta/abo AONYCTUMUX MEX FTOTOBOr0
NiKapcbKoro 3acoby (40NOBHEHHS cneuundikawil
HOBWM MOKA3HUKOM 3 BifNOBIAHUM METOA0M
BMNPOGYBaHHS) AoAaBaHHA A0 cneuudikawii

BUNPOOYBaHHA Ha repMETUYHICTb KOHTelHepa 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

BiAMOBIAHOIO METOAVKOI BUNPOBYBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3aco6y. 3MiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCcbKoro 3acoby (BUyYEHHS HE3HAYHOTO
nokasHuka (Hanpuknag 3actapisioro NokasHuka,
TakKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHVKIB YN CMaKOBUX A06ABOK)) BUTyYEHHS
BUNPOOYyBaHHA «bakTepiasibHi HAO0TOKCUHM» 3i
cneuudikauii Ana TepmiHy npugatHocTi. BBegeHHs
3MiH NPOTArOM 6-TW MICALB NicNs 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa y MeTofax BUNpPoByBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MEeTOAaxX BUNPOOYBaHHSA) 3MiHN Y
MeToZi BUNpobyBaHHA «HeBMANMI YacTku», a
came BW/IyYEHHS PO3YMHY T/THOKO3W i
i3i0/I0rYHOr0 PO3UMHY B SIKOCTI PO3YMHIB A/15
BiIHOB/IEHHS Y BUNPOOYBaHHI Ha HEBUAMMI YacTKM
N3. 3MiHn | TUNY - 3MiHK 3 SiKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHA) HE3HAYHI
3MiHV y BUMPOGYBaHHI Ha CTEPUSIBHICTb, & came Ha
HOBI AiTbHUL BUKOPUCTOBYETbLCS iHLIA cUcTEMA
[ONA BiHOBMEHHS Ta (hinbTpaLlii, a Takox
BMPOBaKEHO HeraTMBHWA KOHTPO/b A4/1A
BMNPOBYBaHHSA Ha CTEPU/IbHICTb. 3MiHM | TUNy -
3MiHK 3 siKoCTi. FoTOBUIA NiKapcbkuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6YyBaHHSA rOTOBOrO /iKapCbKOro
3ac06y (He3HayHa 3MiHa Y 3aTBEpAKEHNX
MeToAax BUNpo6yBaHHS) HE3HAYHA 3MiHa Y
npouenypi BUNpobyBaHHsA Ha 6akTepiasibHi
eHpoTokeuHn (BET) (KiIHeTUYHMIA XPOMOTeHHWIA
mMeToz). 3MiHU CTOCYTbCS PO60UMX
KOHL,EHTpaLiii; MakCyMasibHO A0MyCTUMOro
po3segeHHsa (MAP); noyaTkoBOi KOHLeHTpaLiT
3paska (MK3), eTanu po3BefeHHs (BUKOHYETbLCH 3
Bogdot Ana BET B mikponabopatopii AkTaBic Ta 3
MgClI2 B mikpona6opartopii Tesa). JogaTkoso,
npuBefeHHss METOAMK BUNPOOYBaHHSA «30BHILLHIl
BUrNAA Ta onuc» «lpeHtudikauis metogom BEPX,
ineHTudikauis metogom BEPX-AA/L, aHanis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
(BEPX) Ta cynposigHux gomiwok (BEPX)» , «Yac

BiHOBMIEHHS», A0 chopmarty i wabnoHis Tesa.
KpuTepii npuitHATHOCTI B
n.3.2.P.5.1.Cneuudikauisi onucaHi 6inbLu
[JeTanbHO i BKNOYaTb TEPMiH «iodhini3oBaHNii.
3MiHN BHECEHO B IHCTPYKLiIO 415 MeANYHOro
3acToCyBaHHS NiKapCcbKOro 3acoby y po3ain
"Nikapcbka popma” (OCHOBHI i3MKO-XiMiUHI
B/1ACTMBOCTI). BBEAEHHA 3MiH NPOTAroM 6-Tu
MicAUiB nicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTofax
BMNpo6yBaHHA APl abo BuxigHoro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOOYBaHHA) He3Ha4YHa 3MiHa Y MeToauLi
BM3HAYEHHS MiKpOGionoriyHoi sikocTi AdI
BMPOG6HUKa M13. 3MiHK | TURY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax
BMNpo6yBaHHA A®| abo BUxigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BMNPOOYBaHHA) HE3HaYHa 3MiHa Yy MeToauLi
BMMNPOGYBaHHA Ha GakTepiasibHi EHAOTOKCUHU Y
A®| BupobHUuka NN3. MeToavka BunpobyBaHHs
3aULIAETLCA HE3MIHHO (KIHETUYHUIA
XPOMOTEeHHUIA aHasi3), NpoTe BHECEHO HE3HAYHI
3MiHM NpU po3BeeHHI 3paska (eTan po3BefeHHs
BMKOHYETbLCS 3a A0NOMOro po3unHy MgCl2 Ha
npoTtusary AKTaBic, [le BUKOPUCTOBYETLCA BOAQ) |
npu NigroToBsLi 3paska (Po34nHATL 5-10 Mmr,
nopatoTb 06'em LRW (LAL Reagent Water) ans
pocsrHeHHs ICS 1 mr/mn nopiBHaHO 3 100 wr, wo
po3unHATbL B 20 mn Boau Ana BET (LAL-Test)
ansa gocsrHenHs ICS 1 mr/mn). 3MiHn | Tuny -
3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. (iHLWi
3MiHW) NOJaHHS AOKYMEHTIB NP0 3060B'sI3aHHSA
oo BmpobHuuTtea M3 gosysaHHAM 50 Mry
3B'AA3KY 3 NepeHeceHHsIM BUPOOHUYOI AiNbHNL
Bi4NOBIAHO [0 paHille HagaHuX 3060B’A3aHb 3a
npoueaypoto AT/H/0912/11/012/G, a came

[aHi ctabinbHocTi 2 cepiii [N3.

3aci6. 3MiHM y BUpo6bHMLTBI. 3amiHa abo

YacTMHM 260 BCbOro BUPOBGHUYOTO NpoLecy

cepTuddikaTv aHanisy gns 3 cepiid, 3BiT 3 Bastigauii,
3MiHu Il TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA

BBEAEHHS J0AATKOBO! AifIbHULi BUPOGHMLTBA ANs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
rOTOBOrO JliKapCbKoro 3acoby (AinbHULSA, Ha SKiiA
npoBoAATbCA ByAb-AKi BUPOOHMYI cTagji, 3a
BUHATKOM BUMYCKY Cepili, NPOBeAEHHS KOHTPO/O
AKOCTI Ta BTOPMHHOIO NakyBaHHSA, A9 /iKapCbKnX
3ac006iB 6i0/10rYHOr0/iIMyHO/OrNYHOTO NMOXOKEHHS
a60 nikapcbknx hOpM KOMMIEKCHOro (CKNagHoro)
BVMPOGHMYOTO MpoLEecy) 3amiHa AinbHuLi AKTaBsic
ITani C.n.A. (ITanis), BignosiganbHOI 3a
BMPOGHULITBO HEPO3(hacoBaAHOr0 NPOAYKTY Ta
nepBuHHe nakyBaHHs /13
Ha TeBa ®apmaueBTikan IHaacTpi3 Nit4., I3paink.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
143. | MIKA®YHIIH- | nopowok ans TOB «TeBa YkpaiHa BUPOGHMLTBO I13pains/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/18945/01/02
TEBA po3unHy AnA YkpaiHa» Hepo3cacosaHoro Himeuunna 3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs peyenmom | nidsis2ae
iHdpysii, 100 mr; no npoaykTy, BMPOGHWYOI AinbHNL (BKIHOYAKUN AibHAL ANS
1 chnakoHy y nepBuHHa Ta A®I, npomiXHOro NpoaykTy abo rotoBoro
KapTOHHIli Kopoobui BTOPVHHA NiKapcbKoro 3acoby, AiNbHNL AN NPOBeAEHHS
yrnakoBkKa, nakyBaHHS, BUPOGHUKA, BigNOBIAaIbHOMO 3a
KOHTPO/b cepii: BUMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSHO cepii)
TeBa ab0 nocTtavasibHMKa BUXIAHOTO MaTepiany,
dapmaueBTikan peareHTy abo AOMOMDKHOT PEHOBVHY (SIKLLO
lHpacTpis NTg,., 3a3HayvyeHo Yy I0CbE) BU/TYYEHHS Ai/IbHULI AKTaBic
13pains; ITani C.n.A. (ITanis), BignosigasbHOI 3a BANYCK

[03Bi/1 Ha BUMYCK
cepii:
Mepkne 'M6X,
HimeuyunHa

cepii N3.
3MiHV BHECEHO B iIHCTPYKLiIO AN MeAU4HOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Brpo6HuMK", "MicLie3HaxomKeHHs BUpOGHMKa Ta
agpeca MicLs NpoBaXeHHsI Moro AisnbHocTi" 3
BiANOBIAHMMYW 3MiHAMVW B TEKCTi MapKyBaHHS
ynakoBoOK. BBeeHHs 3MiH NPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWI Nikapcbkunit 3aci6. 3MiHN Yy
BMPOBHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYITbCA BUMYCKY Cepii Ta KOHTPOO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
[0faBaHHsA BUPOOHKKa, Lo BiAnoBigae 3a
BBE3€eHHA Ta/abo BMnyck cepii) - He BkIovaroum
KOHTPONb/BMNPOGYBaHHSA cepii. logaBaHHA
AinbHuui Mepknie Mm6X, HimeuyunHa,
BiANoBiAasIbHOT 3a BMNYycK cepii MN3. 3MiHu
BHECEHO B iHCTPYKL,O0 4719 MEANYHOrO
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3gainm
"BUpobHuK", "MicLe3HaxomKeHHs: BUPOOHMKa Ta
ajipeca MicLA NPoBaKEHHS MOro AjisnbHOCTI" 3
BiANOBIAHVMMYM 3MiHAMW B TEKCTi MapKyBaHHs
ynakoBOK. BBeEHHs 3MiH NPOTAroM 6-Tn micsuiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHu 3




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN Y

BMPOGHMUTBI. 3amiHa abo BBeAeHHSA A04aTKOBOT
AiNbHUL BUPOBHULTBA 19 YacTUHW abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3aco6y (finbHULA AN BTOPUHHOTO NakyBaHHS)
3amiHa komnaHii Aktasic ITani C.n.A. (Itanis),
BiANOBIAa/IbHOI 32 BTOPUHHE NakyBaHHsA /13 Ha
TeBa ®apmavuesTikan IHgacTpi3 /1T4. (13pains).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHA
iMnopTepa/3aMiHu, L0 CTOCYHOTbCSA BUMYCKY cepii Ta
KOHTPO/O SIKOCTi rOTOBOrO NikapCbKoro 3acoby
(3amiHa abo foaaBaHHs fiNbHUL, Ha Akl
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBaHHS cepii)
3amiHa komnaHii Aktasic ITani C.n.A. (ITanis),
BiANOBIA&IbHOI 38 KOHTPONL/BUNPOGYBaHHSA /13,
Ha TeBa ®apmauesTikan IHgacTpi3 /ITa. (I3painb).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbKkoro 3aco6y. 3MiHa napameTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (4ONOBHEHHS crneumdikaw,ii
HOBWM MOKa3HUKOM 3 BifNOBIAHUM METOAO0M
BMNPOGYBaHHS) AoAaBaHHA [0 crneuudikawii
BMMNPOGYBaHHS Ha repMETUYHICTb KOHTeliHepa 3
BiANOBIAHOKO METOAMKOK BUMPOBYBAHHS.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbkoro 3acoby. 3miHa napaMeTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOr0
nikapcbKoro 3acoby (BUNyYeHHS He3Ha4YHOro
nokasHuka (Hanpvknag, 3actapifioro nokasHuka,
TaKoro sk 3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX A06ABOK)) BUTYYEHHS
BUNPoBYyBaHHA «bakTepiasibHi eHOO0TOKCUHW» 3i
cneuudikauii 4na TepmiHy npuaatHocTi. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MmiHa y MeTogax BunpobyBaHHA roOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAXEHUX MEeToAax BUNPOOYBaHHS) 3MiHU Y

MeTogi BUNpobyBaHHA «HeBMANMI YacTku», a
came BW/IyYEHHS PO3YMHY [/THOKO3MU |
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

¢hi3ioNoriyHOro po3ymHy B SIKOCTi PO3YMHIB A/1A
BiHOB/IEHHS Y BUNPOOYBaHHI Ha HEBUAMMI YaCTKu
N3, 3MiHn | TNy - 3MiHK 3 SIKOCTIi. TOTOBWIA
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTodax BUNpo6yBaHHS roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPoOyBaHHS) He3HAYHI
3MiHM Yy BUNPOOYBaHHI Ha CTepWsbHICTb, a caMe Ha
HOBIll AiNbHUL BUKOPUCTOBYETLCS iHLWA cucTeMa
[ONA BigHOBEHHS Ta hiibTpauii, a Takox
BNPOBaKEHO HeraTuBHWIA KOHTPO/b AN1A
BUNPOGYBaHHA Ha CTEPU/BHICTb. 3MiHK | TUNy -
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbKuiA 3aci6.
KOHTpOs1b roTOBOro Nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /1iKapCbKOro
3aco0y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeTofax BUNPOo6yBaHHSA) He3HaYHa 3MiHa Y
npoueaypi BUnpobyBaHHA Ha 6akTepianbHi
eHAO0TOKCUHM (BET) (KIHETUYHWIA XpOMOreHHUIA
MeToA). 3MiHU CTOCYTbCSA PoBoUMX
KOHL,EHTPALiii; MakCyMasibHO A0MyCTUMOro
po3seaeHHs (MAP); noyaTkoBOi KOHLeHTpaLil
3paska (MK3), eTann po3BeneHHs (BUKOHYETLCA 3
Bogoto Ana BET B mikponabopartopii AKTasic Ta 3
MgCI2 B mikponabopatopii Tesa). [logaTkoso,
npvBeAeHHS MeTOANK BUNPOBYBaHHA «30BHILLHIi
BUINAA Ta onue» «laeHtudikauia metogom BEPX,
ineHTndikauis metogom BEPX-0AL, aHani3
(BEPX) Ta cynposigHux gomiwok (BEPX)» , «Hac
BiIHOBNEHHSA», A0 dhopmarty i wabnoHiB Tesa.
KpuTtepii npuiAHATHOCTI B
n.3.2.P.5.1.Cneuudikauisi onucaHi 6inbLu
[eTasibHO i BKOYaTb TEPMiH «iodhinizoBaHuii».
3MiHN BHECEHO B iHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y po3gin
"MNikapcbka hopma” (OCHOBHI (i3nKO-XiMiYHi
B/1ACTMBOCTI). BBEAEHHS 3MiH MPOTAroM 6-Tu
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
3 AkocTi. A®l. KoHTponb A®I. 3miHa y MeTogax
BMNpo6yBaHHA A®l abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPO6HULTBa ADI
(He3HauHi 3MiHN y 3aTBEPXEHUX MeToAax
BMNPOOYBaHHA) He3Ha4YHa 3MiHa Y MeToAML
BM3HAYEeHHA Mikpob6ionoriyHoi sKocTi API
BMPOGHMKa M13. 3MiHN | TURY - 3MiHN 3 SKOCTI.
A®I. KoHTpornb A®L. 3miHa y MeTodax
BunNpo6ysaHHA APl abo BuxigHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

marepiany/npomikHOro NpoayKTy/peareHTy, LWwo
BVIKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPOOYBaHHA) He3Ha4YHa 3MiHa Yy MeToauLi
BMNPO6YBaHHSA Ha 6akTepiasibHi eHOOTOKCUHN Y
A®| BpobHuKa NN3. MeToavka BUNPo6yBaHHS
3a/IMLLAETLCA HE3MIHHOK (KIHETUYHMIA
XPOMOTeHHUIA aHani3), NpoTe BHECEHO HE3HAYHI
3MiHM Npy po3BefeHHi 3paska (eTan po3BefeHHs
BUKOHYETBLCA 3a A0MOMOrot po3unHy MgCl2 Ha
npotuBary AKTasic, ie BUKOPUCTOBYETbLCA BOAQ) i
npu Nigrotosui 3paska (Po3unHATb 5-10 mr,
nopatoTb 06'em LRW (LAL Reagent Water) ans
pocarHeHHs ICS 1 mr/mn nopisHAHO 3 100 Mr, Wo
po3unHATb B 20 M Boan ans BET (LAL-Test)
onsa pocsrHenHs ICS 1 mr/mn). 3MiHm | Tuny -
3MiHM 3 sKoCTi. FOTOBWIA Nikapcbkuii 3aci6. (iHLWi
3MiHM) NOAaHHA AOKYMEHTIB Npo 3060B'A3aHHS
oo BmpobHuuTea 13 go3ysaHHAM 50 Mry
3B'A3KY 3 NepeHeceHHAM BUPOBHUYOI AiNbHUL
BIAANOBIAHO [0 paHile HagaHnx 3060B'A3aHb 3a
npouegypoto AT/H/0912/11/012/G, a came
cepTudpikaTy aHanisy gns 3 cepiid, 3BiT 3 Bastigadlii,
[aHi ctabinbHocTi 2 cepiit [N13.
3MmiHu |l TUny - 3MiHK 3 SKOCTI. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/EHHSA 40AaTKOBOI AiNIbHULI BUPOBGHWLTBA 415
4acTnHK abo BCbOro BUPOBHNYOro npouecy
rOTOBOrO JlikapCbKOro 3acoby (ZiNbHULSA, Ha SKii
npoBoAATLCA 6yab-AKi BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKy Cepili, NPOBEeAEHHS KOHTPO/0
AKOCTi Ta BTOPUHHOTO NakyBaHHS, A1 NiKapCbKux
3ac06iB 6i0/10r4HOr0/iIMyHONMOMYHOTO NMOXOL)KEHHS
abo nikapcbknx hopm KOMMIEKCHOTO (CKNagHoro)
BMPOGHMYOro NpoLecy) 3amiHa AinbHuLi AKTasic
Itani C.n.A. (ITanis), BignosiganbHoi 3a
BMPOGHMLITBO HEPO3(hacoBaHOro NPOAYKTY Ta
nepBuHHe nakysaHHA 113
Ha TeBa ®apmauesTikan IHaacTpi3 JIT4., 13pains.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS

144.

MITOKCAHTP
OH "EBEBE"

KOHLleHTparT A1
PO34nHyY Ans
iHdpy3iid, 2 mr/mn; no
5 mn (10 mr) a6o 10
mn (20 mr) y
dhnakoHi; no 1
dhakoHy B KOpobui

EBEBE ®apma
[ec.m.6.X.
Hdpr.KI

AscTpis

NOBHUIA LMK
BMPOGHMLTBA:
DAPEBA
YHTepax 'm6X,
ABCTpift;
BUNYCK cepil:
EBEBE ®apma

AscTpisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
YTOYHEHHS1 HanMcaHHA BUPOGHMKIB B HaKasi
MO3 YkpaiHu Ne 1917 Big 18.12.2025 B npoLeci
BHECEHHS 3MiH (3MiHu | TMnYy - 3MiHN WoAao
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(v1) Ao 3060B'A3aHb Ta yMOB
BMAAYi peecTpaujiiiHOro NoceifgyeHHs, BKIYaym

3a
peyerimom

UA/3145/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

lec.m.6.X. Hdor.
KI, ABCTpis;
TecTyBaHHA: MIJ1
Mikpob6ionoriwec
Mptochnabop
'M6X, ABCTpISt;
TecTyBaHHS:
Nab6op /IC CE &
Ko. KI', HimeuunHa

MnaH ynpasniHHA pu3nkamu (3aCTOCyBaHHS
TEKCTY, SKUIA NOroAKeHUli 3 KOMNETeHTHUM
opraHoM) 3asiBHMKOM HafiaHO OHOBMEeHWI MnaH
ynpas/iHHA pu3nkamu Bepcis 2.1. 3MiHU BHECEHO
[0 YacTuH: | «3aranbHa iHghopmauis», Il
«Cneuudpikauis 3 6esnekn», V «3axoam 3
MiHimi3auii pusmkiB», VI «Pe3ome nnaHy
ynpas/iHHA pusmkamm», VIl «ogaTkm», Ha
nigcTasi NiATBEPKEHHA 3aTBEPIKEHHSA 3MiH B
KpaiHi 3asBHMKa. Pe3tome MNnaHy ynpas/iHHA
pusnkamu Bepcis 2.1 gogaeTben). Pefakuis B
Hakasi - NoBHUIA LMKN BUPO6HMLTBA: EBEBE
dapma Nec.m.6.X. Hdor. KI, ABCTpis; TECTyBaHHS:
MM Mikpo6ionoriwec Mptodnabop M6X,
ABcTpist; TecTyBaHHs: Jlabop JIC CE & Ko. KT,
HimeuunHa. BipHa pefakuisi - NTOBHUA LUK
BUpo6GHULTBa: PAPEBA YHTepax MM6X,
ABcTpif; Bunyck cepii: EBEBE ®apma
Fec.m.6.X. Hdor. KI, ABcTpisi; TectyBaHHs: MM/
Mikpo6ionoriwec Mptocdnaéop MM6X, ABCTpis;
TecTtyBaHHA: JTa6op JIC CE & Ko. KT,
HimeuuwnHa.

145.

MIPEHAKC®

kancynu Teepgi no
250 mr; no 10
kancyn y 6nictepi;
no 3 a6o 10
6nicTepis y kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

AT
dapmaueBTUYHU
3aBof TeBa

YropwmHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
(BKKOYAlOUM fiana3oH po3Mipy cepil) roToBOro
niKapcbKoro 3acoby (36inbeHHst fo 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) -
[ofaBaHHs anbTepHaTMBHOMO po3mMip cepii 2 000
000 kancyn N rotoBoro NPoAyKTy Ha A04AaTOK [0
BXE 3aTBepXeHnx po3mipiB cepili 100 000, 500
000, 1 000 000, 1 400 000 kancyn. 3MmiHu | TUNY -
3MiHK 3 SKOCTi. FOoTOBMIA NiKapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM Y NpoLeci BUpobHuLTBa
roTOBOrO /liKapCbKOro 3acoby, Bko4aun
MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCA NP
BMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoty
(He3Hau4Ha 3MiHa y npoLeci BUPOGHULTBA).
He3HauHi 3mMiHM y BUpO6GHMYOMY MpOoLeCi FOTOBOroO
NPOAYKTY A5 BNPOBaKEHHS MOKPOro nomMesny siK
[04aTKOBOro KpoKy, SKLLO0 Heob6xigHo, Ans
3abe3neyeHHs 0A4HOPIAHOCTI PO3MIpYy YacTUHOK

3a
peyenmom

UA/11519/01/01

146.

MYNbTUBIK
4 MMOnbIN
KANIO

PO34MH ANna
remogianisy /
remoqpinbTpaLii; no
5000 mn y cuctemi
[IBOKaMepHOro
MiLLIK&; M0 2 MILLKN Y

PpeseHiyc
Megukan Kep
[Joiunang MrmeX

HimeyuunH
a

PpeseHiyc
Megawvkan Kep
[onunang MmeX

HimeuunHa

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOBNEHOrO cepTudpikata
BiANOBIAHOCTI ab0 BW/TyYEHHs cepTudikata

3a
peyenmom

UA/20801/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHHIli Kopoobui BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns
A®I; onsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
[0MNOMIKHOT peyoBUHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepAKEHOro BUPOOHUKA.
MogaHHA OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 1997-059 -
Rev 04 (3atBepmkeHo: R1-CEP 1997-059 - Rev
03) ana gitoyoi peyoBuHu Glucose monohydrate
Bifl BXe 3aTBepAxeHoro supobHuka Cargill S.L.U.,
IcnaHis.
147. | HATPIO PO3YMH NS iH'EKLN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/7493/01/01
XOoPUA- 9 mr/mn; no 5 mn B "®apmaueBTUUH "®apmMaueBTNYHa 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
AAPHNUA amnyni; no 5 amnyn a chipma thipma "AapHuus” 3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
Y KOHTYpHili "fapHuua" abo AoNyCTUMUX MeX, BCTAHOB/IEHNX Y
YapyHKOBIl cneumdikauisx, nig yac BUPOOHULTBA rOTOBOrO
ynakosLi; no 2 nikapcbKoro 3acoby (iHLi 3MiHN) BHECEHHS 3MiH Y
KOHTYPHI YapyHKOBI crneumaikaLito Ha NPOMXHY NPOAYKLo, a came
ynakoBKM B mauLii; no NpUBELEHHS HKHBOT MeXi HOPMYyBaHHS po3giny
10 mn B amnyni; no «pH» y BignoBigHICTb 40 BUMOT crieumndikayiin Ha
5 aMnysn y KOHTYpHiii eTani Bugadi L0380y Ha peanisalito Ta Ha rotoBy
YapyHKOBIl npoaykuito. 3arsepgxeHo: Cneyudikauis Ha
ynakosLi; no 2 npomixHy npoaykuito pH Big 5,0 go 6,2.
KOHTYPHI YapyHKOBI 3anponoHoBaHo: CneuunadikaLis Ha NPOMKHY
YNaKoBKM B nayLi npogykuito pH Big 4,5 80 6,2
148. | HEBIBOJIO/- | Tabnetkv no 5 mr; MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/17005/01/01
AAPHULSA no 14 tabneTtok y "®apmaueBTUUH "®apMaueBTUYHA 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom
KOHTYPHIi a chipma ipma "AapHuus" BignosigHocTi/lE-cepTudikar BignoBigHOCTI
YapyHKOBIl "AapHnus” €Bponelicbkiin hapmakonei/MmoHorpadii. 3miHu,
ynakosLi; no 2 noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
KOHTYPHI YapyHKOBI BiANOBIAHICTb A0 MOHorpadii APY abo
yrnakoBKu B nayi €Bponelicbkoi hapmakonel, abo iHwoi
HalioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHn). MpuBeneHHs posginis 3.2.P.4.1. Ta
3.2.P.4.2. peecTpauiiiHOro JOCLE Ha AOMOMIXHY
peyoBuHy Monicop6at 80 (TBiH 80) Lo BUMOT
MoHorpadii «Polysorbate 80» pgjtouoi pegaxuii
€ponelicbkoi ®apmakonei Ta JPY.
149. | HEBAHAK® Kpanni ouHi, HosaprTic ®apma | LBeliuapi HosaprTic Benbris BHECEHHS 3MiH [0 peecTpayjiiiHux maTepianis: 3a UA/13522/01/01
cycneHsisi, 1 mr/mn, Al a MaHyhakTypiHr 3MiHM | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 5 mn y dnakoHi- HB HalimeHyBaHHs Ta/abo agpecu Micud

KpanesbHuui; no 1
pN1akoHy B KOPOOLLi
3 KAPTOHY

NpoBaKEHHS AiSNIbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOIO /1iKapCbKOro 3acoby, BK/IoUaoun
AiNbHULI BUNYyCKy cepii abo MicLie NpoBeAeHHS
KOHTPOIO SIKOCTI. (AiSNIbHICTb, 3a Ky BignoBigae
BUPOGHMK/IMNOPTEP, HEe BKKOYAKUM BUNYCK Cepii).
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3miHa agpecw BMpo6Huka 13 Sterigenics Belgium
(Fleurus) SA
3arBepoxeHo: Zoning Industriel de Fleurus
Avenue De L'Esperance 1 B-6220 Fleurus,
Hainaut Belgium
3anponoHosaHo: Zoning Industriel de Fleurus
Avenue De L’Esperance 17 B-6220, Fleurus
Belgium.
Micue3HaxomkeHHs BUPOGHMYOT AifIbHUL He
3MIHIOETBCS.

150.

HEBAHAK®

Kpanni ouHi,
cycneHsis, 3 mr/mn,
no 3 MmNy dakoHi-
KpanenbHuj; no 1
dhnakoHy B KOpoo6Li
3 KapTOHY

HosapTtic ®apma
Al

LLseiiuapi
2

Hosapric
MaHythakTypiHr
HB

Benbrisa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu Micud
NpoBaPKeHHA AiSbHOCTI BUpobHUKa/imnopTepa
roTOBOrO MiKapCbKOro 3acoby, BKIYaUN
AiNbHULI BUNYCKY cepii abo MicLie NpoBeAeHHS
KOHTPOJIO SIKOCTI. (AiS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEP, He BK/OYAUM BUMYCK CEpPIlf).
3miHa agpecu BMpo6HuKa 13 Sterigenics Belgium
(Fleurus) SA
3arBepgxeHo: Zoning Industriel de Fleurus
Avenue De L'Esperance 1 B-6220 Fleurus,
Hainaut Belgium
3anponoHosaHo: Zoning Industriel de Fleurus
Avenue De L’Esperance 17 B-6220, Fleurus
Belgium.

Micue3HaxomkeHHS BUPOGHWYOT AiflbHUL He
3MIHIOETHCS.

3a
peyenmom

UA/13522/01/02

151.

HEO-AHINH®

NbOASAHUKK, no 12
NbOASHWUKIB Y
6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHI Kopo6Lyi

[nsacapma
6X

HimeyuuH
a

BUNYCK cepil:
[nBacapma
M6X, HimeuuunHa;
BUPOGHMLTBO
Hepo3dgacoBaHol
NPOAYKLUiT,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTI:
Knoctepdpay
BepniH TM6X,
HimeyunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3ara/lbHeHUX AaHunx npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHUX JaHux
npo cucTemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansHoI 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobu 3
dhapmakoHarnsgy 3asBHUKa g1 3A4iCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHaA
Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-haiina cuctemm papmakoHarnsgy). 3miHa
YMNOBHOBaXeHOT 0c0bM 3as1BHMKA, BignoBiganbHOT
3a hapmakoHarnag,.

[itoua pepakuis: Gisela Stal / lsena LUTacc.
MponoHoBaHa pepakuis: Melanie Hessmer /
MenaHi M'eccmep. 3MiHa KOHTaKTHUX faHWX
YNOBHOB&XEHOT 0c06M 3as1BHMKA, BifnoBiganbHOI

6e3
peuyenma

UA/7674/01/01




110

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3a hapmakoHarnag. 3MiHa KOHTaKTHOT 0cobu
3asBHMKa, BigNOBIAa/IbHOT 3a hapmakoHarnsz B
YkpaiHi. fitova pegakuis: LWanka OneHa
BonognmupisHa. MponoHoBaHa pefakuis:
Bucoubka Onbra 'puropisHa.
3MiHa KOHTaKTHUX [aHnX KOHTaKkTHOI 0cobu
3asBHWMKa, BiANOBiAa/IbHOI 3a hapMakoHarnsg B
YKpaiHi.
152. | HBOPOMEHT | kancynu TBepAi no TOB YkpaiHa BMPOGHMLTBO, IHAis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/14034/01/01
NH® 300 wr, o 10 «FNEA®APM nepBuHHE YkpaiHa 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
Kancyny énictepi; NT0» nakyBaHHs, Ta chapmakoHarnsagy. BHeceHHst abo 3mina(un) o
no 1, no 3 a6o no 10 BTOPUHHE 3060B'A3aHb Ta YMOB BuJaui peecTpauiiiHoro
6nicTepiB y nakyBaHHs, NocBiAYEHHS, BKoYaroun MnaH ynpaeniHHA
KapTOHHI ynakoBL,i KOHTPO/b SIKOCTI, pr3nkamm (3acToCyBaHHA TEKCTY, AKWiA
BMMNYCK cepii abo NOroOKEHN 3 KOMMETEHTHUM OpraHoMm).
BMPOOHNLTBO 3asBHVKOM HaiaHO OHOBMEHWIA [NaH ynpasniHHA
npoaykuii in bulk: pusmkamm Bepcis 3.0 - 3MiHU/LONOBHEHHSA
KYCYM BHECEHO 10 YaCTuH:
XENTXKEP MNBT | «3aranbHa iHdopmauis», || «Cneyudikauis 3
NTA, IHajs; 6e3neku», Il «MnaH 3 hapmakoHarniagy»,
BUPOBHMLTBO, IV»[naHn wopao nicnapeectpauiiHux gocnigpkeHb
nepBuHHE eheKTnBHOCTI», V «3axoam 3 MiHiMi3aL,i pu3nkiB»,
nakyBaHHs, VI «Pe3tome nnaHy ynpasniHHA pyusukamus, VI
BTOPUHHE OHoBneHo flogatkn 7 Ta 8
nakyBaHHs, y 3B’513Ky 3 OHOBJ/IEHHAM cneuudikauii 3 6e3neku
KOHTPO/b SKOCTI, Lito40i peqyoBuHM rabaneHTuHy Bi4noBigHO L0
BMNYCK cepil: HARP Assesment Report, onpuitogHeHOro Ha
KYCYM cainti CMDh ans /13, wo MicTaTb rabaneHTuH:
XENTXKEP NBT https://lwww.hma.eu/fileadmin/dateien/Human_Me
NTA., IHgjs; dicines/CMD_h_/Pharmacovigilance_Legislation/
BTOpPUHHE RMPs/HaRP_ARs/Gabapentin_HaRP-AR.pdf .
nakyBaHHs, Pestome MnaHy ynpaBniHHA pu3ukamu Bepcis 3.0
KOHTPO/b AKOCTI, [ofaeTbes.
BWMNYCK cepii 3
npoaykuii in bulk:
TOB "KYCYM
DAPM", YKpaiHa,
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepii 3
npoaykuii in bulk:
TOB «[MTIEA®APM
NTO», YKkpaiHa
153. | HBOPOMEHT | kancynu TBepai no TOB YkpaiHa KYCYM IHAiA BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: - UA/15768/01/01
NH® 300 wr, in bulk: Ne «MEAPAPM XENTXKEP MBT 3MiHn | TUnY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
10x180: no 10 NTO» nTa Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(v) 4o

Kancyn y 6nicrepi;

30060B'13aHb Ta YMOB BMJaYi peecTpauiiHoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

no 180 6nicTepiB y
KapTOHHIli KopooLi

nocBigYeHHs, BKIOYatoun Mnax ynpaeniHHA
pr3nkamm (3acTocyBaHHA TEKCTY, SKWi
NOrofKEHWI 3 KOMMETEHTHUM OPraHoMm).
3asBHVKOM HaiaHO OHOBEHWIA [NaH ynpaBniHHA
pusmkamm Bepcis 3.0 - 3MiHW/LONOBHEHHSA
BHECEHO /10 YaCTUH:
| «3aranbHa iHdopmauis», || «Cneyudikauis 3
6e3nekn», Il «MnaH 3 hapmakoHarisay»,
IV»[nanu woao nicnapeecTpayintHux JocnigkeHb
ehekTnBHOCTI», V «3axoam 3 MiHiMi3aLi pu3nkiB»,
VI «Pe3tome nnaHy ynpasniHHA pusukamus, VII
OHosrieHo fopatku 7 1a 8
y 3B’S13Ky 3 OHOBJ/IEHHAM cneuudikauii 3 6e3neku
Ait040T peyoBMHN rabaneHTyHy BiANOBIAHO f0
HARP Assesment Report, onpuniogHeHOro Ha
cainti CMDh gns /13, wo MicTaATb rabaneHTuH:
https://lwww.hma.eu/fileadmin/dateien/Human_Me
dicines/CMD_h_/Pharmacovigilance_Legislation/
RMPs/HaRP_ARs/Gabapentin_HaRP-AR.pdf .
Pestome MnaHy ynpaBniHHA pu3nkamu Bepcis 3.0
[0A3ETLCA.

154.

OKCANINNAT
NH-AAP

KOHLleHTparT Ans
pO34nHy Ans
iHdpy3ii, 5 mr/mn no
10 mn (50 wmr) abo
no 20 mn (100 mr) y
dpnakoHi, no 1 abo
10 chnakoHiB y
KapTOHHIlA KopooLi

AAP ®APMA
®3-111C

O6'efHaHi
Apabcbki
Emipatu

BeHyc Pemegic
NimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B MicnspeecTpaviliHvin nepiog,
ab0 K pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHVX BiANoBIAHO A0 MiaHy nejiatpudHmnx
pocnigmkenb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHNM OPraHoM).
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAnyYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Aitoyoi pevoBunHN. 3MiHu | TUNy - 3MiHK LWoAo
6e3nekn/eheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLj NikapCcbKoro
3ac06y, TEKCTIi MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA
reHepuUHUX/ribpuaHNX/6ionoAi6HMX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl camMoi 3MiHM Ha
pedhepeHTHM Npenapart (3MiHa He noTpebye
HafaHHA XOAHMX HOBMX A0AATKOBUX AaHNX).
3MiHM BHECEHO [0 IHCTPYKUIiT AN MEeANYHOI0

3a
peyenmom

He
nionsiecae

UA/20329/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginm
"PapmMakonoriyHi BnactTnsocTi”,
"MpoTunokasaHHa", "B3aemogis 3 iHWMMu
nikapcbkuMmn 3acobamu Ta iHWi BUAW B3aEMOSIin",
"Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTOCyBaHHS Yy
nepiog BaritTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMK
mMexaHismamu', "Cnoci6 3acTocyBaHHs Ta 4o3un",
"fitn", "MepenosysaHHs", "No6iyHI peakuii” 3rigHO
3 iH(hopmaLieto WoA0 MegNYHOro 3acToCyBaHHS
pethepeHTHOrO NikapCbKoro 3acoby
(ENOKCATVH®, KOHUEeHTpaT A/15 PO34MHY A4S
iHdpysii, 5 mr/mn)
155. | OKTAHAT MOPOLLIOK AN OkTadapma AscTpis BMPOGHULITBO 3a LWsewjis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/15468/01/01
po3umnHy ans iH'ekyin | dapmaueBTuka MOBHWM LMK/IOM 3@ AscTpisi/ 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii peyenmom
no 50 MO/mn; MpoaykTioHcrec BUK/IOYEHHSIM HimeuuunHa 3aci6. Cuctema KoHTeliHep/3akynoproBasbHuWi
KapToHHa kopobka M.6.X. BTOPUHHOI 3aci6. 3miHa napameTpis cneyudikauin Ta/abo
Nel: micTuTb 1 YNaKoBKU: A0NyCTUMUX MEX NEPBUHHOT YNakoBK/ rOTOBOIO
(p1aKOH 3 MOPOLLKOM Oktathapma AB, niKkapcbKoro 3acoby (iHwWi 3MiHM). Po3wmpeHHs
ON51 PO3YMHY AN Lseujs; TemnepaTypHOro fianasoHy 36epiraHHs NOPOXHIX

iH'exuUiid. KapToHHa
Kopobka Ne2:
MiCTUTb 1 ch1akoH 3
PO34MHHKKOM (BOAA
Ans iH'ekuii no 5 mn
(250 MO/dhnakoH)
abo 10 mn (500
MO/dhnakoH)) Ta
KOMMNIEKT ans
PO3UMHEHHA Ta
BHYTPILLHbOBEHHOrO
BBeAeHHs (1 wnpuy,
oAHopasoBuid, 1
[ABOCTOPOHHS TONKa,
1 ronka 3 goinbTpoM,
1 ronka gns iH'ekuii,
2 NpoCoYeHi
CNMPTOM TamrnoHu) y
naketi abo 6icTepi.
Kopo6ka Ne 1 Ta
Kopo6ka Ne 2
06’eAHYIOTbCSA MiX
c06010 NNACTUKOBOIO
NiBKOKO

BMPOGHULITBO 3a
MOBHUM LMK/IOM,
BK/IHOYAOYMN
BisyaslbHy
iHCnekujto:
OkTadhapma
dapmaueBTuKa
MpopykTioHcrec
M.6.X., ABCTpisi;
BMPOGHULITBO 3a
NOBHUM LMK/IOM 3a
BUK/TIIOYEHHSAM
BTOPUHHOT
yNakoBKu:
Oxktadhapma,
dpaHLis;
BTOPWHHE
nakyBaHHS,
BisyasibHa
iHCneKuis:
OkTadhapma
[leccay 'm6X,
HimeuumnHa,
BVMPOGHMLTBO
KpionpeujnitaTa:
Oktadapma
MpogykuioHcrecen

CKNSIHUX (p/1akoHiB, a came 3 «+15 fo +25°C» fo
«+2 10 +30°C».
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
nwadt JoirunaHg
M.6.X., HimeuynHa
156. | OKTAHAT MOPOLLIOK AN OkTadapma AscTpis BMPOGHMLITBO 3a LWsewjis/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/15468/01/02
po3uunHy ans iH'ekyin | ®apmaueBTuka MOBHWM LMK/IOM 3@ AscTpisi/ 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
no 100 MO/wmn; MpoaykTioHcrec BUK/IOYEHHSIM HimeuuunHa 3aci6. Cuctema KoHTeliHep/3akynoproBasibHuWi
KapToHHa kopobka M.6.X. BTOPUHHOI 3aci6. 3miHa napameTpis cneuudikauin Ta/abo
Nel: micTuTb 1 YNaKkoBKU: A0NyCTUMUX MEX NEPBUHHOT YNakoBK/ rOTOBOIO
(p1aKoH 3 MOPOLLKOM Oktathapma AB, nikapcbKoro 3acoby (iHwWi 3MiHW). Po3LwmpeHHs
ON51 PO3YMHY ANs Lseujs; TemnepaTypHOro gianasoHy 36epiraHHs NOPOXHIX
iH'exuUiid. KapToHHa BMPOGHULITBO 3a CKNSIHUX (p/1akoHiB, a came 3 «+15 o +25°C» fo
Kopobka Ne2: NOBHUM LIMK/1OM, «+2 10 +30°C».
MICTWUTb 1 ¢pnakoH 3 BK/IIOHA0UN
PO34MHHMKOM (BOAA BisyaslbHy
Ans iH'ekuii no 10 iHCnekujto:
mn (1000 OkTadhapma
MO/chnakoH)) Ta dapmaueBTMKa
KOMNEKT ans MpopaykTioHcrec
PO34YMHEHHS Ta M.6.X., ABCTpisi;
BHYTPILLHEOBEHHOrO BMPOGHMLTBO 3a
BBefeHHs (1 wnpuy NOBHUM LMK/IOM 3a
ogHopasosui, 1 BUK/HOUYEHHSIM
[BOCTOPOHHSA ToJKa, BTOPUHHOT
1 ronka 3 hiIbTPOMm, yraKkoBKu:
1 ronka gns iH'ekujn, OkTachapma,
2 npocoyeHi dpaHujs;
CMMPTOM TaMMoHK) y BTOPUHHE
nakeTi abo 6nicTepi. nakyBaHHs1,
Kopo6ka Ne 1 Ta BisyasibHa
Kopobka Ne 2 iHCneKuis:
06’eAHYIOTbCA MiX OkTachapma
€060t0 NNacTNKOBOIO [Heccay 'm6X ,
N/1iBKOO HimeuumnHa,
BVMPOGHMLTBO
KpionpeuinitaTa:
Oktadhapma
MpogaykuioHcrecen
nwadt fJoirunaHg
M.6.X., HimeuynHa
157. | OTOTOH® Kpanni ByLUHi, no 16 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: Ges UA/13775/01/01
Iy donakoHi; no 1 3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikaT peyenma

hnakoHy pasom 3
KpanenbHuuero y
naJui 3 KapToHy

BignosigHocTi/IE-cepTudikar BignosigHoCTi
€sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: gns
A®I; ana BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPObHUUTBI ADI; Ans
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpobHuKa -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponelicbkiin hapmakonei R1-CEP 2002-093 -
Rev 03 (3atBepmkeHo: R1-CEP 2002-093 - Rev
02) ansa Aito4yoi pevoBrHN PeHa3oH Bif, BXe
3aTBepmxeHoro Bupo6Hnka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD. 3MiHu | TRy -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMMX
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(iHWi 3MiHW) - BHECEHHS 3MiH B cneyudikadiio Ta
aHaniTMYHI METOAMKM A5 Ai040i PEYOBVHN
deHasoH, BUupobHuka Shandong Xinhua
Pharmaceutical Co., Ltd., KuTaii 3a nokasHukamu
«[po30piCTb PO3UNHY», «KO/TIbOPOBICTb PO3UNHY»,
«Xnopuan», «Cyneatun», «Brpara B maci npu
BUCYLLYBaHi», «CynbhaTHa 301a»— fofaHo
nocunaHHsA Ha €®*. 3minu | TUNYy - 3MiHK 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y napameTpax
cneumdikayin Ta/abo gonycTMMmnX MeX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(iHLWi 3MiHM) BHECEHHSA 3MiH B cneuudikauiio Ta
aHaniTUYHI MeToAMKN ANA Ait0HOT pevoBUHU
deHas3oH, BUpobHuka Shandong Xinhua
Pharmaceutical Co., Ltd., Kutai1 3a nokasHukom
«lpeHTudpikauis» gofaHo nocunaHHa Ha EP* Ta
BWJTYYEHO NOCWUIAHHA Ha SIKICTb CTaHAapPTHUX
3paskiB. 3MiHu | TURY - 3MiHK 3 AKkocTi. AdI.
KoHTposb A®I. 3miHa y MeTogax BUNPOOYBaHHS
A®| abo BMXigHOTO Matepiany/npoMiKHOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa APl (HE3HAUHI 3MIHU Y
3aTBEPKEHNX MeToAax BUNPOOYBaHHS) BHECEHHS
3MiH B cneuudikauito Ta aHaniTUYHI METOAUKN ANS
Aitoyoi pevoBrHN PeHas3oH, BUpobHuka Shandong
Xinhua Pharmaceutical Co., Ltd., Kutaii 3a
nokKasHUkoMm «CynpoBifHi AOMILLKM» - AOAAHO
nocuniaHHA Ha €®* Ta BUTyYeHO NOCUNAHHA Ha
AKICTb CTaHAapTHYX 3paskis. IHopmMaLis Wwoao
AKOCTI CTaHAAPTHUX 3paskiB, LU0
BMKOPVCTOBYIOTLCS MPU BUNPOGYBaHHI, HaBegeHa
B po3gini 3.2.S.5 CtaHAapTHi 3pasku abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

npenapatun. 3miHu | Tuny - 3miHu 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y MeTogax BUNPOOYBaHHs
A®| abo BMXigHOTrO Matepiany/npoMiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpobHULTBa APl (HE3HAUHI 3MIHU Y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) -
BHECEHHS 3MiH B cneundikauito Ta aHauTiTUYHI
MEeTOAMKM ANA AioHoI pevoBuHUN ®eHas3oH,
BMpo6HUMKa Shandong Xinhua Pharmaceutical Co.,
Ltd., Kutaii 3a nokasHukom «KinbkicHe
BU3HAYEHHA»- [0AaHO NOCUaHHA Ha E®* Ta
BW/Ty4EHO NOCUNAHHA Ha AKICTb CTaHAAPTHUX
3paskiB. IHhopmaLisa Woa0 AKOCTi CTaHAAPTHUX
3paskiB, LLIO BUKOPUCTOBYIOTLCA Npn
BMNpo6yBaHHi, HaBeAeHa B po3aini 3.2.S.5
CraHpapTHi 3pa3ku abo npenapatu. 3MiHu | Tuny -
3MiHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BUXIiAHWIA/NPOMIKHUIA NpOAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(BMNyYEHHS1 HE3HAYHOrO NOKa3HVKa AKOCTI
(Hanpuknag, BUTyYeHHs 3acTapifioro nokasHuka)) -
BUyYEHHS 3i cnevudikauii Ta MeToAiB KOHTPO/O
Ait040T PEYOBVHN ANS AjH040i pevyoBUHM DeHasoH
NokKasHMKa «PO3YMHHICTb», TaK SIK AaHWii NOKa3HUK
Mae pekoMeHAaLiiHWI xapakTep, Ta He €
0608B’3k0BUM - 3MiHN | TURY - 3MiHK 3 aKoCTi. ADI.
KoHTposb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHW) - BHECEHHSA
3MiH y METOAM BXiAHOrO KOHTPO/IKO ANs Aitoyol
peyoBVHN PeHa30H, a caMme BUTyHEeHHS MOBHOIO
BMKady TEKCTY METOAVK/ BU3HAYEHHS MOKa3HMKa
«Mikpob6ionoriyHa yncTota»

158.

MAKNITAKCE
N "EBEBE"

KOHLleHTparT A1
PO34nHy Ans
iHdpy3ii, 6 mr/mn; no
5 mn (30 mr), abo
16,7 mn (100 wmr),
abo 25 mn (150 mr),
a60 35 mn (210 mr),
a6o 50 mn (300 mr)
y thnakoHi, no 1
h1akoHy B
KapTOHHIV Kopobui

EBEBE ®apma
lec.m.6.X. Hopr.
KIr

ABCTpis

NOBHUIA LWKN
BMPOGHMLTBA:
®APEBA YHTepax
'M6X, ABCTpist;
BWMNYCK Cepil:
EBEBE ®apma
Fec.m.6.X. Hdr.
KI, ABCTpis;
TecTyBaHHS:
Mnn
Mikpob6ionoriwec

ABCTpist

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasbHeHUX JaHuX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YMNOBHOBAaXEHOT 0C06M, BigNoBigancHoI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTaKTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa gns 34iicCHeHHA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeEHOI 0CO6MU, BiANOBIAa/IbHOI 3a

3a
peyenmom

UA/0714/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Mprodhnabop
'M6X, ABCTpist;
TeCTyBaHHS:
Na6op /IC CE &
Ko. KT,
HimeuumnHa,;
TecTyBaHHS:
3eiibepcaopd
Nabop Mv6X,
ABCTpist

3gjificHeHHs chapmakoHarnsagy (Bkioyaryn

KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
MacTep-caiina cuctemu chapmakoHarnagy). 3miHa
YMNOBHOB&XeHOT 0C0bM 3as1BHMKA, BignoBigasibHOT

3a thapmakoHarnag.

[itoua pepakuin: Juergen Maares / FOpreH
Maapec. NMponoHoBaHa pegakuis: Kotal Mohamed
Ali / Kotan Moxamef, Ani. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0COOM 3as1BHMKA, BifnoBigasibHOI

3a (hapmakoHarnag.

159.

MAPOKCWH

TabneTku, BKPUTI
N/1iBKOBOIO
o6onoHkoto, no 20
Mmr; no 10 Tabnetok
y 6nicTepi; no 3 abo
6 6nicTepiB y
KapTOHHI nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBAaXEHOT 0CO6M, BigNoBiganLHOI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHeHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaiina cuctemm papmakoHarnsgy) 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXXEHOI 0CO6M
3asBHYKa, BiANOBiAa/IbHOI 3a hapmMakoHarnsg

3a
peyenmom

UA/3184/01/01

160.

MEHTANTIH-
»C

Tabnetku; no 10
TabneTok y 6nictepi;
no 1 6nictepy B
KapTOHHI/ nauui; no
10 TabneTok y
6nictepax

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:
3MiHn | TUnY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
y3arasibHeHUX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEeHH
MacTep-chaiina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXEHOI 0Cobm
3asBHVKa, BifNoBigaNbHOI 3a hapmakoHarnsg.

3a
peyerimom

UA/2617/01/01

161.

MEHTACA

rpaHynun
NPOJIOHroBaHoOI Aji
no 1r, no 50, 100,
a6o 150 nakeTukis 3
rpaHynamum y
KapPTOHHI KOpOObLii

PeppiHr
IHTepHeLUHN
CeHtep CA

LLBeiuapi
2

BignoBigansHuii
3a BYPOBHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTi:

LLiBeiiuapis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHn | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHa y KopoTkii
XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta IHCTPYKUiT AN MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo

3a
peyenmom

He
nionsieae

UA/4990/03/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
®eppiHr OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neku NikapcbKoro
IHTEepHELHN 3aco6by, abo gocnimkeHb 3 6e3neKkn 3acTocyBaHHSA
CeHtep CA, nikapcbkoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
LLiBeiuapis; ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
BignosigansHuii npoBeAeHVX BiANoBigHO A0 MaHy negiatpudHnx
3a BMNYCK cepii: pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
deppiHr MTM6X, KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
HimeyunHa BHECEHO [0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6ivHi peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3acToCyBaHHA Nikapcbkoro 3acoby. BeeAeHHS 3MiH
npoTsirom 6 MicsiLiB Micns 3aTBepAKEHHSs!
162. | MEHTACA rpaHynu deppiHr LLseiiuapi BignosifansHuii LLseiiuapisi/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/4990/03/02
MPOIOHTOBaHOT Aji IHTEepHeLWwHN A 3a BMPOGHMLITBO, HimeuunHa 3MiHun | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nionsieae
no 2r, no 60 CeHTtep CA nepBuHHE Ta Ta chapmakoHarnsgy. 3miHa y KopoTkili
nakeTuKiB 3 BTOPVHHE XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
rpaHynamm y nakyBaHHS, MapKyBaHHs Ta iHCTPYKLiT 4151 MeANYHOro
KapTOHHIli KopoobLi KOHTPO/b AKOCTI: 3acTocyBaHHS Ha MigcTaBi perynspHo
PeppiHr OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun Nikapcbkoro
IHTEpHELIHN 3acoby, abo gocnimpkeHb 3 6e3mnekn 3acTocyBaHHS
CeHtep CA, nikapcbkoro 3acoby B MicnsipeecTpaviiiHvi nepioa,
LLiBeiiuapis; ab0 AK pe3ynbTar OLiHKM 3BITY 3 AOCNIIKEHD,
BignosiganbHuii npoBefeHnX BiANOBIAHO [0 MaaHy negiaTpuyHmnx
3a BUNyCK cepil: pocnimkeHb (PIP) (3MiHy y3rofxeHo 3
PeppiHr MNM6X, KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHom) - 3MiHu
HimeuunHa BHECEHO [0 IHCTPYKLUiT A1 MeANYHOro
3acTocyBaHHS NiKkapcbkoro 3acoby Ao po3ainis
"Oco6nmBoCTI 3acTocyBaHHA" Ta "Mo6iYHI peakuji”
BiANOBIAHO [0 OHOBMEHOI iHhopMaLii 3 6e3nekn
3acTocyBaHHsA Nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTArom 6 MicsLiB nicns 3aTBeppKeHHs
163. | NEPTYCWH cupon, no 100 ry MAT YkpaiHa MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 6e3 UA/0749/01/01
thnakoHax abo "lanuucapm” 3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWIA NikapCbKuii peyenma

6aHkax; no 100 ry
pnakoHi abo 6aHLi;
no 1 dpnakoHy abo
6aHLi y nauui

3aci6. KOHTpO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB crneungikaLiii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCbKoro 3acoby
(iHWi 3miHW). CynyTHA 3MiHa - 3MiHX 3 AKOCTI.
["oTOBMIA Nikapcbknii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHM BUNpPOo6yBaHb abo A0MyCTUMUX MEX,
BCTaHOB/EHMX Y cnevmdikavisx, nig yac
BUPOBHMLTBA FOTOBOrO NiKapCbKOro 3acoby (iHLi
3MiHW) NpuBeAEeHHSA nokasHuka "lNyctmHa" oo
BuMor AdY y cneundikauii Ta MeTogax KOHTPOo
N3, Ta BignoBigHo y cneuundikauii nig yac
BMpOGHMLTBa /13, a came: BUlyYeHHS NOCUaHHSA
Ha MeTO[, 2, OCKI/IbKV BU3HAYEHHS TYCTUHN
NpOBOANTLCS 3 BUKOPUCTAHHAM [eHCUTOMETPA.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
164. | NEPTYCWH cupon, in bulk: no MAT YkpaiHa MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: - UA/9554/01/01
100 r y donakoHi abo "Fanuucpapm" 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
6aHui, no 48 3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
dhnakoHiB abo 6aHOK 3MiHa napameTpiB cneuudikauii Ta/abo
y KOpOoGi [OMYCTUMMUX MEX rOTOBOTO JTIKapCbKOro 3acoby
KapTOHHOMY (iHWi 3MiHW). CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
[OTOBMIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHV BUNpPO6YyBaHb ab0o A0NYCTUMUX MEX,
BCTaAHOBNEHNX Y cneuudikauisax, nig vyac
BMPOGHMLTBA rOTOBOrO Jlikapcbkoro 3acoby (iHLwi
3MiHW) NpMBeAEHHA nokasHuka "lycTuHa" ao
BuMor AdY y cneyudikauii Ta MeToA4ax KOHTPOIO
N3, Ta BignoBigHo y cneuudikadii nig yac
BUpo6HUUTBa /13, a came: BUIyYeHHS NOCUNaHHsA
Ha MeTof, 2, OCKi/IbKW BU3HAYEHHSI TYCTUHN
NPOBOANTLCA 3 BUKOPUCTAHHAM AEHCUTOMETPA.
165. | NIKNOMNTUK Kpansi O4Hi, po34uH, EnENCi Ipysia K.T. Pomdpapm PyMyHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/20378/01/01
0,5 mr/mn; no 10 mn Pomdapm KomnaHi C.P.J1. 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenma
y hnakoHi 3 Komnawi 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
npo6koto- xopoxmsa BBEJEHHS 404aTKOBOI AifIbHULi BUPpOOHULTBA AN
KpanenbHuuero Ta YyacTuHM ab0 BCbOro BUPOBHNYOrO NpoLecy
KapTOHHI/ navu,i rOTOBOrO Jlikapcbkoro 3acoby (4inbHuusa ans
BTOPVHHOrO nakyBaHHs). 3amiHa BUPOOHMYOT
LiNbHUL| BTOPMHHOIO NakyBaHHs /13 BUPOGHMKa
K. T. POM®APM KOMIAHI C.P.J1.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo AofaBaHHA AiIbHULI, Ha SKil
3[iICHIOETLCS KOHTPO/IL/BUNPOBYBaHHS cepii)
3amiHa ginbHWL Ha SiKild 34IACHI0ETBCA KOHTPO/Tb
AKOCTi (KOHTPO/Ib MIKPOBIOAOriYHMX NOKA3HUKIB
nikapcbKoro 3acoby) N3 BupobHuka K.T.
POM®APM KOMMAHI C.P.J1., PymyHis
166. | NIKOCY/Nb® Kpanni opaJsibHi, AT «Codhapma» Bonrapis BVMPOGHMLTBO Bonrapis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 6e3 UA/20665/01/01
AT- po34uH, 7,5 mr/mn; Hepo3dhacoBaHO| 3MiHu | TUnYy - 3MiHKn 3 akocTi. CepTudikaT peyenma
CODAPMA no 15 mMn posunHy y nNpoAyKLUiT, BignosigHocTi/IE-cepTudikar BignosigHoCTi
CKNsiHOMY p1akoHi 3 nepBuHHa Ta €sponelicbkin hapmakonei/mMoHorpadii. NMogaHHs
annikatopom- BTOPWHHA HOBOro abo OHOB/IEHOTO cepTudikara

KpanenbHuLEeo Ta
KoBMaykom; no 1
(h1aKoHy B
KapTOHHIli KopooLi

ynakoBka abo
BMPOGHULITBO 3a
MOBHUM LMK/IOM:
AT «Codchapmay,
Bonrapisi;
[103BiN Ha BUMYCK
cepi:
AT «Codpapma»,

BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkili hapmakonei: ans
A®I; ana BuxigHoro
martepiany/peareHTy/NpoOMbKHOIo NPOAYKTY, L0
BMKOPWCTOBYIOTbCS Y BUPOOHUUTBI ADI; ans
[0MOMKHOT peyoBMHM (cepTudikaT Bi4NOBILHOCTI
€Bponeiicbkiin hapmakoner) - OHOBEHWIA
cepTudiikaT Bif y)xe 3aTBepKEHOro BUPOOHWMKa -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

Bonrapis

noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€Bponeiicbkilt hapmakonei No CEP 2014-020-Rev
02 (3atBepmxeHo: R1- CEP 2014-020-Rev 01)
Ans gitoyoi peyoBrHM Sodium picosulfate Big Bxe
3aTBepxeHoro BupobHrka KREATIVE
ORGANICS PRIVATE LIMITED, India
3miHu | TUny - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikar BignosigHoCTI
€sponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyYEHHSA cepTudikata
BifNOBigHOCTI €Bponelickkili hapmakonei: ans
A®l; ans BuxigHoro
matepiany/peareHTy/nPoOMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADl; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudpikart
Bifi HOBOrO BUPOGHMKa (3aMiHa ab0 [AONOBHEHHS) -
noAaHHsa HOBOro cepTudikaTta BiAMoOBIAHOCTI
€Bponeiicbkilt hapmakonei No CEP 2020-021-Rev
02 ans pitouoi pevosrHn Sodium picosulfate Big,
HoBoOro BMpobHuka - Dishman Carbogen Amcis
Limited, India.

167.

MPAMIMEKC
®XR

Tabnetkn
MPOJIOHrOBaHOI Aji
no 0,75 wmr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu y
KapTOHHIN nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

Nab6opaTopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHUX JaHKX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHnx
npo cucTemy dhapmakoHarnsgy, 3mMiHa
YNOBHOBAXEHOT 0CO6MU, BigNoOBiganbHOI 3a
3piicHEHHS hapMakoHaris4y; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuKa A5 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiH1 Yy PO3MiLLEHHI
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXeHOI 0cobm
3a8BHMKa, BiANOBIA&/IbHOI 3a hapmakoHarnsg

3a
peyenmom

UA/15481/01/01

168.

MPAMIMEKC
®XR

Tabnetkn
NPOIOHIOBaHOT Aji
no 1,5 mr; no 10
TabneTok y 6nictepi;
no 3 6nictepn y
KapTOHHIN nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

Na6opaTopioc
HopmoH, C.A.

IcnaHis

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3ara/ibHeHUX AaHunx npo cuctemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHuX JaHux
npo cuctemy chapmakoHarnsgy, smMiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarsgy 3asaBHUka ANnsi 34iNCHEHHs

3a
peyenmom

UA/15481/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHa
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
3ailicHeHHs thapmakoHarnsay (BKioyaoum
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3as1BHVIKA, BignoBigabHOI 3a dhapmakoHarnsg
169. | NPEBUMIC KOHUEeHTpaT ans Mepk Wapn i LLseiuapi BTOPVHHE Benbria/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/19269/01/01
pOo3unHy AnA Joym IOEA A nakyBaHHs, Ipnangis/ 3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI peyenmom
iHdpysiit, 240 wr (20 6X aHanituyHe Higepnangm Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
Mr/MA); KOHLLeHTpaT TecTyBaHHS, y3arasibHeHUX JaHuX Npo cucTemy
NS PO34MHY B TeCTyBaHHS thapmakoHarnsgy (BBefeHHs y3araslbHeHX JaHux
CKNSIHOMY (DN1aKOHi cTabinbHOCTI Ta npo cuctemy chapmakoHarnsgy, amMiHa
(tuny 1), 1 conakoH y [03BiN Ha BUMNYCK YMNOBHOB&XEHOT 0CO6M, BignoBiganLHoI 3a
KapTOHHI KOpooL, cepi: 3[iiCHEHHS (papMaKoHarnsay; KOHTaKTHOT 0cobu 3
OpraHoH XelicT thapmakoHarnagy 3asBHuKa ans 34iiCHeHHA
68, benbris; hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHaA
BMPOGHMLTBO, Bifl yNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
nepBuHHE 3gificHeHHs chapmakoHarnsgy (Bkioyarun
nakyBaHHs Ta KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
aHasliTM4He macTep-chaiina cuctemm dpapmakoHarnsgy) 3miHa
TecTyBaHHS, KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNIKA,
TecTyBaHHs BiANoBiAabHOI 3a hapmakoHarnsg B YkpaiHi.
CTabifNIbHOCTi:
MCJ, IHTepHeLwHN
rM6X/MC/,
Ipnangjs
(Kapnoy),
IpnaHgis;
[03BiN Ha BUMYCK
cepii:
Mepk Wapn i
Joym B.B.,
Hinepnanamn
170. | NPEFABANIH | kancynu no 75 wr, TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/20391/01/01
ACIHO no 10 kancyny YKPAIHA" Crapt" 3MiHu | TMNYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom

6nicTepi, no 1, no 3
a6o no 6 6nictepis y
KapTOHHIN nauui

Ta thapmakoHarnagy. BeegeHHst abo 3MiHu Ao
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araslbHeHUX JaHux
npo cucTemy dpapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0C06M, BigNoBigansLHoI 3a
3[iliCHEHHS (papMakoHarnsay; KOHTakTHOT 0cobm 3
dhapmakoHarnsgy 3asBHUKa A1a 3M4iCHEHHS
thapmakoHarnagy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0CO6MU, BiAMNOBIAa/IbHOI 3a
3aificHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-halina cuctemu papmakoHarisay) -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHVKa, BigNOBiAa/IbHOI 3a hapmMakoHarnsg
171. | NPEFABANIH | kancynv no 150 mr, TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/20391/01/02
ACIHO no 10 kancyny YKPAIHA" Crapt" 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
6nictepi, no 1, no 3 Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
abo no 6 6nictepis y y3arasibHeHX AaHux Nnpo cuctemy
KapTOHHI/ navu,i hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBAXEHOT 0CO6M, BigNoBiganLHOI 3a
3pificHEHHS hapMakoHars4y; KOHTaKTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa ana 34ilCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
MacTep-aiina cuctemy papMakoHarnisay) -
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobun
3a8BHMKA, BiANOBIA&/IbHOI 3a (hapmakoHarnsg
172. | NPIOPUKC™ niocpinizat ans "nakcoCmiTKnA Benuka nakcoCmiTKnsiiH Benbria/ BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3a UA/13694/01/01
| PRIORIX™ po3unHy ans H Excnopt BpuTtaHis Bionomxikans PpaHuis/ 3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®IL. KoHTponb AdI. peuenmom
KOMBIHOBA iH'ekuin; 1 Nimiten C.A., benbris CnonyyeHi 3MiHa y napameTpax crneungikauiii Ta/abo
HA MOHO/1030BMUiA (KoHTponb AkocTi LWratn [ONyCTUMUX MeX, BU3HaYeHUX y cneumdikaisax
BAKUVHA thnakoH (1 fosa) 3 PO34MHHMKA B Awvepu/ Ha A®I, abo BUXigHWUIA/MPOMIXHWIA
ansa niodgpinizatom y amnynax 2-x gos, ITanisa NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTbLCS Y
MPO®INTAKT KOMMNJIEKTi 3 BWMYCK Cepiit npoueci BupobHuutea APl (BUnyyYeHHs
MKW KOPY, PO34MHHMKOM (BOAA PO34YMHHVKA B He3Ha4YHOro NokasHukKa SKoCTi (Hanpuknag
ENIAEMIMHO | ans iH'ekuin) y amnynax gns 1-i BW/TyYEHHS 3acTapifioro nokasHuka)) - BunyyeHnHs
ro nonepegHbL0 Ta 2-x 0o3 1a TecTyBaHHA Ha 6ionoriyHy npuaatHicTb (biological
MAPOTUTY HanoBHEHOMY Lwnpuuax. Bunyck suitability), wo nposoanTbCA AN heTanbHOI
TA Lwnpu1li Ta ABoma cepii roToBoro 6uyavoi cuposatku (foetal bovine serum (FBS)),
KPACHYXU rosikamy B KapTOHHil NpoAayKTy); AKa € BUXigHUM MaTepiasioM B npoLeci
Kopob6ui; 100 nakcoCmiTKnsiiH BMPOGHULITBA aKTUBHUX CyOGCTaHLil (KuBui
MOHOZ,030BMX (1 Bionogxikans, aTeHylioBaHuiA BIpYC KOPY, XWBWiIA aTeHyioBaHWii
[03a) hiakoHis 3 ®paHuis BipyC enigeMiyHoro napoTuTy, X1BWii
niocpinizatom y (MapkyBaHHA Ta aTeHylioBaHWiA BipyC KpacHyxu). BHeceHHs
KOMMNEKTi 3 nakyBaHHs pefakuiinHux npasok fo po3giny 3.2.A.2
PO34YMHHMKOM (BOAA roToBOro Adventitious Agents Safety Evaluation
Ans iH'ekuiii) B nNpoayKTY,
amnynax Ne 100 B MapKyBaHHSA Ta
OKpeMili ynakosLi; 1 nakyBaHHs
MyNbTUA030BUIA PO34MHHVKA B
chnakoH (2 gosn) 3 wnpuuax);

niocpinizaTtom y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'exuii) B
amnyni; no 100 wTyk
dhakoHiB Ta amnyn

nakcoCmiTKnsiiH
Bionopxikans
C.A., Benebris
(MapkyBaHHA Ta
nakyBaHHs
roToBOro
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknav
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

B OKPEMUX KOPOGKax

NpPOAYKTY,
KOHTPO/b AKOCTI
roTOBOro
NPOAYKTY.
KOHTpOsb SIKOCTI
PO34YnHHKKa ANs
1-i Ta 2-x go3 Ta
Lnpumuax.
MapkyBaHHA Ta
nakyBaHHS
PO3YMHHKKa ANs
1-i Ta 2-x fo3 Ta
wnpuuax); Kopikca
KopnopeiiwH g6a
nakcoCmiTKnsinH
BakuuHs,
Cnonyueni Wratn
AmMepuKn
(dopmyBaHHs,
HanoBHEHHA Ta
niodghinizauis
BakUuHK); digia
dapmacbioTivi
C.n.A,, ITania
(dopmyBaHHs,
HanoBHEHHS,
nioghinizauis
BaKLIMHW.
Bupo6HuuTBO
PO34MHHMKA B
amnynax,
MapKyBaHHS Ta
naxkyBaHHs
PO34MHHVKA B
amnynax,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
amnynax);
Oendbapm Typ,
®paHuia
(BMpo6HULTBO
PO34MHHMKA B
amnynax gna 1-i
Ta 2-x 0os,
MapKyBaHHS Ta
nakyBaHHS
PO34MHHVKA B
amnynax ans 1-i
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o

3acoby ynakoska) nocsioyeHHs1
Ta 2-x 0os,
KOHTPO/b AKOCTI
PO34MHHVKA B
amnynax gna 1-i
Ta 2-X 0o3);
KatasieHt
Benpxiym,
Benbris
(Bupo6HuuTBO
PO34MHHVKA B
Lwnpuruax,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
wnpuuax); Acnex
Hotp-Aam-[e-
BoHABINb,
PpaHuis
(Bupo6HuuTBO
PO34MHHVKA B
Lwnpuruax,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
Lnpuuax)

173. | NPIOPUKC- niocpinizoBaHuii nakcoCmiTKns Benvka nakcoCmiTKnsiiH Benbris/ BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/16549/01/01
TETPA MOPOLLIOK AN1s H Ekcnopt BpuTaHis Bionomxikans PpaHuis/ 3miHu | TMny - 3MiHKW 3 AkocTi. ADI. KoHTponb AdI. peyenmom
KOMBIHOBA iH'eKUilA; 1 donakoH 3 NimiTen C.A., Benbria ITania 3MiHa y napameTpax cneuudikadii Ta/abo
HA NMOPOLLUKOM Y (Bunyck cepii [ONYCTUMUX MEX, BU3HauYeHuX y crneumdikanisax
BAKUVHA KOMMJI1EeKTi 3 roTOBOro Ha A®I, abo BUXiZHWNIA/MPOMIXHWIA
ana PO34MHHKKOM (BOAA NPOAYKTY, BUMYCK NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
MPO®INTAKT Ans iH'ekuin) no 0,5 cepili pO34nHHMKa npoueci BupobHuuTea AP| (BUNyYEHHS
KN KOPY, mn (1 gosa) y B ammnynax Ta HEe3HayYyHOro NokKasHuka SKoCTi (Hanpuknag,

EMNIAEMIYHO | nonepefHbLO wnpuuax); BWUJTYYEHHS 3aCTapisioro NokasHuka)).BunyyeHHs
ro HanoBHeHOMY nakcoCmiTKnsaiiH TecTyBaHHA Ha 6ionoriyHy npuaatHicTb (biological
NAPOTUTY, wnpuui (y KOMAAeKTi Bionogxikans, suitability), Wwo npoBoanTbLCS ANS heTanbHoT
KPACHYXU 3 1BOMAa rosikamu PpaHuis 6uyavoi cuposatku (fetal bovine serum (FBS)),
TA BITPAHOI | a6o 6e3 ronok) a6o (MapkyBaHHs Ta AKa € BUXIiJHUM MaTepiasiom B NpoLeci
BICMN, y amnynax y nakyBaHHs BMPOGHMLTBA aKTUBHUX CYyOCTaHUIA (KuBUiA
XXUBA BaKyyMHilA PO34YMHHMKA B aTeHylioBaHWiA BipyC BITPSIHOT BiCNN, XWBWIA
ATEHYNOBA | cTepunbHiii amnynax. aTeHylioBaHuii BIpYC KOPY, XWBWI1 aTeHynoBaHWi
HA ynakosui; no 1 MapkyBaHHs Ta BipyC enigemMiyHoro napoTuTy, XUBnii

BaKyyMHili nakyBaHHs aTeHyiioBaHwi1 BipyC KpacHyxu). BHeceHHs

CTEPW/IbHIN ynakoBLi PO3YMHHMKA B pefakuinHux npasok fo po3giny 3.2.A.2

Y KapTOHHI kopobuyj; Lnpuuax. Adventitious Agents Safety Evaluation.

1 chnakoH 3 MapkyBaHHsA Ta

MOPOLLKOM Y nakyBaHHs

KOMN/IEeKTi 3 roToBOro

PO34YMHHMKOM (BOAA npoayKTy);

Ans in'exuin) no 0,5

'nakcoCmiTKnsainH
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

mn (1 gosa) y Bionomxikans

nonepeaHsL0 C.A., Benbria

HarnoBHEHOMY (PopmyBaHHs,

LINpUL Y BaKyyMHIiA HamnoBHEHHS Ta

CTEpWUNbHIl niocpinisayis

ynakosLi; no 1 BaKLWHW.

BaKyyMHiiA MapkyBaHHs Ta

CTEPW/IbHIN ynakoBLi nakyBaHHs

Y KapTOHHiiA KopobLyj; roTOBOrO

1 dhnaxoH 3 NPOAYKTY.

MOPOLLKOM Y KoHTponb skocTi

KOMM/IEKTI 3 roTOBOro

PO34MHHKKOM (BOAA NPOAYKTY.

Ans iH'ekui) no 0,5 MapkyBaHHSA Ta

mn (1 gosa) B nakyBaHHsi

amny”ni y BakyyMHil PO34YMHHMKA B

CTepusbHii wnpuuax Ta

ynakosLi; no 1 amnynax.

BaKyyMHiiA KoHTponb skocTi

CTEPW/IbHIN ynakoBLi
Y KapTOHHiii KopobLyi

PO34MHHVKA B
wnpuuax Ta
amnynax); ®igia
dapmacbioTivi
C.n.A,, ITanis
(dopmyBaHHs,
HanoBHEHHS,
nioghinizauis
BaKLMHK,
BMPOGHMLTBO
PO34MHHVKA B
amnynax,
MapKyBaHHS Ta
nakyBaHHs
PO34MHHVKA B
amnynax,
KOHTPO/Ib AKOCTI
PO34MHHVKA B
amnynax (3a
BMHSITKOM TECTIB
Po3unHHiCTb Ta
loeHTundpikavis
HaTpilo));
Jendpapm Typ,
PpaHuis
(Bupo6HuuTBO
PO34MHHVKA B
amnynax,
MapKyBaHHs Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
nakyBaHHS
PO34MHHVKA B
amnynax,
KOHTPO/Tb AKOCTI
PO34MHHVKA B
amnynax);
KatasneHT
Benpxiym,
Benbris
(Bupo6HuuTBO
PO34MHHVKA B
Lwnpumuax,
KOHTPO/Tb AKOCTI
PO34MHHVKA B
wnpuuax); Acnex
Hotp-Aam-[e-
BoHABinb,
®paHuisa
(Bupo6HuuTBO
PO34MHHVKA B
Lwnpumuax,
KOHTPO/b AKOCTI
PO34MHHVKA B
Lwnpuuax)
174. | NPOAEKC rpaHynv ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a He UA/20626/01/01
CALLE OP&/IbHOTO PO3UNHY akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuyenmom | nidsisizae
no 25 mr, no 10 TOBapUCTBO TOBapuCTBO Ta chapmakoHarnsagy. 3miHa y KopoTkili
calle y nauui 3 "HaykoBo- "HaykoBo- XapaKTepuCTu1Li NikapCcbKoro 3acoby, TEeKCTi
KapTOHY BUPOGHNUNIG BUPOGHNUNIA MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
LeHTp LeHTp 3acToCyBaHHA Ha nigcTasi perynsipHo
"BopLyariBcbkuii "BopuyariBcbKuii OHOBJIKOBAHOTIO 3BiTYy 3 6e3neky NikapcbKoro
XiMiKo- XiMiKo- 3acoby, abo gocnimkeHb 3 6e3neky 3acTocyBaHHsA
hapmaLeBTUYHN thapmavLeBTUYHWi nikapcbkoro 3acoby B nMicnspeecTpaviliHvin nepioa,
i 3aBog" 3aBopg" ab0 K pe3ynbTar OLiHKM 3BiTY 3 fOCAIIKEHDb,
npoBeAeHVX BiANoBIAHO A0 MiaHy nejiatpudHmnx
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) - 3MiHu
BHECEHO [0 iHCTPYKLIiT 415 MeaM4YHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
Lito40T pevoBuHN. BBEAEHHSA 3MiH NpOTArom 6
MicALB Mic/1a 3aTBepAKEHHs
175. | NIPONO®ON emynbCis Ans dpeseHiyc Kabi HimeuumnH Ppe3seHiyc Kabi ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/13233/01/01
KABI iH'ekuin abo iHdpysin, | Oorunang M6X a AscTpia F'mM6X 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii peyenmom

10 mr/mn; no 20 mn
B amnyni; no 5
amnyn y nadui 3

3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
ab0 [0MyCTUMMX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig Yyac BUpO6GHULTBA FOTOBOrO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapToHy; no 50 mny
hnakoHi; no 50 mny
dhnakoHi, no 1
dhnakoHy y mauui i3
KapToHy; no 50 mny
dpnakoHi, no 10
chnakoHiB y
KapTOHHIli KopooLi

NiKapCbKOro 3acoby (3BYXEHHS AOMYCTUMUX MEX)
MOCW/IEHHSI KOHTPO/IO NOKa3HUKa
«BioHaBaHTaXXEHHS» NPY KOHTPOSTi KPUTUYHUX
eTanis nig yac Bupo6HuyTBa N3, a came i3
«KOHTPOJIOIOTH Yepes 3anaHoBaHi NPOMIKKM
yacy» Ha «BUNPOGYBaHHA NPOBOAATbL /18 KOXHOT
cepii». 3minu Il TMnNy - 3miHn 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y. 3MiHu, AKi CTOCYOTbCS BUPOBHMYOTO
npoLecy y peasibHOMy 4aci abo BUNycKy 3a
napameTpamu 415 roTOBOrO NliKkapCbKOro 3acoby.
BHeceHHs 3MiH 3a NOKa3HMKOM «CTepusbHICTb»
N3, a came faHuin NoKas3HMK NPONOHYETLCA
3MiHUTW Ha BUNPOBYBaHHA Ha CTEPUSIBHICTb Y
pexwumi peanbHoro yacy (RTRT). Takox B
cneumdikauito 13 BBOAUTLCA NOKA3HMK
«LlinicHicTb 3aKpUTTS KOHTEIHEPa» 3 MPUMITKOH):
«BunpobyBaHHA Ha LiNiCHICTb 3aKpUTTS
KOHTeliHepa NpoBoAATb Nif, Yac AOCNiAKEHb
cTabinbHOCTI thnakoHiB (MovaTok Ta KiHeub
TepMiHy NpUAAaTHOCTI)» Ta 3 BiANOBIAHO0
METOAVKOI BUNPOOYBaHHS.

176.

nPOMo®on
KABI

emynbCisa Ans
iH'eKLin abo iHdys3iiA,
20 mr/mn; no 50 mn
y dhnakoHi; no 50 mn
y thnakoHi, no 1
dhnakoHy y mauui i3
KapToHy; no 50 mny
dpnakoHi, no 10
chnakoHiB y
KapTOHHIlA KopooLi

®peseHiyc Kabi
[Jonunang MrmeX

HimeyunH
a

®pe3seHiyc Kabi
AscTpia F'm6X

ABCTpist

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHV BUNpo6yBaHb
a60 [0MyCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisx, nig yac BUPOOHNLTBA rOTOBOrO
NiKapcbKoro 3acoby (3BYy)XEHHS JOMYCTUMUX MEeX)
MOCW/IEHHSI KOHTPO/IO NOKa3HUKa
«BioHaBaHTaXXEHHS» NPY KOHTPOSTi KPUTUYHNX
eTanis nig yac Bupo6HuuTBa N3, a came i3
«KOHTPOJIOIOTH Yepes 3anaHoBaHi NPOMIKKM
yacy» Ha «BMMPOGYBaHHSA NPOBOAATbL /18 KOXHOT
cepii». 3minu Il TMny - 3miHK 3 gKkocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y. 3MiHu, SKi CTOCYOTbCS BUPOBHMYOTO
npoLecy y peasibHOMy 4aci abo BUNycKy 3a
napameTpamu 415 roTOBOrO NliKkapCbKOro 3acoby.
BHeceHHs 3MiH 3a NOKa3HMKOM «CTepUusIbHICTb»
N3, a came faHuin NokasHMK NPOMNOHYETLCA
3MIHUTW Ha BUNPOBYBaHHA Ha CTEPUSIBHICTb Y
pexumi peanbHoro yacy (RTRT). Takox B
cneuudikauito 13 BBOAUTLCA NOKA3HMK
«LlinicHicTb 3aKpUTTSI KOHTEIHEPa» 3 MPUMITKOH):
«BrnpobyBaHHA Ha LiMiCHICTb 3aKpUTTS
KOHTeliHepa NpoBoAATb Nif, Yac AOCNiAKEHb
cTabinbHOCTI thnakoHiB (MoYaTok Ta KiHeub
TEepMiHy NpUAAaTHOCTI)» Ta 3 BiANOBIAHO

3a
peyenmom

UA/13233/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
METOAVKOI BUNPOOYBaHHS.
177. | NYNbMOJIOP | nopoLwok ans TOB «MoBi YkpaiHa CaBa Xenckea IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/10378/01/01
® opasibHOI CycneHsil; Xenc» Nra, IHais; YropmHa 3MiHu | TNy - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbKUiA peyenma
1 nnswka 3 Megiton 3aci6. 3MiHM y BUPO6HULTBI. 3MiHN Y NpoLeci
MOPOLLKOM N5 dapmacbloTikan BMPOGHMLITBA FOTOBOrO JliKapCbKOro 3acoby,
NpUrotysaHHa 60 mn Nta., YropwyHa BK/1HOYAI0UY MPOMDKHUIA MPOAYKT, WO
ab6o 100 mn 3aCTOCOBYETHCSA MPU BUPOGHULTBI FOTOBOrO
cycrneHsii pasom 3 nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
MipHUM 3ac060M Ha BMPOGHMLTBA). He3HayHa 3MiHa B TEXHOOTIT
Kpueui 3 BMPOGHMLTBA, @ came Ha 4-My eTani BigdyBaeTbcs
nonieTuneHy B 3MilLyBaHHA 3 HACTYMHUM MPOCIIOBaHHAM i Ha
KapPTOHHI ynakoBLii eTani 8 36i/bLIEeHO Yac Ta WBUAKICTb 3MiLLyBaHHS.
3aTBepmKeHwnii | NPOMOHOBaHWI TEXHOOTIYHI
npouecu nepeabayaloTb MLLE Cyxe 3MillyBaHHS
KOMTMOHEHTIB; HE BHECEHO A04aTKOBMX
TEXHO/OTYHMX CTagil.
178. | PECMNUKC® TabneTku, BKPUTI OPIrAHOCUH OAE EBepTomkeH IHais BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 6e3 nionsieae UA/15549/01/01
NAiBKOBOIO NIANOCAEHCU Nalidy CaeHcms 3MiHK | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenma
o6onoHkoto, no 10 3 (E® 3ETI) Niviten 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax
TabneTtok y 6nictepi; npuaatHocTi abo ymoBax 36epiraHHs rOTOBOro
no 1 a6o 2, a6o 4 NiKapcbKoro 3acoby (36iMbLUEHHS TePMiHY
6nicTepy y nauui 3 npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
KapTOHY TOProBOi yNakoBKW (NiATBEPLKYETLCA AaHUMU
peanibHOro Yacy). 36iNbLUeHHS TEPMiHY
NPVAATHOCTI FOTOBOTO NiKaPCLKOro 3acoby Ha
OCHOBI NO3VUTMBHWX Pe3yNbTaTiB AOBrOCTPOKOBUX
AocnigpKeHb cTabinbHOCTI y peanibHOMY yaci:
3arBepmkeHo: TepMiH NpuaaTHocCTi
2 poku. 3anponoHoBaHo: TepMiH NpuaaTHOCTI 3
POKM. 3MiHM BHECEHO B iHCTPYKLIit0 AN MEAUYHOT0
3aCTOCYBaHHSA MiKapcbKoro 3acoby y po3gain
«TepMiH NpuaaTHocTi». BBejeHHSA 3MiH MPOTAroM
6-TV MicsLIB MiC/1S 3aTBEPLKEHHS.
179. | PECNUKC® TabneTku, BKpUTI OPIrAHOCUH OAE EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: - UA/15550/01/01
N1iBKOBOIO NIANOCAEHCK Nalicp CaeHems 3MiHU | TNy - 3MiHK 3 AKOCTi. FTOTOBWIA NiKapCbKMiA
060/10HKO10; in bulk 3 (E® 3ETI) Nimiteq 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax

Ne10000 y naketax

npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
NiKapcbKoro 3acoby (36ibLIEHHSA TeEPMiHY
NPWAATHOCTI TOTOBOIO /iKapCbKOro 3acoby) - Ans
TOProBOi ynakoBkuW (NiATBEPAKYETLCA AaHUMU
peanbHOro Yacy). 36iNbLUeHHA TEPMiHY
NPWAATHOCTI FOTOBOTO JTiKAPCLKOro 3acoby Ha
OCHOBIi NO3UTUBHMX Pe3y/bTaTiB OBrOCTPOKOBUX
AocnigpKeHb cTabinbHOCTI y peanibHOMY Yaci:
3arBepmkeHo: TepMiH NpuaaTHOCTI
2 poku. 3anponoHoBaHo: TepMiH NpuaaTHOCTI 3
poku. BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
180. | PUBOKCWUH- TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 3a UA/6209/01/01
AAPHULA 060/10HKO10, No 200 "®apmMaueBTUUH "®apMaueBTUYHA 3MiHu | TUNY - 3MiHK 3 akocTi. CepTudikaT peuyenmom
Mr; a thipma ipma "AapHuug" BignosigHocTi/lE-cepTudikat BignosBigHOCTI
no 10 Tabnetok y "OapHuusa” €Bponelicbkin hapmakonei/moHorpadii. 3miHu,

KOHTYPHIit
YapyHKOBIl
ynakosui; no 5
KOHTYPHUX
YapyHKOBUX
yNakoBOK Y nauLli

NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHOT hapmakonel gepxasun €C (iHLWi
3MiHW) - cneuudikaLiio Ta METOAVKM KOHTPOSO
AKOCTI ONOMKHOI peyoBuHYM MonicopbaTt 80 (TBIH
80) npuBeAeHO Y BIAMNOBIAHICTb A0 YWHHOT
MoHorpadii EP® «Polysorbate 80» 3 ypaxyBaHHAM
BVIMOT | pekomeHgauin AdY, y BignosigHOCTI A0
aHanisy pusmKiB Bif BUPOOHMKA. Y 3B'A3KY 3 UM Y
po3gini 3.2.P.4.1 3MiHEHO NoKasHWKN: «Onnc»,
«[ippoKCUIbHE YNCN0», «HNCNO OMUNIEHHS»;
fopaHo: «epekncHe uncno», «3arasibHa 30n1a»,
«CKnaf, XUPHUX KNCNOT», «ETnneHokeung i
AIOKCaH»; BUKTIOYEHO: «KOMbOPOBICTb PO3UNHY»,
«MogHe uncno», «BigHOBMIOBALHI AOMILLKM»,
«CynbaTHa 301a», «Baxki meTanu». Y po3gini
3.2.P.4.2 yTOYHEHO METOAMKN KOHTPOSH: «Onune»,
«KncnoTHe yncno», «41cso oMuUIeHHs»; 4o4aHo
MeToAuKK: «llepekncHe Yncno», «3aranbHa
30/1a», «Cknag XUpHUX KNcnoT», «EtTnneHokcung i
[iokcaH»; BUTy4eHO MEeTOAMKN 4151 MOKA3HWKIB,
BUK/TIOYEHUX 3i cneuudikavi.
3MiHn | TURY - 3MiHM 3 AKOCTi. FOTOBWI NikapCbKWii
3aci6. KOHTPO/1b AONOMDKHMX peYoBUH. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX 4151 [ONOMIKXHOT PEHOBUHW (BUTYUYEHHS 3i
cneumaikaLii He3Ha4YHOro NokasHuka (Hanpukiag,
3acTapinoro nokasHuka)) NpuBefeHHs
cneuudikayii Ha JOMOMKHY pevoBuHy Monicopbar
80 (TBiH 80) 4o BMMOr Ta pekomeHzauii dY, 1.4
«MoHorpadii», €P, 1.5.1.7 «Characters» Ta
3arasibHOi MoHorpadii Ph. Eur. «Substances for
pharmaceutical use». ¥ 38’A3Ky 3 UMM 3i
cneundikauii BUIyYeHi ik BUNpobyBaHHS Taki
NOKA3HUKN: «PO3UYNHHICTbY», KNI Mae
pekoMeHAaLiiHWi xapakTep; «ycTuHa» Ta
«KiHemaTtnyHa B’A3KicTb» (y MoHorpadii
«B’s3kicTb»), AKi BiANOBIAHO A0 MOHOrpadii
Hanexartb [0 3ara/lbHUX BacT1BOCTEN.
BignosigHy iHchopmaLiito nepeHeceHo Ao
3araslbHUX BNacTUBOCTEN. 3MiHW | Tuny - 3MiHKW 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX peyoBMH. 3MiHa napaMeTpis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
cneumdikauin Ta/abo AONYCTUMMX MEX A5

[O0NOMDKHOT Pe4oBUHU (BUTYHEHHS 3i cneuudikauii
HEe3Ha4yHOro nokasHuka (Hanpukiag 3actapifioro
nokasHuka)) - BHECEHO 3MiHM A0 crneumdikayii Ha
nonomikHy pevoBuHy Monicop6aTt 80 (TsiH 80), a
came [0 po3giny «lgeHTudikayis»: Bu1y4yeHo
BMMNPo6YyBaHHA «Bx» Ta «D» y 3B’A3Ky 3
nofasibLLMM NpUBEAEHHSM LibOro NokasHuka
(nopaTkoBOI 3MIHOIO B MeXax OfHIel npouedypu)
[0 Bumor moHorpadii «Polysorbate 80» E€®. 3miHn
| TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonMyCTUMUX
MeX 0151 OMOMIXKHOI peqoBUHY (iHLUi 3MiHK)
CynyTHS! 3MiHa - 3MiHW 3 SIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIKHUX PEYOBUH.
3MiHa y MeTofiax BUNPOGYBaHHS [OMOMIXHOT
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeTogax BUNpobyBaHb) - NpYBEeAEeHHA
cneumaikalii Ta MeToAMK KOHTPOJIIO SKOCTI Ha
LonomikHy pevoBuHy Monicopbat 80 (TBiH 80) y
BiANOBIAHICTb 4O BMMOr €BponencbKol
dapmakonei, 3 BpaxyBaHHAM filo4ymx BUMOT Ta
pekoMeHAaLii AdY. Y 3B'A3KY 3 UM BHECEHO
3MiHM Ta pefakuiiHi yTOUHEHHS! [0 po3Ainy
«MikpobionoriyHa uncToTa» (6e3 3miHun
HOPMYBaHHS). 3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOIb 4OMOMDKHUX
peyoBuH. 3MiHa NapameTpiB cneuundikauilii Ta/abo
[0NYCTUMUX MEX A/15 AONOMIKHOT peHOBUHN (iHLLI
3MiHM) - CynyTHS 3MiHa - 3MiHM 3 sKoCTi. [oToBWIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXXHUX PEYOBUH.
3MiHa y meTofax BUNpo6yBaHHS [OMNOMIKHOT
PEYOBUHMN (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
MeTofax BUNpobysaHb). MNpuBeaeHHs
cneumdikavii Ha JONOMKHY pevoBuHy Monicopbat
80 (TBiH 80) y BigNOBIAHICTL A0 BUMOT Ait04oT
MoHorpagii E® «Polysorbate 80», 3 ypaxyBaHHAM
BuMor posginy €@ 1.5.1.8 «Identification». Y
3B'A3KY 3 UMM, Y po3gini «lgeHTudikauis»
HOpPMYBaHHS NMOKa3HMKa NpYBeAEeHO L0 BUMOT
MoHorpadii «Polysorbate 80» €sponelicbkoi
$apmakonei. KOHTpos1b Noka3HvKa NPOBOANTLCA
3a nepLuoto igeHTudikalieto MoHorpadii €
«Polysorbate 80» (meTog IY-cnekTpomeTpii Ta
BiANOBIAHICTb po3ainy «Cknaf XUPHUX KACOT»),
Lo Bignosigae sumoram po3giny €d 1.5.1.8

«ldentification». 3MiHu | TMNY - 3MiHK 3 SKOCTI.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[oTOBMIA Nikapcbkuii 3aci6. KOHTPOb 4OMOMDKHUX
peyoByvH. 3MiHa y MeToAax BUNpPoGyBaHHSA
[O0MNOMDKHOT peYOBUHW (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX METOAAX BUNPOBYBaHb) - BHECEHHS
3MiH 4,0 METOAVK BiANOBIAHO A0 BUMOT MOHOrpadii
«Polysorbate 80» €sponelicbkoi ®apmakoner,
pekomeHAaLiin Ta ctunictukm AdY. Y 3B'A3ky 3
LM BHECEHO 3MiHU Ta pefaKLiiiHi yTOUHEHHS A0
nokasHukis «ligpokcuabHe Yncio» Ta «Boga».
181. | PIBOMNTAH® Tabnetkv no 10 wr; TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/15160/01/01
no 3 Tabnetkn y YKPAIHA" Crapt" 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
6nicTepi; no 1, 2 abo Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
3 6nictepn y y3arasibHeHUX JaHuX Npo cuctemy
KapTOHHI nayui; no thapmakoHarnsgy (BBeAeHHs y3araibHeHUX JaHnx
10 TabneTok y npo cuctemy papmakoHarnsgy, amiHa
6nicTepi; no 1 YNOBHOB&XEHOI 0c06W, BiANOBIAaLHOI 3a
6nictepy y 3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
KapTOHHIW nayv, dhapmakoHarnagy 3asBHvKa Ans 34iiCHeHHA
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3fificHeHHs thapmakoHarnsagy (Bkioyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-alina cuctemu hapMakoHarnisay) -
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6U
3as1BHVKA, BignoBiganbHOI 3a dhapmakoHarnsg
182. | PO®ITIC® PO34unH ANs iHQYy3il, AT "dapmak” YkpaiHa NOBHUIA LWKN Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3a UA/20434/01/01
no 100 mn a6o 200 BMPOGHMLTBA: 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii peyenmom
mn, abo 400 mn, abo AT "®apmak”, 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
500 My ch1akoHi; YKpaiHa; iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
no 1 dpnakony y BisyasibHa KOHTPO/O SIKOCTi FOTOBOrO JIiKapCbKOro 3acoby
navui iHCnekKuis (iHWi 3miHM) B faHOMy NPOeKTi BHECEHHSA 3MiH 40
donakoHiB, peecTpadiiiHoro gocke Ha /13 POOITIC®, po3unH
MapKyBaHHsA Ons iHdysili BupobHuyTBa AT «dapmak», YkpaiHa
hnakoHiB Ta (noBHUMIA UMKN BUPOGHMLTBA), MpAT «IHdy3is»,
BTOPVHHHE YkpaiHa (BidyasibHa iHCnekuis akoHiB,
nakyBaHHs, MapKyBaHHs (DN1akoHiB Ta BTOPUHHE NaKyBaHHS)
KOHTPO/b 3anponoHOBaHO A0AaBaHHS MOX/IMBOCTI
roToBOro KOHTPOJI0 TOTOBOTO J1iKapCbKOro 3acoby Ha
NPOAYKTY: AinbHUu NPAT «lHdysis», Ykpaita. [lo gaHoi
MpAT "“Indy3ia”, 3MiHW JOAETLCA OHOB/IEHA pefakuis po3ainy
YkpaiHa 3.2.P.3.1 BUpPOGHUK.
183. | CAHMNEHEM MopoLOK aNns Ckan dapma O6'egHaHi Bpykc IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/18851/01/01
po34nHy Ans B3-TOB Apabcbki CrepicaiieHc 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom | niosnsizae
iH'ekuilA, no 1000 wmr; Emipatu Nimiteq Ta hapmakoHarnsgy. 3miHa y KopoTkili

no 1 chnakoHy y
KapTOHHIlA KopoobLi

XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKL,T 4151 MeAnYHoro
3acTocyBaHHs Ha MifcTasi perynspHo
OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neku NiKapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
pocnipkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM). 3MiHu
BHECEHO B |HCTPYKLiIO AN MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby [0 po3fainis
"Ocob6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiANOBIAHO iHhopmaLii Wwoao 6e3nekn
3aCTOCYBaHHSA Aito4oi pevoBUHU. TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MicALIB NiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta cpapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
3aCTOCyBaHHS TeHepUUYHUX/TibpUaHMX/6ionoai6HMX
NiKapcbKnx 3acobiB Nic/1s BHECEHHS TiEl camol
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@aHHs XOAHNX HOBUX A0AATKOBUX
AaHunx). 3MiHM BHECEHO B IHCTPYKLUit0 A5
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3zinis "®apmakonoriyHi BnacTneocTi”,
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO A0 iHopMaL,ii pedhepeHTHOro
nikapcbkoro 3acoby MepoHeM, MOPOLLIOK A7S
PO3UMHY ANA iH'EKLN.

TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEpPKEHHSA. 3MiHU | TUny - 3MiHKW WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM). 3MiHN BHECEHO B IHCTPYKLtO ANs
MeAMYHOro 3acToCyBaHHSA MikapCbKoro 3acoby Ao
po3giny "Mo6iuHi peakwji" WoA0 3BiTYBaHHS NPo
no6iyHi peakuii. TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micsauUiB nicnsa 3aTBEPXKEHHS.

184.

CELICTPEC

Tabnetku; no 10
TabneTok y 6nictepi;
nol, 3ta6
6nicTepis B
KapTOHHI nayui

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
y3arasibHeHX AaHunx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cucTemy dhapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0CO6M, BigNoBiganbHOI 3a
3[ificHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHuKa A5 34iACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO0 BOHa BigMiHHA
BiJl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkiyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi

6e3
peyenma

UA/14145/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
MacTep-aiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOI 0cobm
3asBHUKA, BIANOBIAA/ILHOI 3a (hapMakoHarnsg,.
185. | CEPTAKOHA | nopouwiok TOB YkpaiHa ANIBYC NTAN® IHAjs BHECEHHS 3MiH O peecTpaLjiiiHiX MmaTepianis: - UA/18559/01/01
307y HITPAT | (cy6cTaHuin) y "®APMEKC CAMEHCE3 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
noABiNHMX reyn NIMITEL HalilmeHyBaHHs Ta/abo agpecu micud
nonieTueHoBmx NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA (BKTHOUaouM,
naketax gns 3a HeobXigHOCTI, MicLLle NPOBeAEHHS KOHTPO/IIO
hapMaLeBTUYHOTO SIKOCTi), ab0 BfiacHuKa MacTtep-thainna Ha AP, abo
3acToCyBaHHA noctavasibHuka A®I/BuxigHoro
matepiany/peareHTy/npoMbKHOIo NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI ADI (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikaTa BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOBHMKA HOBOT AOMOMDKHOT
PEUYOBUHM (SKLLO 3a3HAYEHO Y 0CbE). 3MiHa
Ha3Bu Ta agpecy Bupo6Huka APl CeptakoHasony
HiTpaT
186. | CUHEPNEH nopoLUIoK ANns CaH IHAis CaH IHais BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: 3a UA/9191/01/01
po3unHy AnA PapmacboTuKas PapmacboTnKas 3MiHn |l Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO. peyenmom
iHdpysiit; 1 donakoH IHOacTpi3 IHoacTpi3 flimiteq, 3MiHu B npouieci BUpo6HMLTBA ADI (iHLLI 3MiHK).
06'emom 30 mn 3 Nimiten BHECEHHS 3MiH B po3ain 3.2.S.2.2. Onuc
NMOPOLLKOM Y BMPOBHMYOrO NPoLeCy Ta MOro KOHTPO/Ito, a came
KapTOHHI Kopobui BUJTY4YEHO KOHTPO/Ib PH TEXHIYHOTO PO3YNHY
imineHemy y Bofii Ta 3MiHEHO YMOBY
KOHLEHTPYBaHHS PO34MHY NPOAYKTY 3a
[0MOMOroK CUCTEMM 3BOPOTHOrO OCMOCY.
187. | cupPon BIA, cupon no 50 mn, a6o [Op. Taiicc HimeuumnH [Op. Taiicc Himeuunna BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 6e3 UA/2336/01/01
KALUMIKO ApP. no 100 msn, a6o no HatypsapeH a HaTypBapeH M6X YTOUHEHHA B Hakas3i Ne 1576 Big 15.10.2025 - peyenma
TANCCA 250 M1y h1akoHi; v6X 3MiHu | TUnYy - 3MiHK 3 AKOCTi. A®L. KoHTponb AdI.

no 1 dpnakoHy 3
MipHUM
CTaKkaHu4MKoM 3
noninponinexy B
KapPTOHHIn KopooL;i

3MmiHa y napameTpax cneuudikaLiin Ta/abo
OONYyCTUMUX MeX, BU3HaYeHMX y cneumdikawisx
Ha A®|, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BMpo6HuuTea A®| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM SKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHSA) -
[LOMOBHEHHS creuumdikaLii BUnycky Ta npoTsarom
TepMiHy NpUAaTHOCTI Ailo4oi peyoBUHU EKCTpakTy
NOAOPOXHMKA NAHLLETONNCTOr0 HOBUM
MOKa3HMKOM Ki/IbKICHOTO BU3Ha4YeHHs "Cyma
akTeo3ngy/izoakTeo3ngy, obumcneHa sk akteosng"
3 BiNOBIAHUM METOAOM BUMPOGYBaHHS, a came:
PocnvHHwnii ekcTpakT Crneundikalisi BUNycky
BwmicT ... Cyma akTeo3ngy/izoakreosungy
o6uuncneHa sk akteosna: 30 mg — 1700 mg / 100 g
€Bp. Papm. 2.2.29 / 2.2.25 Cneumdikauis
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
NpoTAroM TepMiHy npuaartHocTi BmicT ... Cyma

akTeo3nay/izoakTeo3nay obuMcneHa Sk akTeosng:
+ 10 % Bif NoYaTKoOBUX 3Ha4YeHb €Bp. Papm.
2.2.29/2.2.25. 3miHun | Tuny - 3miHn 3 akocTi. AdI.
KoHTposb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneumdikauisix Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y
npoueci BupobHuuTea APl (BuUyYeHHs
He3Ha4yHOro MoKasHuKa SIKOCTi (Hanpvkiag,
BW/TYYEHHS 3aCTapisioro NoKasHUKa)) - BUSTyYEHHS
napameTpa Ans KifbKICHOrO BU3HAYEHHS
«AKTE031f, 06UNCNEHNIA, K PO3MapUHOBa
KucnoTa» 3i cneyudikauii BUNycky Ta NpoTsArom
TepMiHy npugartHocTi Ha Al yepes foaaBaHHS
HOBOrO nNapameTpa A/15 Ki/IbKIiCHOr0 BU3HAYEHHS
«Cyma akTeo3nay/izoakteosngy, obuvcneHa, sk
akTeo3ng» 0o cneuuddikavii BUNycKy Ta NnpoTAarom
TepMiHy nNpuAaaTHOCTI. 3MiHM | TMny - 3MiHW 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneumdikavin Ta/abo gonycTMMmnX MeX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BVKOPVCTOBYIOTbCS Y npoueci BupobHuytea AdI
(nopaBaHHA ab0 3aMiHa (3a BUHATKOM aKTUBHOI
peyoBUHM 6i0N0rYHOro abo IMyHO/OrYHOTO
NOXOMKEHHS) napameTpa cneuudikauii 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS 3a
pesynbTatamv focnimkeHb 3 6e3nekn abo AKocCTi)
- foaasaHHA napameTpa «MiponisnanHosi
ankanoign» (Jomiwkn) Ao cneumdikaii BUnycky
[il040T peyoBUHN PIAKOro eKCTPaKTy NOAOPOXHMKA
BiAgnoBigHo Ao My6niyHoi 3a88K Npo
BMKOPWCTaHHS POC/IMHHUX JTiKapCbknX 3aco6iB, Lo
MIiCTATb TOKCUYHI HEHacu4yeHi Niponi3ananHoBI
ankanoign (MA) (EMA/HMPC/893108/2011 Rev.
1). 3anponoHOBaHO: POC/IMHHWIA €KCTPaKT
Cneuudpikauis Bunycky [lomiwku MiponisnamHoBsi
ankanoign: AKtyasibHe 3HayeHHs €Bp. Papm.
2.2.29/2.2.43. 3miHun | TUny - 3miHK 3 AkocTi. AdI.
KoHTposb A®I. 3miHa y MeTofgax BUNPOOyBaHHs
A®| abo BMXigHOrO Matepiany/npoMiKHOro
NpoAayKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHLWi 3MiHK Y MeTogax
BMNPOGYBaHHSA (BK/ItOYatoun 3amiHy abo
[0MNoBHEHHS) AD| abo BUXiAHOro/NPOMIKHOTO
NPOAYKTY) - BNPOBaKEHHA HOBOTO BHYTPILLUHLOrO

meTody (BEPX) ana napameTpis igeHTUdikaujii Ta
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

KinbkicHoro Bmicty "Cyma
akTeo3unay/izoakreosnay, obuncneHa, sk
aKTeosng" A5 eKCTPaKTy NOA0POXHUKA

naHuetonuctoro. MNonepeaHii metos (BEPX)
6yn0 3aMiHEHO LM HOBUM MeToAoM. [itoua
pefakuis 3.2.S.4.2 AHaniTUYHI MeToamn —
|aeHTudikalis Ta BMICT akTeo3ugy, 064vcneHuii
K pO3MapuHoBa K1cnoTa, 3a gonomoroto BEPX
FAKicHe Ta Ki/lbKiCHe BU3HAYEeHHS akTeosnay,
064MCNEHOro AK PO3MapMHOBa KucoTa 3a
ponomorot BEPX MNponoHoBaHa pefakuis
3.2.5.4.2 AHanitnuHi meTogm — laeHTudikauis Ta
BMICT CyMu akTeo3ugy/izoakreo3ungy, 064ncneHoi
AK akTeosung, 3a gornomoroo BEPX. fkicHe Ta
KifIbKiCHE BU3HAYEHHSI aHa/liTUYHOrO Mapkepa
rpynu akTeosug/izoakreosuns, 064nC. SK akTeosns,
B SKOCTi Mapkepa A/1s pifAKoro ekcTpakTy
NOAOPOXHMKA NAaHLETONIMCTOr0, MPOBOANUTLCA
BiAMNOBIAHO A0 €Bp. dapm. 2.2.29/2.2.25 3
BUKOPVCTaHHAM npoLenypn 06epHeHo-(ha3oBoi
BEPX 3 BuaBneHHaAM npy Y& 330 HM
(akTeo3ng/izoakteosms). KinbkicHe BU3HAUYEHHS
BCTAHOB/IOETLCA 38 METOA0/OTIE0 30BHILLHLOIO
ctaHgapty (ESTD). 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[OTOBMIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHa iMnopTepa/3miHuy, Lo CTOCYHTbLCS BUMYCKY
cepii Ta KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo JofaBaHHA AibHULI, Ha Kl
3[iNCHIOETLCS KOHTPOIL/BUNPOGYBaHHS cepii) -
OHOBJ/IEHHS po3ainy 3.2.P.3.1 Bupo6Huku, a came
[ofaBaHHA AinbHULI, Ae NPOBOANUTLCS
MiKpo6iosioriyHi BUNpobyBaHHSA cepii roToBoro
nikapcbkoro 3acoby Mikpobiosniori Kpemep M'm6X /
MikroBiologie Kramer GmbH (Mpim3aye 7, 66809
Hanb6ax, HimeuyunHa / Primsaue 7, 66809
Nalbach Germany. 3miHn | TUnYy - 3MiHK 3 SKOCTI.
["OTOBMIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHa po3Mipy cepil (Bk/toYatoun gianasoH
po3mipy cepii) roToBOro NikapCbkoro 3acoby
(3meHLWeHHsa Ao 10 pasiB) - 3MEHLLEHHS PO3MIpY
cepii N3 3 6500 kr Ha 6400 kr. B pamkax Liel
3MiHU TaKoX BHECEHO pefakLiiHi 3MiHM B MoAy /b
3.2.P.3.3: - KOHTpO/1b NpoLecy «4ac 3MillyBaHHS»
6yno agantoBaHo 3 300 XB [0 Yacy 3MmiLlyBaHHS
360 xB, SiK 3a3HA4YEHO B ONWUCY BUPOBHNYOro
npouecy; - BuaaneHo iHgopmadito npo
IHCTPYMeHTU Ta 0bnagHaHHA, ki
BVKOPVCTOBYBa/IMCS A/151 BUPOOHULITBA; - YacTuHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

«Po3n1B Ta nakyBaHHs» byna ysarasibHeHa; 3MiHu
| TNy - 3MiHK 3 AKoCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/Ib AONOMDKHMUX PEYOBUH. 3MiHa
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX 151 JOMOMiXKHOI PEYOBUHM (3BY)XXEHHS
[0NYCTUMUX MEX) - NPUBEAEHHS NOCUIEHHSA
KpUTEpIiB NPUAHATHOCTI NapameTpy
«MiKpOo6ionorisi» Ana AONOMKHUX PeYOBUH cupony
LlyKpPOBOro 6ypsika Ta cMpony LyKpy iHBEPTHOro
BiANOBIAHO A0 BUMOr €Bp. ®apm. 3aTBEpAKEHO:
Mikpo6ionorisi: ? 102 KYO/r 3anponoHoBaHo:
Mikpob6ionorisi: €sp. ®apm. 5.1.4-2 TAMC: ? 103
KYOIr abo mn TYMC: ? 102 KYO/r a6o mn B
pamkax uiei 3mMiH1 B Moay /b 3.2.P.4.1 Takox
BHeCeHi fesiki peaakuiiiHi 3miHn: Cneuudikavis
cupony LyKpoBoro 6ypsika: - 3MiHeHO
(POPMY/IHOBAHHS 30BHILLHBLOrO BUNSAAY; - 3MIHEHO
NOMUJ/IKOBE NocuiaHHA Ha €Bp. ®apm. 2.5.1 ana
napametpa «Cyxuii 3autMok». Lito nommnky 6yno
BUMpaB/eHo Ta 3p061eHO NpaBuibHE NMOCUNaHHA
Ha BHYTpILLHili meToa SOP 1.6; - onst metoais
[04aHO BMHOCKY «MOTO4YHa Bepcis». Crneumdikayis
cupony LyKpy iHBEPTHOr0: - ONuc MeToay
BMNPOGYyBaHHA 6yno afanToBaHo 3
"ochnakTopHOro" Ha “"opraHoNenTUYHMA"; - 3MiHEHO
NOMWUNKOBE NocunaHHA Ha €sp. ®apm. 2.5.1 ana
napametpa «Cyxuii 3a/Lwok». Lito nomunky 6yno
BUMpPaB/IeHo Ta 3p061eHO NpaBusibHE NMOCUIaHHSA
Ha BHyTPpILLHIi MeTog SOP 1.6; - onst MeToAiB
[0@HO BMHOCKY «MOTOYHA BEPCisi»; - f0AaHO
[eCATKOBe 3HAYeHHS AJ19 MaKC. 3HaYeHHS
napametpa pH (3 6 go 6,0).
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(3BYXXEHHS [OMYCTUMUX MEX) - 3BY)XXEHHS
[ONyCTUMUX MEX NapameTpy «BigHocHa rycTuHa»
B cneyudikauii NpoTArom TepMiHy NpuaaTHOCTI
N3. fitoua pepakuis: BigHocHa ryctuHa 1,20 —
1,30 MponoHoBaHa pejakuisa: BigHoCHa ryctuHa
(20/20) 1,27 — 1,29. 3miHn | TMNY - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3aco6y. 3mMiHa napaMmeTpis
cneumdikauiii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCbKOro 3acoby (3BYXEHHS JOMYyCTUMUX MEX) -
3BY)KEHHSI AOMYCTUMUX MeX napaMeTpy
«[MOKa3HWK 3a/10MIEHHS» B cneundikavii




136
Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
NpoTAroM TepMiHy npugatHocTi [N13.
[itova pepakuis: MNMokasHUK 3a1oMieHHs 1,40 —
1,50 MponoHoBaHa pefakuis: MokasHuk

3MiHu | TUNY - 3MiHM 3 SIKOCTi. FOTOBWIA Nikapcbkuii

3a/10MNeHHA 1,43 — 1,45.

3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapCcbKoro 3acoby
(monoBHeHHA cnevmdikalii HOBUM NOKa3HWUKOM 3
BiANOBIAHUM METOA0M BMNPOOYBaHHS) -
[ofaBaHHA napameTpa BMicTy "Cyma
akTeosmay/izoakreosnay, 06umcn. sk akteosna" oo
cneumdikauii BUNycKy Ta MPOTAroM TEPMiHY
npugatHocTi N3 3 BiANOBiAHUM METOA0M
BMNPOOGYBaHHS, a came: CneumdikaLis BUNycky
BwmicT
... Cyma akTeo3ngy/izoakreosungy, o6umcn. sk
akteosng: 1,5 — 85 mr/100 r €Bp. ®apm. 2.2.29 /
2.2.25 Cneundikauis npoTarom TEpMiHy
npugartHocTi BmicT ... Cyma
akTeo3nay/izoakTeosnay, 064MC. K aKTeosns: £
10 % Big, NOYaTKOBOrO 3HAYeHHs €Bp. Papm.
2.2.29/2.2.25
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KOHTposib rOTOBOTO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKoro 3acoby
(monoBHeHHs cneumdikalii HOBUM NOKA3HMKOM 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA) -
[OMNOBHEHHSA crieumdikavii BUNYcKy Ta NpoOTArom
TepMiHy NpuAaTHOCTI TOTOBOrO NPOAYKTY
napameTpoMm iAeHTUYHOCTI «pPigKuii ekxcTpakT
NOAOPOXHVKA NTAHLETONIMCTOro» ANA
ineHT1dikauii 3a 4ONoMoro Y®-cnekTpis 3
Bi4NOBIAHUM METOA0M BUNPOOYBaHHS.
3anponoHoBaHo: Cneuudikavis
Bunycky/Cneumdikauis NpoTAroM TepMiHy
NpUAATHOCTI. |AEHTUYHICTD ...

Y®-cnekTpy akTeosuay Ta i3oakteosngy B
[LoCnioKyBaHOMY Ta CTaHAAPTHOMY PO3YMHi
36iratoTbca €sp. Papm. 2.2.25. 3miHun | Tuny -
3MiHK 3 SKOCTi. F0TOBMIA NiKapCbKuid 3aci6.

EKCTpaKT NofopoXHMKa NaHLEeTONNCTOrO PifKuid:

KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MEX roTOBOrO /iKapCbKOro 3acoby (J0MOBHEHHS

METOZI0OM BUNPO6YBaHHS) - [OMOBHEHHSA

cneumaikaii HOBVUM NOKa3HUKOM 3 BifNOBIAHUM
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

cneuudikauii BUNycKy Ta MPOTAroM TEPMiHY
NpWAATHOCTI FOTOBOrO NPOAYKTY NapaMeTpom
iEHTUYHOCTI «Kanito copbar» 3a [0NoMorow Yo-
CnexTpiB, 3 BiANOBIAHUM METOA0M BMNPOOYBaHHS.
3anponoHoBaHo: Creuudikavis
Bunycky/Cneumdikauis NpoTaroM TepMiHy
npuaaTHocTi |geHTnYHICTD ... Kanito copbat Yo-
CreKTpy Kanito copbaty B AOC/iAKYyBaHOMY Ta
CTaHAApPTHOMY PO34mHI 36iraroTbea €sp. Papm.
2.2.25. Takox BHECEHi He3HauHi pefakLiiiHi
npasku B cneuudikauii roToBoro NnpogykTy, a
came: nepethopMynioBaHHA KpUTepiiB
NPUAHATHOCTI 4719 napaMeTpa iAeHTUYHOCTI
«kanito copbar» 3a fornomoroto BEPX 6e3 3MiHu
3micTy. 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y. 3miHa napameTpiB cneyudikauin Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby
(BMNYyYEHHSI HE3HAUHOTO NOKa3HVKa (Hanpuknag,
3acTapifioro nokasHuka, Takoro sk 3anax Ta cMak,
abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
[06aBOK)) - BUyYeHHs 3i cneyudikauii Bunycky ta
NpoTArom TepmiHy npugartHocTi /13 napameTpy
BMICTY «aKTeo3wus, po3paxoBaHuii sk
pO3MaprHOBAa KNCM0Ta», OCKI/TbKM B AKOCTI
aHaNIiTMYHOro Mapkepy 3apas BUKOPUCTOBYETHCSA
cyma akTeosugy/izoakteo3nay, obuncieHa sx
akTeo3ng. 3miHu | Tvny - 3MiHu 3 SKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3aco6y. 3miHa napameTpiB cneyudikauin Ta/abo
[OMYCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby
(#onoBHeHHs ab0 3amiHa NokasHuka cneumdikauii
3a pe3ynbTaramu gocnimpkeHs 3 6e3nekn abo
AKOCTI (32 BUHATKOM NiKapCbKux 3acobiB
6i0N10ri4YHOro/iMyHOOMNYHOT0 NOXOKEHHS)) -
[ofaBaHHA napameTpa «niponisuanHoBI
ankanoign» (Jomiwkn) Ao cneumdikaii BUnycky
roTOBOro Nikapcbkoro 3acoby BiAnoBigHO A0
My6niyHOI 325981 NPO BUKOPUCTAHHA POCMHHUX
NiKapCbKNX 3aco6iB, WO MiCTATb TOKCUYHI
HeHacuueHi niponiananHoBI ankanoign
(EMA/HMPC/893108/2011 Rev. 1)
3anponoHoBaHo: Cneuudikauist BUNycKy [JOMiLLKm
MiponiauguHosi ankanoign ? 0,006 ppm €8p.
®apm. 2.2.29/ 2.2.43. 3MiHn | TUny - 3MiHK 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y MeTogax

BMNPOBYBaHHA rOTOBOrO MiKAPCLKOro 3acoby (iHwWi
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Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3MiHM y MeTogax BUnpobyBaHb (BKOHAKUN

3aMiHy abo AOMNOBHEHHS)) - 3aMiHa CTaporo
MeTOoAy BU3HAYEHHS Ait0HOT PEYOBWHN PigKOro
EKCTPaKTy NOAOPOXHMKA NaHLETONNCTOro B
roToBOMY NlikapcbkoMy 3acobi. [litoua pefakuis
3.2.P.5.2 AHaniTnuHi metogn — BusHayeHHs
BMICTY PifIKOTO eKCTPaKTy NoJOPOXHUKA
NaHUEeToNNCTOro 3a BMICTOM akTeosugy,
06uyncneHMM sk po3mapuHoOBa K1cnoTa, 3a
ponomoroto BEPX (ctapuii meTop) MNMponoHoBaHa
pepakuis 3.2.P.5.2 AHaniTuyHi metogmn —
loeHTudikaLis Ta BMICT pigKOro ekcTpakTy
NOAOPOXHMKA /TAHLIEeTOIMCTOrO 3a BMICTOM
akTeo3nay/izoakTeosuy, 064MCIEHUM AK
akTeosus, 3a gonomoroo BEPX. fAkicHe Ta
KifIbKiCHE BU3HAYEHHSA Ait0U0T PEYOBUHM PigKOro
EKCTPaKTy NOAO0POXHMKa NaHLEeTONNCTOro B
nikapcbkoMy 3aco6i Yepes aHaNiTUYHUIA Mapkep
rpyny akrteosuz/i3oakteosns, 064nCeHoro Sk
akTeo3ug, NpoBOAWTLCA BiAMOBIAHO A0 €BP.
dapm. 2.2.29 / 2.2.25 3 BUKOPUCTAHHAM
npoueaypu o6epHeHo-¢as3oBoi BEPX 3
BUSABNEHHAM npu YO 330 Hm
(axkTeosunp/izoakTeosuns) AN KibKicHOro aHasisy
Ta Y®-cnekTpom Ans sikicHoro aHanisy. KinbkicHe
BU3HAYEHHS BCTAHOB/IOETHCA 3a A0MNOMOroi0
MeTOAa 30BHiLLHLOrO cTaHaapTy (ESTD) (HoBuid
meToa). 3MiHu | Tuny - 3MiHu 3 sKocTi. FoToBMI
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTogax BMnpobyBaHHS roTOBOro
nNikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BMNPOGYBaHb (BK/THOYaOuM 3amiHy abo
[OMNOBHEHHS)) - 3amiHa CTaporo metoay
BM3HAYEHHS KOHCepBaHTa kauito copbara B
roToBOMYy NlikapcbkoMy 3acobi. [litoua pefakuis
3.2.P.5.2 AHaniTnuHi metogn — BusHayeHHs
BMICTYy Kanito cop6ary 3a gonomorot BEPX.
(cTapuii meToa) MponoHoBaHa pegakuis 3.2.P.5.2
AHaniTuuHi MeToav— lgeHTudikauis Ta BMICT Kaulito
cop6ary 3a gonomMoroto BEPX. AkicHe Ta KiflbkicHe
BU3HAYEHHA KOHCEPBaHTY Kasito copbaTy
npoBoAMTLCSA BIANOBIAHO A0 €Bp. Papm. 2.2.29 /
2.2.25 3 BUKOPWCTaHHAM npoueaypy 06epHeHo-
ha3oBoi BEPX 3 BUsiBNeHHAM npu Y& 260 HM ans
KiNbKiCHOro aHanisy Ta Y®-cnektpom A5 AKiCHOro
aHanisy. KinbkicHe BU3HaYeHHS BCTAHOB/HOETLCSA
3a 4,0NOMOrol0 MeToa 30BHiLLHbOrO CTaHAapTy

(ESTD) (HoBwi1 MeTog). 3MiHW | TMNy - 3MiHK 3
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

akocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNeiichbkili
hapmakonei/MmoHorpadii. 3MiHW, NoB'A3aHi 3
HeOoOXiAHICTIO NPpUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo EBponeiicbkoi chapmakoner,
ab0 iHWOI HauioHas1bHOI dhapmakonei Aepxasu E€C
(3miHa y cneumdikauisx, nos'a3aHa 3i 3MiHaMu B
L®Y, abo €Bponeiickkili hapmakonei, abo iHLwil
HauioHasbHi dhapmakonei gepxasu EC) -
MprBeaeHHs cneumdikavii pocInHHOT cybcTaHuii y
BigNoBigHICTb A0 MOHOrpadii €sp. ®apm. 11.4
«MoA0OPOXHMK NaHLIETONNCTUI». Yepes nonpasky
00 MoHorpadii €Bp. ®apm. «ogopoXHUK
naHueTonucTuii» MeTog, aNns napameTpa «Digitalis
lanata nucta» y cnevudikauii pocMHHOT
cy6cTaHUii 3MiHeHo 3 €Bp. ®apm. 2.2.27 Ha €Bp.
Papm 2.8.25.

188.

CUPOIN BIA,
KALLJIO ApP.
TAWCCA 3
EKCTPAKTO
M MIOLLLA

cupon, no 100 mn
abo no 250 mny
dhnakoHi; no 1
p1akoHy 3 MipHUM
CTakaH4MKoM y
KapTOHHIlA KopooLi

[Op. Taircc
HartypsapeH
M6X

HimeyunH
a

[p. Taiicc
HatypBapeH 'm6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs
BUPOBHUYOT AiNbHULI (BKNHOYAKOUY AiNbHULI ANS
A®I, npomiXHOro NpoayKTy abo rotoBoro
NiKapcbKOro 3acoby, AibHUL 4118 NPOBeAeHHS
nakyBaHHs1, BUPO6HYKaA, BiLNOBIAaNbHOIO 3a
BWMYCK CepiiA, MicLie NpOBeAEHHSI KOHTPOO cepii)
abo nocTtavasibHUKa BUXiAHOrO MaTepiasy,
peareHTy ab0 LONOMIXHOI peYOBUHU (AKLLO
3a3HaYeHo Y A0CLE) BHECEHHS 3MiH Ao p. 3.2.S.2.1
Manufacturer(s), a came BUIy4YeHHSI BUPOOHUKA
(nocTayvasibHKKa) POC/IMHHOT CUPOBUHN MapTiH
Bayep 'm6X & Ko. KI" (dyTeHgopdepLutpacce),
HimeuyunHa Ta MapTiH Bayep Monbcbka Cn. 3 0.0.,
Monbla. 3anmwmnecs noctavyasibHUK POC/TUMHHOT
peyoBMHM (BKIIOYAIOUY EKCTPaKLiiHE NOAPIGHEHHS
pocnuHHOI pevoBuHU: MapTiH Bayep M'v6X & Ko.
KI/ Martin Bauer GmbH & Co. KG
BaHnxodwtpacce 2, 25486 Ansecnoe, Hiveuunna/
Bahnhofstrasse 2, 25486 Alveslohe, Germany).
BHeceHHs pefakuiliHix 3mMiH 40 nigpo3ainis
3.28.1.1,325S.1.2,3.25.2.1,3.2S5.2.2,3.2.5.2.3,
3.2.5.2.4,3.2.S.2.5, 3.2.5.6. 3miHu | Tuny -
AMIHICTPaTVBHI 3MiHW. BuyyeHHs1 BUPOGHMYOT
AiNbHULI (BKNOYaoumn ginbHULi ans Adl,
NPOMKHOr0 MPOAYKTY abo roToBOro NikapcbKoro
3aco0by, AiNbHUL ANS NpoBeAEeHHS NaKyBaHHS,
BVMPOGHWKA, BiANOBifaIbHOTO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHSI KOHTPO/IO cepil) abo
noctayanbHuKa BUXIAHOTO MaTepiany, peareHty
ab0 [O0NOMiXXHOI Pe4OBMHM (SKLLO 3a3HAYEHO Y

6e3
peyenma

UA/15367/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[ocbe) Bunyuenns 3 p. 3.2.P.3.1 nabopatopii 3
BMNPO6YBaHb KOHTPOO AKOCTi JIAT T'm6X Op.
TitTenb, HimeuunHa (LAT GmbH Dr. Tittel).

KoHTposib cepiid, a TakoX NMOTOYHI AOC/iIKEHHS
CTabiNIbHOCTI NPOBOAATLCS B 3aTBEPAKEHIN
komnaHii Ap. Taiicc HatypeapeH Mvm6X (Dr. Theiss
Naturwaren GmbH). 3MiHu | TUny - 3MiHK 3 AKOCTI.
A®|. Bupo6HULTBO. 3MiHU B NPOLLECi BUPOOGHULTBA
A®| (HesHauHa 3MiHa y npoueci BupobHuuTea Adl)
- HE3HaYHI 3MiHM B npoueci BupobHuytBa Ad|
EkcTpakT nowa. Temnepartypy ekcTpakuii Ta
TUCK/TeMnepaTypy nif Yac BunapoByBaHHS 6y/1o
a[anToBaHo A/17 GiNbLU TOYHOTO BiJOOPaKEeHHS
(pakTMYHOro npotecy; 6yn BU3HaUYeHi BEPXHI
MeXi. Kpim Toro, cuTo nicns nogpibHeHHsA 6yno
BVAAJIEHO, OCKISIbKU Yepe3 (pyHKLiOHabHNI
NPVHLMN MAIVHA CUTO He NOTpiGHe Ana
[OCArHEHHS 3a4aHoro po3mipy YacTuHOK. BHeceHa
pepakuiiHa npaBka B Tabnuuj «MeToam Ta AaHi
Banijauii 4nsa KOHTPOSII0 BUXiAHUX MaTepianiB» p.
3.2.5.2.3 — Ansa BaXKMx MeTasliB BUNpasiieHa
nomwuska B HanucaxHi 3 "Hq" Ha "Hg". 3miHn | Tuny
- 3MiHu 3 akocTi. APL. KoHTponb A®l. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaueHux y cneyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea AdI
(nopaBaHHSA ab0 3amiHa (3a BUHATKOM aKkTUBHOI
peyoBUHM 6i0N0rYHOro abo IMyHOsOrYHOrO
NOXOMKEHHS) napameTpa cneundikadii 3
BiANOBIAHUM METOA0M BMNPOGYBaHHS 3a
pesynbTatamv focnimkeHb 3 6e3nekn abo AKocTi)
AofasaHHA napameTpa «[MiponisnanHoBi
ankanoigm» fo cneumdikalii BUMycKy Aitoyoi
PeyYOoBMHN eKCTPaKTy MAtLa, BignoBigHO A0
«My6nivHOT 3a5BM NPO 3a6PYAHEHHA POCAMHHUX
niKapcbkux 3aco6iB/TpagnLiiHNX POCAMHHUX
nikapcbKkux 3acobis NiponisugnHoBUMU
ankanoigamv» EMA/HMPC/328782/2016 (8
yepsHs 2016 p.) Ta «[y6niyHoi 3asBU Npo

MICTSATb TOKCMYHI HEHACUYEHi Niponi3nanNHOBI
(7 nunHa 2021 p.). JlimMiT NiponiananHoBuxX

ankanoigis NOBMHEH ByTV BCTAHOB/IEHWIA AN
rOTOBOrO /1iKAPCbKOro 3acoby 3 ypaxyBaHHAM

ankanoigm (MA)» EMA/HMPC/893108/2011 Rev.

BUKOPUCTAHHS POC/IMHHMX NiKApCbKMX 3aC06iB, L0

1

Ockinbku MA BMNPOGOBYOTLCA Ha Aitouiit

MakcUMasibHOT 1060BOT 403K NiKapCbKOro 3acoby.




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
peyvoBuHI, cneundikauis akTMBHOI pe4yoBuHN Byna

BiiNOBIAHMM YMHOM @fanToBaHa. 3anponoHOBaHO:
3.2.S.4.1 PocnnHHwWiA ekcTpakT Crneuudikayis
Bunycky YucroTa MNiponianguHoBi ankanoigu:

AkTyanbHe 3HayeHHss PX-MC/MC (LC-MS/MS),
MeTog, BunpobyBaHHa 805521 - 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
mMeTofax BunpobysaHHsa APl ab6o BuxigHoro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo

BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax

BMNpoByBaHHSA) - 3MiHa y npoueaypi

BMNPOOYBaHHA 4719 BU3HAYEHHS addNIaTOKCKHIB B

POC/UHHIN cMpoBUWHI NnabopaTopieto Phytolab

GmbH & Co. KG. MNonepegHiii MeTof, BU3HAUYEHHS

achnartokcuHis (SOP 805050) 6yB onTMMI30BaHWIA.

OHOBEHWII METOA, BUNPOOYBaHb N5 BUSHAYEHHS
achnarokcuHis (BEPX) 3 HoBO BanigaLj€to -

805026. Ak Hacnigok, SOP 805050, Bko4atoum

BiANOBIAHY AOKYMeEHTALto 3 Banigadii, 6yno
3aMiHEHO Y BiAnoBigHWX posdinax 3.2.5.4.2 Ta
3.2.5.4.3. flitoua pegakuis MeTton BunpobyBaHHs

adpnaTokcuHiB (+BignosigHa Banigauis): SOP
805050 lNponoHoBaHa pefakuis Metog,

BMNPO6YyBaHHA ath/iaToKCUHIB (+BignoBigHa

Banigauis): Metoa BunpobysaHHs 805026 -

BHeceHHs pegakuiiiHux 3miH fo p. 3.2.S.4.1,

3.25.4.2,3.2.5.4.3,3.2.5.4.4,3.2.5.4.5 - 3miHn |

Uy - 3MiHKU 3 AKOCTi. A®Il. KoHTposb A®I. 3miHa y
mMeTofax BunpobysaHHs APl abo BUXigHOro

marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo

BVKOPWCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA ADI
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToAax

BMNpOGYyBaHHS) - 3MiHa B TLLUX- meTogi
BUNPOBYyBaHHSA (h1aBaHOIAIB B eKCTPaKTi nnwLwa, a

came metog TLWX gns hnasaHoigis 6ys
oHoBsieHuiA. HoBuid meTog TLIX ans dnasaHoigis

(613/340, Bepcia 2) gogaHo Ao moayns 3.2.S.4.2,

a BignosigHi AaHi Banigauii 4o mogyns 3.2.5.4.3.
[itoua pepakuis Metoavka BUNPo6yBaHHS

hnasaHoI4iB METOAOM TOHKOLLAPOBOI
xpomaTorpadii (+signosigHa sanigauis): |

613/340, Bepcis 0 MponoHoBaHa pefakuis

MeToauka BunpobyBaHHSA hiiaBaHOiAiB METOLOM
TOHKOLLIAPOBOT XxpomaTtorpadii (+BignosigHa

Banigauis): | 613/340, Bepcia 2 BHeceHHs

TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y

pepakuiiHux 3miH go p. 3.2.S.5, 3.2.S.6. 3MiHn |
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
mMeTodax BunpobyBaHHs A®| abo BUXigHOroO

mMatepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BVIKOPVCTOBYETLCA Y NpoLieci BUPo6HULTBa ADI
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BUNPOBYBaHHS) - 3MiHa B MeTo/i BUNpobyBaHHSA
BMICTY regepako3sungy C 3a gonomoroio BEPX B
ekcTpakTi nnowa. OHOBNEHY MEeTOANKY ANS
BU3Ha4YeHHs BMIicTy Megepakosungy C (H 41/340,
iHaekc pegakuii 9) gogaHo go posginy 3.2.5.4.2, a
BiANOBIAHI AaHi Banigavyii o mogyns 3.2.5.4.3.
Litoua pepakuis Metoavka BUNpoGyBaHHS BMIiCTY
regepakosungy C metogom BEPX (+BignosigHa
Banigauisn): (H 41/340, iHgekc pegakuii 8)
MponoHoBaHa peaakuis MeToanka BUNPo6yBaHHS
BMICTY regepako3sngy C metogom BEPX
(+BignosigHa Banigauis): (H 41/340, iHaekc
pepakuii 9) BHeceHHs pefakuiliHiX 3MiH A0 p.
3.2.5.7. 3miHu | TNy - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTogax BUNpobyBaHHsS
A®| abo BUXiAHOrO MaTepiany/NpoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa APl (He3HauHi 3MiHM y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) BHECEHHS
3MiHV B METOAVNKY BU3HAYEHHS 3a/IMLLKOBOIO
PO3YMHHKKA eTaHOo/y B EKCTPaKTi NwLwa, a came
OHOB/IEHHA METOAVKN A5 BU3HAYEHHS
3a/IMLLKOBOr0 PO3YMHHMKA eTaHony (meTog 650,
Bepcis 6). OHoBNeHa meToauka (meTtog 650,
Bepcia 11) nopgaHa no moaynsa 3.2.5.4.2, a
BiANOBIAHI AaHi Banigavji - 4o moaynsa 3.2.5.4.3.
[itova pepakuis MeToguka BU3HaYeHHS
3a/IMLLKOBOrO PO3YMHHUKA eTaHony (+ BignosigHa
Banigauisn): (meton 650, Bepcisa 6) MponoHosaHa
pepakuis MeToamka BU3HAUYEHHS 3aUULLIKOBOTO
pO34MHHMKa eTaHony (+ BiANoBigHA Banigauis):
(meTopg, 650, Bepcis 11) 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUxigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(BNyYEHHSI MeToAy BUNPOBYBaHHS AN
Adl/peareHTy/npoMKHOro NPOAYKTY, AKLLO
anbTepHaTUBHWI METOZ, BXe 3aTBEpPAKEHNIA)
BU/TYYEHHA METoAy aTOMHO-abcop6LiiHOT
cnektpomeTpil (AAC) ANna BU3HAUYEHHS BaXKKUX
MeTaiB, OCKi/IbkU (hakKTUYHO BUKOPUCTOBYETHCS
e MeToA Mac-cnekTpoMeTpil 3 iHAYKTMBHO
nos'asaHoto nnasmoto (ICP-MC). [litoya pefakuis
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeTog BU3Ha4eHHs1 Baxkknx metanis: AAC, ICP-
MC lMponoHoBaHa pefakuis MeTog BU3HAYEHHS
BaXKnx meTanis: ICP-MC 3MiHu | Tuny - 3miHn 3
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJ/IH0 AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[oAaBaHHA AiNbHULI, Ha 5K 34iCHI0ETbCA
KOHTPO/b/BUNPOBYBaHHS cepii) foaaBaHHs 40
po3giny 3.2.P.3.1 BUpo6bHukn AinbHuLi, ge
NPOBOAMTLCA MiKpObionoriyHi BUNpobysBaHHA cepil
roTOBOro NikapcbKoro 3acoby, a came
Na6opaTopito Mikpobionori Kpemep M6X
(Mikrobiologie Kramer GmbH) ans
MiKpOG6iof10riyHMX BUNPOBYBaHb. 3MiH Y
BMNpPoOGYBasbHIl nabopaTopii Hemae, Ui
BUMPOOYBaHHA 3aBXAY BUKOHYBA/INCA Heto. SMiHN
| TMNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KoHTposb roToBOro fikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikalii Ta/abo AonyCcTUMUX
MEX roTOBOrO /iKapCbKOro 3acoby (J0MNOBHEHHSA
abo 3amMiHa nokasHuka cneuudikauii 3a
pe3synbTatamu focnigkeHb 3 6e3neku abo SKocTi
(3a BUHATKOM Nikapcbkux 3acobis
6i010ri4YHOro/iMyHO/TOFYHOTO MOXOZPKEHHS))
[ofaBaHHA napameTpa «[iponisananHosi
ankanoign» (Ymctota) fo cneuudikawii BUNycky
rOTOBOrO JlikapCcbkoro 3acoby. Jlimit
niponi3angnHOBMX ankanoifis A/1s rotToBoro
NiKapCbKoro 3aco6y BCTAaHOB/IIOETLCS 3
ypaxyBaHHSIM MakcuMasibHOT 1060BOT 403K
nikapcbKoro 3acoby. 3anponoHoBaHo:
Cneuudpikauis Bunycky Yuctota MiponisnanHosi
ankanoign - Makcumym 0,01 ppm/ geHHa gosa PX-
MC/MC (BUNpo6OBYETLCS Ha Aitouili pe4oBUHI)
Kpim Toro, ans npuBefeHHs y BignoBIiAHICTb 3
marepianamu peectpayiiiHoro foCbe y
cneumdikaLlito BHECEHI AesiKi He3HauHi pefaKLiiiHi
3MiHK

189.

CKAVHEM

MOPOLLIOK ANS
pO34nHy Ans
iH'exuii, no 1000 wmr;
no 1 dpnakoHy y
KapTOHHI Kopo6Lyi

Ckali ®apma
B3-TOB

O6'efHaHi
Apabcbki
Emipatu

Bpykc
CrepicaiieHc
Nimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTumLi NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOoro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTy 3 6e3nekn NikapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnspeecTpaviiiHvin nepiog,

3a
peyenmom

He
nionsieae

UA/18852/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

ab0 Sk pe3ynbTar OLiHKM 3BIiTY 3 JOCAIMKEHD,
npoBeAeHuX BiANoBigHO A0 MaHy negiatpudHmnx
pocnigmkeds (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) - 3MiHu
BHECEHO B |HCTPYKLIiO AN MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO iH(hopMmaL,i Wwoao 6esneku
3aCTOCyBaHHSA fjiloy0i pevyoBUHU. TepMiH BBEAEHHS
3MiH - NPOTAroM 6 MICALIB MiC/1A 3aTBEPLKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHN y KopoTkili
XapaKkTepucTmLi NikapCcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro
3aCTOCyBaHHA reHepuyYHUX/ribpuaHMX/6ionoaibHMX
NiKapCbKMx 3aco6iB Nicns BHECEHHS Tiel camol
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye Hafi@aHHS XXOAHNX HOBUX AOAATKOBUX
OaHunXx) - 3MiHM BHECEHO B |HCTpyKLjit0 Ans
MeAMYHOro 3acToCyBaHHSA MikapCbKoro 3acoby Ao
po3zinis "®apmakonoriyHi BlacTneocTi”,
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwyii"
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
niKkapcbKoro 3acoby MepoHem, NopoLloK AN
PO34UHyY A5 iH'eKLUiA. TepMiH BBEAEHHS 3MiH
NPOTAroMm 6 MicsiLiB nicns 3aTBepKeHHs. 3MiHu |
TUny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO B
IHCTPYKLUIil0 AN MeAUYHOro 3acTOCYBaHHA
nikapcbKoro 3acoby Ao po3giny "Mo6iyHi peakuii”
LLIOA0 3BiTyBaHHSA MPO No6iyHi peakuii. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

190.

CYMINAP

kancynu Teepgi no
10 mr/5 mr; no 7
Kancyn TBepaux y
6nicTepi; no 4
6nictepu y
KapTOHHIli Kopoobui

CaHpo3
dapmacbloTikas

34.4.

CnoBeHis

Bunyck cepiii: Nlek
dPapmaueBTMyHa
KOMMaHia 4.4.,
CnoBeHis;
Bupo6bHMLTBO in
bulk, TecTyBaHHs,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Apavep ®apma
C.A., MonbLua,;
TecTyBaHHS:
Apavep ®apma
C.A., MonbLa

CnoseHis/
MonbLa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. BHeceHHs abo 3miHa(n) Ao
3060B'A3aHb Ta YMOB Buadi peectpauiiHoro
nocBigYeHHS, BKIOYatoun MnaH ynpaeniHHA
pv3vkamu (iHWi 3MiHK). 3assBHUKOM HafaHo
OHOB/IEHUIA [naH ynpaBniHHA pu3nkammn Bepcis
4.2. 3MiHV BHECEHO [0 YacTuH: | «3arasbHa
iHchopmavis» |l «Cneuudikauis 3 6esnekn» V
«3axoayu 3 MiHiMi3auii pu3ukiB» VI «Pe3iome nnaHy
ynpasniHHA pusmkamm» VIl «ogaTku» (qoaartkm
7,8) BIiANOBIAHO 40O OCTATOYHOrO 3BiTY KomiTeTy
hapmakoHarnsgy 3 ouiHkv pusmkis. Pestome
MnaHy ynpasniHHA pusmkamu Bepcisa 4.2
[0A3ETLCA.

3a
peyenmom

UA/15318/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
191. | CYMINAP kancynv TBepgi no 5 CaHpo3 CnoBeHis Bunyck cepiii: ek CnoseHis/ BHECEHHS 3MiH [0 peecTpavLjiiiHiX MmaTepianis: 3a UA/15319/01/01
Mr/5 Mr; o 7 kancyn | ®apmacbloTikas $papmaueBTUYHA Monbwa 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peuyenmom
TBEPAMX Y BnicTepi; 34.4. KomMaHia A4.4., Ta chapmakoHarnsagy. BHeceHHst abo 3mina(n) oo
no 4 6nictepn y CnoBeHis; 30060B'A3aHb Ta YMOB Buadi peectpauiiiHoro
KapTOHHIli KopooLi Bupo6HMLUTBO in NnocBiJYEHHS, BKOYatouy MNnaH ynpasiHHA
bulk, TectyBaHHs, pv3vkamu (iHWi 3MiHK). 3assBHUKOM HafaHo
nepBuHHe Ta OHOB/MIEeHUI MNnaH ynpasniHHA pusukamun Bepcis
BTOPUHHE 4.2. 3MiHV BHECEHO [0 YacTuH: | «3arasibHa
nakyBaHHs: iHchbopmavis»ll «Cneyucpikauis 3 6e3nekn» V
Apawvep ®apma «3axoay 3 MiHiMi3auii pu3ukiB» VI «Pe3iome niaHy
C.A., MonbLya,; ynpasniHHA pusnkamm» VIl «ogaTku» (qoaartku
TecTyBaHHA: 7,8) BiANoOBIAHO A0 ocTaTouHOro 3BiTY KomiTeTy
Apameq dapma thapmakoHarnsgy 3 ouiHKu pusnkis. Pestome
C.A., MonbLa MnaHy ynpasniHHA pu3nkamu Bepcisa 4.2
[0A3ETLCA.
192. | CYMINAP Kancynv TBepgi no CaHpo3 CnoBeHis Bunyck cepiii: Nlek CnoBeHis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/15319/01/02
10 mr/10 mr; no 7 dapmacbloTikas $apmaueBTUYHA Monbwa 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
Kancyn 1sepamx y 34.4. KOMMaHia 4.4., Ta chapmakoHarnsgy. BHeceHHs abo 3mina(n) oo
6nicTepi; no 4 CnoBeHis; 3060B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
6nictepu y Bupo6bHMLTBO in NocBiAYEHHS, BKIOYatoun MnaH ynpasiHHA
KapTOHHIli Kopoobui bulk, TectyBaHHs, pv3vkamu (iHWi 3MiHK). 3assBHUKOM HafaHo
nepBuHHe Ta OHOB/IEeHUIA MNnaH ynpasniHHA pusukamun Bepcis
BTOPUHHE 4.2. 3MiHV BHECEHO [0 YacTuH: | «3arasbHa
nakyBaHHs: iHchbopmavis»ll «Cneyucpikauis 3 6e3nekun» V
Apawvep ®apma «3axoayu 3 MiHiMi3auii pu3ukiB» VI «Pe3iome nnaHy
C.A., MonbLua,; ynpasniHHA pusmkamm» VIl «ogaTku» (qoaartkm
TecTyBaHHA: 7,8) BignoBigHO A0 ocTaTouyHoro 3BiTy KomiteTy
Apamveq dapma thapmakoHarnsgy 3 ouiHku pusnkis. Pestome
C.A., MonbLa MnaHy ynpasniHHA pusmkamu Bepcisa 4.2
[0A3ETLCA.
193. | TANINPEC® Tabnetkv no 25 wr; TOB "ACIHO YkpaiHa TOB "®apma Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/19326/01/01
ACIHO no 10 TabneTtok y YKPAIHA" Crapt" 3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom
6nicTepi; no 1 abo Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 3 6nictepn y y3arasibHeHUX JaHnx Npo cuctemy
KapTOHHIli KopooLi thapmakoHarnagy (BBeAEeHHS y3arasilbHEHUX JaHnUX
npo cuctemy hapmakoHarnsgy, smMiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[jiiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHuKa 415 34iCHEeHHS
hapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BigNoBiganLHOI 3a
3fjificHeHHs chapmakoHarnsagy (Bkaoyarun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6u
3asBHMKa, BiANOBIiga/IbHOI 3a (hapMakoHarnag,.
194. | TANINPEC® Tabnetkv no 50 wr; TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/19326/01/02
ACIHO no 10 TabneTok y YKPAIHA" Crapt" 3MiHu | TMny - 3MiHKn Woao 6e3nekn/epeKTUBHOCTI peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
6nicTepi; no 1 abo Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
no 3 6nictepun y y3arasibHeHUX JaHuX Npo cucTemy
KapTOHHI KOpO6Li hapmakoHarnsagy (BBefeHHs y3araslbHeHUX JaHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOT 0C06M, BignoBigancHoI 3a
3AilicHeHHA hapMakoHarnsazy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHuKa Ansi 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXKEHOI 0CO6M
3as1BHVKA, BignoBiganbHOI 3a hapMakoHarnsag.
195. | TACUTHA Kancynv Teepgi no HoBaptic ®apma | Llseliuapi BVMPOGHMLTBO LLsenuapis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a He UA/8979/01/01
200 wr; no 14 Al a Hepo3acoBaHoi CnoBeHis 3MiHu | TURY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs peyenmom | niossi2ae
Kancyn y énictepi; NpoAYyKLUiT, BUPOBHUYOT AiNbHULI (BKNHOYAKOUY AiNbHULI ANS

no 2 6nictepny
KOpOO6Lii 3 KAapTOHy;
no 4 kancynuy
6nictepi; no 7
6nicTepiB y kopobui
3 KAPTOHY

KOHTPO/b AKOCTI:
HoaprTic ®apma
LTeiiH AT,
LLseiuapis;

BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykKuii,
YacTKoBWiA
KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii:
HosapTic
PapmacboTnKaUl
MaHyhakTypiHr
NNC, CnoseHis;

yacTKoBwit
KOHTPO/b AKOCTI:
Nex
PapmacbloTUKanc
4.4., CnoseHis;

nepBuHHE Ta
BTOPVHHE
nakyBaHHs, BUMyCK
cepii:
Nek
PapmacboTHKaNC

A®I, npomiXHOro NpoayKTy abo rotoBoro
NiKapcbKOro 3acoby, AibHNL 4118 NPOBeAEHHS
nakyBaHHs1, BUPO6HYKaA, Bi4NOBIgaNbHOrO 3a
BWMYCK CepiiA, MicLie NpOBeAEHHS KOHTPOO cepii)
abo noctavasibHUKa BUXiAHOrO MaTepiasty,
peareHTy ab0 LONOMIXHOI peYOBUHU (AKLLO
3a3HayeHo y A0CbE). BunyyeHHs dyHKLiT BUMYCKY
cepii, NnepBUHHOrO Ta BTopuHHoro M3 gns
BMpOGHMKa HoBapTic ®apma LUTeiiH AT,
LLiBefuapis. 3MiHW BHECEHO B IHCTPYKLiitO AN
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby y
po3ainu «BupobHuk» Ta «Micue3HaxomxeHHs
BMPOGHMKA Ta agpeca MicLs NPOBaXEHHS Moro
AISNbHOCTI» (BUNYYeHHS dOyHKL T BUMycKy cepii
NepPBUHHOTO Ta BTOPUHHOIO NakKyBaHHSA Yy
BMpO6HUKa «HosapTic ®apma LUTeiH Al»,
LLiBeiiuapis). BBegeHHS 3MiH NpOTArom 6-Tu
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
3 AKOCTi. FoTOBWIA NikapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
LiNbHUL BUPOBHULTBA [/181 YACTUHN ab0o BCbOro
BMPOGHNYOro MPOLECY roTOBOrO NiKapCbKOro
3aco6y (AinbHMLSA, Ha K NPoBOAATLCA By Ab-SKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/I0 AIKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTePUSIbHUX NIKAPCbKUX
3acob6iB). [logaBaHHA a/ibTePHATUBHOIO
BMPOGHMKa "HoBapTic PapmacbioTrKan
MaHydakTypiHr JI1IC", CnoBeHis, Lo Bignosigae
3a BUPOBGHMLITBO HEPO3(hacoBaHOro NPOAYKTY.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nmicns
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
A.4., BUpO6HMYa 3aTBEPMKEHHS.
AinbHUUA 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
Nenpasa, 3aci6. 3MiHV Y BUPOOHULTBI. 3MiHa
CnoseHis

iMnopTepa/3aMiHu, L0 CTOCYHOTbCSA BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo foaaBaHHsA fiNbHUL, Ha Akl
3[jICHIOETLCS KOHTPO/L/BUNPOBYBaHHS cepii).
[opaBaHHA anbTepHaTUBHOI AinbHULi "HoBapTic
dapmackioTvkan ManydakTypiHr J1/1C", CnoseHis,
LLIO BifNOBiAa€E 3a KOHTPOJIb SKOCTi 38 BUHATKOM
MiKpPO6iONOriYHOro TeCcTyBaHHs. BBegeHHs
AinbHuui "Nlek ®apmacbloTukasc 4.4.", CnoseHis,
LLIO BifgnoBigae 3a Mikpob6iosioriyHe TeCTyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[OTOBMIA NikapCbkuii 3aci6. 3MiHM y BUPOOHULTBI.
3MiHM y npoueci BUPOOHULTBA FOTOBOIO
NikapcbKoro 3acoby, BKIHOYAKUN NPOMIKHUIA
MPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHNLTBI
rOTOBOrO JiKapCbKOro 3acoby (He3HauyHa 3miHa y
npoueci BUpobHULTBA). BHECEHHSA 3MiH JO
BMPOGHNYOTrO NpoLecy Yy 3B'A3Ky 3 foAaBaHHAM
BUpOGHMKa "HoBapTic ®apmacbioTukas
MaHydpakTypiHr JINC", CnoBeHisi, 30kpema: 3a
napameTpom 3MmillyBaHHS 6y/10 CKOpPerosaHo yac
Ta WeuAKicTb 3 "10 xBuavH npu 10 06/xs" fo "11
XBW/MH Npu 9 06/XB", WO Bignosigae
Ha/alwTyBaHHIO 06/1ajHaHHS AOCTYNHOMY Ha
HOBIlA AiNbHUL BUPOGHMLTBA. BBEAEHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS.
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. 3MiHM Yy BUPO6GHULTBI. 3MiHM Y NpoLeci
BMPOGHULITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/1I0UAK0UY MPOMIKHUI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK). 3MiHa
BTOPVHHOTO NakKyBaslbHOTO mMaTtepiany Ans
Hepo3dracoBaHOro NPoOAyKTy (MaTepian He
KOHTaKTYye 3 Hepo3acoBaHUM MPOAYKTOM),
30Kpema: BBEEHHS NacTMKOBMX 60YOK AN
BUpOGHMKa "HoBapTic ®apmacbioTukas
MaHydakTypiHr JI1IC", CrnoeHis. MoToYHui
nakyBaJIbHUIA MaTtepian Ans Hepo3dacoBaHmx
npoaykTiB y HoBapric, LLTelH - Le Mok
PETP/AL/PE i3 wapom nonieTuneHy H13bKol
LWiNBHOCTI (MILLOK 3 SJTaMiHOBAHOTO asltloMiHito),
LUiNbHO 3aKPUTWIA Y XECTSHI 6aHLi 3 KPULLIKOH,

ToAi 5K y HosapTic, CNoBeHisi BUKOPUCTOBYETLCSA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

nakeT PETP/AL/PE i3 wapom nonietuneHy HU3bKoi
LWiNbHOCTI (MILLOK 3 /TaMiHOBAHOTO a/ltoMiHito),
LWiNbHO 3aKPUTUIA Y NNACTUKOBIV BOULL 3 KPULLIKOO.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEePMKEHHA.3MIHN | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
3miHa po3mipy cepii (Bk/IYakum gianasoH
pO3Mipy cepil) roToBOro NikapcbKoro 3acoby
(3meHLwWweHHs o 10 pasis). BBeAeHHSA HOBYX
po3wmipis cepinn [N3: [itoya pepakuis: Po3mip cepii:
[osysaHHa 200 mr 280 kg (700,000 capsules); 230
kg (575,000 capsules).MponoHoBaHa pegakuis:
[JozyBaHHsa 200 mr 280 kg (700,000 capsules); 230
kg (575,000 capsules); 228.00 kg (570.000
capsules); 210.00 kr (out of 228 kg common blend)
- 525.000 capsules of 200mg strength and 18 kg —
is used for manufacture capsules of 50 mg
strength. BBefieHHs1 3MiH NpOTArom 6-Tu MicALiB
nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHn 3
sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOOHMLTBA /18 YacTHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (ginbHUUSA 4118 NEPBUHHOIO NakyBaHHS).
JlogaBaHHA aflbTePHATUBHOIO BUPOOHMKA
"HosapTtic ®apmacbloTvkan MaHyaktypiHr J1/1C",
CnoBeHis, Lo BiANOBIAAE 3a NepBuHHE
nakyBaHHsi. BBejeHHs 3MiH MPOTAromM 6-Tu MicsLiB
nicnsa 3aTBepikeHHs. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
LiNbHULI BUPOBHULTBA A9 YACTUHN abo BCbOro
BMPOGHMYOrO NpoLecy roToBOro NikapcbKoro
3aco06y (4inbHVLA A1 BTOPUHHOTO NakyBaHHS).
[lofgaBaHHA anbTepHaTUBHOIO BUPOBHMKA
"HoBaptic ®apmacbtoTrkan MaHydaktypiHr JI1C",
CnoBeHis, Lo BiANOBIAAE 3a BTOPUHHE MaKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[OTOBMIA NikapCbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo JofaBaHHSA BUPOGHKKA, Lo
Bignosigae 3a BBe3eHHA Ta/abo BMnyck cepii) - He
BK/IO4At0UM KOHTPOb/BUNPOGYBaHHSA cepii.
[opaBaHHsA anbTepHaTUMBHOI AinbHUL "HoBapTic
$apmacbioTukan MaHydakTypiHr JI/1C", CnoBeHis,
Lo Bignosigae 3a Bunyck cepii MN13. 3MiHu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,

ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BHECEHO B iHCTPYKLtO A4/15 MELUYHOIO
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
«BupobHUK» Ta «MicLe3HaxomkeHHs BUPOBHMKa
Ta agpeca MicLsa NpoBaKeHHS MOro AisifIbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS
yNakoBKM MiKapCbKOro 3acoby (AoAasBaHHsA
BMPO6HMKA, BiAMOBIAa/TbHOIO 3a BUMYCK cepil).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3aKynoptooBasibHuiA 3aci6. 3MiHa
napameTpiB creuudikauii Ta/abo gonycTuMmx
MeX NEepBVHHOT YNakoBKM rOTOBOTO NiKapCbKOro
3aco6y (foNOBHEHHS cneuudikauii HOBUM
NOKa3HWKOM 3 BifMnoBiAH/M METOAOM
BMNpobyBaHHs). BHeceHHs 3miH fo Creuudikaui
nepBUHHOIO NakyBasibHOro Matepiasty MNBX/MBAX
Ta antoMiHieBoi dponbrn. Jo cneumdikawii
6nictepoyTBOpIOKOYOro komnoHeHTa MBX/MBAX
BBE/IEHO aNlbTepHaTUBHWIA TECT Ha TOBLLVHY
nniBkn. TOBLUMHA | Bara NOKPUTTSA € MOB'A3aHNMM
napameTpamu, Lo BU3HaYarTb SKICTb DONbIN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. KOHTPOb rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM). OHOBNEHHS BXe
3aTBEPLKEHNX METO/IB KOHTPOIHO AKOCTI
NiKapcbKoro 3acoby, a came: BUKNaAEHHS TEKCTY
[epXXaBHOI MOBOHO 3iHO Cy4aCHMX BUMOT.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

196.

TACUIHA

Kancynv TBepgi no
150 mr; no 4

Kancynu y 6nictepi;

no 7 6nictepis y
KOpo6L,i 3 KapTOHY

HosapTtic ®apma
Al

LLseiiuapi
2

BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykKuii,
KOHTPO/b SIKOCTI:
HoBapTic ®apma
LLTeiH AT,
LLiBeiiuapis;

BMPOGHMLTBO
Hepo3dgacoBaHOl
npoayKuii,
yacTKoBwit
KOHTPO/b SIKOCTI,
nepBuHHE Ta

LLieiiuapisi/
CnoseHis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - AgMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOGHWYOT AinbHNL (BKIHOYAKYN AiMbHAL ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHNL AN NPOBeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifaIbHOMO 3a
BUMYCK Cepiid, MicLle NPOBEeAEHHSI KOHTPOSHO cepii)
abo noctavasibHMKa BUXIAHOrO MaTepiasny,
peareHTy abo AOMOMDKHOT PEHOBVHY (SIKLLO
3a3HayeHo y 10Cbe). BunyyeHHs chyHKUiT BUMYyCKy
cepii, NnepBUHHOro Ta BTOpuHHoro M3 gns
BMpOGHMKa HoBapTic d®apma LUTeiiH AT,
LLIBefiapisi. 3MiHW BHECEHO B iHCTPYKLit0 ANs
MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y

BTOpPUHHE po3ginu «BupobHuk» Ta «MicLe3HaxomKeHHs
nakyBaHHs, BUNYCK BMPOOHMKa Ta afpeca MicLis NPOBaPKEHHSN 1ioro
cepii: AISNbHOCTI» (BUAyYeHHS dYHKLiT BUMYCKY cepil

3a
peyenmom

He
nionsieae

UA/8979/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
Hosapric NepPBUHHOTO Ta BTOPWHHOIO NakyBaHHA Y
dapmMacboTUKa BMpOGHUKa «HoBapTic ®apma LUTeiH Al»,

MaHythakTypiHr
NINC, CnoseHis;
4yacTKoBWiA
KOHTPONb AKOCTI:
Nek
PapmacboTHKanc
4.4., CnoseHis;

nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYCK
cepi:

Nex
PapmacboTukanc
4.4., BupobHuya

AinbHUUA
NeHpasa,
CnoseHis

LiBeliuapis). BBefeHHA 3MiH NPOTAroM 6-Tu
MicAUiB nicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPO6HMLTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOOHMLTBA /18 YacTHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro
3aco0y (AinbHULA, Ha AKI NPOBOAATLCA Gy Ab-siKi
BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPOJTI0 AKOCTi, NEePBMHHOIO Ta BTOPUHHOIO
nakyBaHHS1, 4151 HECTEPUSIbHUX NIKAPCbKNX
3aco06iB). [lJogaBaHHS a/IbTEPHATUBHOTO
BUpOGHMKa "HoBapTic ®apmacbioTukas
MaHydakTypiHr JIIC", CnoBeHis, Wo Bignosigae
3a BUPOBHMLITBO HEPO3(hacOBaHOIO NPOAYKTY.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHN | TUNy - 3MiHM 3 SKOCTI.
[OTOBMIA NikapCbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPO/IH0 SAKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo JofaBaHHA AibHULI, Ha Kl
3[iICHIOETLCS KOHTPO/L/BUNPOBYBaHHS cepii).
[logasaHHsA anbTepHaTUBHOI AinbHUL "HoBapTic
dapmacbloTrikan ManydakTypiHr JI/1C", CnoBeHis,
LLLO BiANOBiAA€E 3a KOHTPOSIb SAKOCTi 38 BUHATKOM
MiKpOG6i0NoriYHOro TecTyBaHHs. BBefeHHA
AinbHuui "Nex ®apmacbioTvikanc 4.4a.", CrnoseHis,
Lo BignoBigae 3a MiKpobionoriyHe TeCTYBaHHS.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHKM y npoLieci BUPO6HMLITBA FOTOBOIO
NiKapCbKOro 3acoby, BKIHOHAKUN NPOMDKHUIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHULTBI
roTOBOrO JliKapCbKOro 3acoby (He3HayHa 3MiHa y
npoveci BUpobHULTBa). BHECEHHS 3MiH J0
BMPOGHMYOTrO NpoLiecy Yy 3B'A3Ky 3 fJoAaBaHHAM
BMPOGHMKa "HoBapTic PapmacbioTrKan
MaHydakTypiHr /I/1C", CrnoBeHis, 30kpema: 3a
napameTpoMm 3MilllyBaHHS 6y/10 CKOPEroBaHo Yac
Ta Wwenakicts 3 "10 xeunuH npu 10 06/x8" o "11
XBW/IMH Npu 9 06/xB", W0 Bignosigae
HanawTyBaHHI0 061afHaHHS AOCTYNHOMY Ha
HOBII AiNbHULI BUPOBHMLTBA. BBEAEHHSA 3MiH
NPOTAroM 6-T1 MiCALIB MiC/IA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y npoueci
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
BK/IHOHAK0UN MPOMIKHWIA NPOAYKT, WO
3aCTOCOBYETLCA MNPV BUPOOHULITBI TOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK). 3MiHa
BTOPVHHOTIO NakyBaslbHOTO MaTtepiany Ans
Hepo3chacoBaHOro NpoAykTy (matepiasn He
KOHTaKTye 3 Hepo3hacoBaHUM NPOAYKTOM),
30Kpema: BBEEHHSA NacTMKoBMX 604OK A1
BMPOGHMKa "HoBapTic PapmacbloTrKan
MaHydakTypiHr /I/1C", CrnoseHis. MoTouHni
nakyBasibHWI1 MaTepian A1 Hepo3dacoBaHNX
npoaykTiB y HoBapTic, LUTeliH - Le miok
PETP/AL/PE i3 wapom nonieTuneHy H13bKoi
LWiNbHOCTI (MILLOK 3 /TaMiHOBAHOTO a/ltoMiHito),
LLiNbHO 3aKPUTUIA Y XXECTAHI GaHLi 3 KPULLKOL,
Toai sk y HoBapTic, CNoBeHisi BAKOPUCTOBYETHLCS
naket PETP/AL/PE i3 wapom nonietusieHy HU3bKoi
LWiNBHOCTI (MILLOK 3 laMiHOBAHOTO asltoMiHito),
LLiSIBHO 3aKPUTWIA Y NNACTUKOBIA GOYLL 3 KPULLIKOH.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHSA.3MIHN | TUNY - 3MiHW 3 SKOCTI.
[OTOBMIA NikapCbkuii 3aci6. 3MiHWM y BUPOOHULTBI.
3MiHa po3Mipy cepil (Bk/ItoYatoun gianasoH
po3mipy cepii) roToBOro NikapCbKoro 3acoby
(3meHwWweHHs o 10 pasis). BBeAeHHS HOBYX
po3wmipis cepiii [N13: [itoua pepakuis: Po3mip cepii:
[o3sysaHHs 150 mr 350.933 kg (933,333 capsules)
Po3wmip cepii: NponoHoBaHa peaaxuis: Po3mip
cepii: Jo3yBaHHs 150 mr 350.933 kg (933,333
capsules); 285.77 kg (760,000 capsules).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEepMKEHHSA. 3MiHN | TUMY - 3MiHW 3 SKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI.
3amiHa ab0 BBeAEHHS1 404ATKOBOI AiNbHUL
BMPOGHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHMYOrO NpoLecy roToBOro NikapcbKoro
3aco6y (AiNbHMLUSA 415 MEPBMHHOIO MakKyBaHHS).
[lofgaBaHHA anbTepHaTUBHOIO BUPOBHMKA
"HoBapTic ®apmacbtoTrkan MaHydaktypiHr JI1C",
CnoBeHis, WO BiANOBIAAE 3a NepBNHHE
nakyBaHHs. BBeJeHHs1 3MiH NpoTAroM 6-Tn micsuis
nicns 3aTBepmKeHHs. 3MiHn | Tuny - 3miHu 3
AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04aTKOBOT
AiNbHUL BUPOBHULTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapCbKoro
3acoby (4inbHUUA 4119 BTOPUHHOTO NakyBaHHS).
[lofaBaHHA aflbTEPHATUBHOIO BUPOBHMKA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

"HoBapTic d®apmacbtoTrkan MaHydaktypiHr J1I/1C",
CnoBeHis, WO BiANOBiJaE 3a BTOPUHHE NaKyBaHHS.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHa iMnopTepa/3MiHu, Lo CTOCYHTLCA BUMYCKY
cepil Ta KOHTPOJIH0 AKOCTI FOTOBOrO NiKapCbKOro
3acoby (3aMiHa abo AofaBaHHA BUPOOHUKA, LLLO
BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepii) - He
BK/IO4AI0UM KOHTPO/Ib/BUMNPOGYBaHHS cepii.
[opaBaHHA anbTepHaTUBHOI AinbHULi "HoBapTic
dapmacbloTvkan ManydakTypiHr J1/1C", CnoseHis,
Lo BignoBigae 3a Bunyck cepii N13. 3miHun
BHECEHO B iHCTPYKL;t0 415 MEANYHOrO
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
«BunpobHMK» Ta «MicLe3HaxomKkeHHs BUPOGHMKa
Ta agpeca Micua NPoBaKeHHA oro Ais/ibHOCTi» 3
BIANOBIAHUMY 3MiHAMW Y TEKCTI MapKyBaHHS
yMakoBKM MiKkapcbKoro 3acoby (4oaaBaHHs
BMPOOHUKA, BiANOBIAaNLHOMO 3a BUMYCK cepii).
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHKiA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo JonMyCcTUMUX
MeX NepBVHHOT yNakoBKM rOTOBOTO NiKapCbKOro
3ac06y (A0NOBHEHHS crneumndikaii HoBUM
NOKa3HUKOM 3 BifNOBIAHUM METOA0M
BMNpo6YyBaHHs). BHeceHHs 3miH fo Cneuudikauii
NepBMHHOIO NakyBasibHOro Matepiasty MNBX/MBAX
Ta antoMiHieBoi doonbru. Jo cneundikauii
6nictepoyTBOpIOKOYOro komnoHeHTa MBX/MBAX
BBE/IEHO a/lbTEPHATUBHWIA TECT Ha TOBLLMHY
nniekv. TOBLYMHA | Bara NOKPUTTS € MOB'A3AHNMU
napameTpamu, Lo BU3HaYalTb SKICTb DONbIN.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
['oTOBWIA Nnikapcbkunii 3aci6. KOHTPOb roToBOro
nikapcbkoro 3acoby (iHwi 3MiHM). OHOBNEHHS BXe
3aTBEPKEHNX METO/AIB KOHTPOJIIO AKOCTI
NikapcbKoro 3acoby, a came: BUKNaAEeHHS TEKCTY
[ep>XaBHOK MOBOIO 3riJHO CY4aCHUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS

197.

TENMINAKC

Tabnetkn, no 20 mr,
no 14 tabnetok y
6nictepi, no 2
6nicTepy y nayui 3

M. BIOTEK
NIMITEQ

Benuka
BpuTaHis

anbTepHaTMBHA
OinbHUUS ons
NpOBe/AEHHS
aHaNITUYHUX

IcnaHis

BHECEHHS 3MiH [0 peecTpavliiHiX maTepianis:
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chbapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi

3a
peyerimom

He
niosnsieae

UA/17044/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KapTOHY BUMPOOYBaHb: MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
NABOPATOPIO 3acTocyBaHHA Ha nigcTasi perynsipHo
EUEBAPHE, C.A., OHOBJIHOBAHOrO 3BiTY 3 6€3neKn NiKapcbkoro
Icnanis; noBHUIA 3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHS
LMK nikapcbKoro 3acoby B nicnspeecTpaviliHuii nepios,
BMPOGHULITBA, ab0 K pesynbTar OLiHKM 3BITY 3 [OCAIMKEHD,
BWMNYCK Cepii: npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnX
NABOPATOPIOC pocnipkeHb (PIP) (3MiHY y3rookeHo 3
NIKOHCA, C.A,, KOMMNETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
Icnanis BHECEHO [0 IHCTPYKLii 415 MeanyHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3gim
"Oco6numBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiANOBIAHO [0 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
[it040i pevoBUHU
198. | TEIMIJIAKC Tabnetku, no 40 wr, M. BIOTEK Benuka a/lbTepHaTuBHa IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/17044/01/02
no 14 tabnetok y NIMITEL BpuTaHis OinbHUUS ons 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | niossi2ae
6nictepi, no 2 npoBeeHHs Ta chapmakoHarnsgy. 3miHa y KopoTkili
6nicTepu y nauui 3 aHaniTMYHNX XapakTepucTumLi NikapCcbkoro 3acoby, TeKCTi
KapTOHY BUMPOOYBaHb: MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOoro
NABOPATOPIO 3acTocyBaHHA Ha niacTasi perynsipHo
EUEBAPHE, C.A., OHOBJ1HOBAHOrO 3BiTY 3 6e3neKn NiKapcbkoro
Icnanis; noBHUIA 3acoby, abo focnimkeHb 3 6e3neky 3acToCyBaHHs
LMK nikapcbKoro 3acoby B nicnsipeecTpaviliHnii nepios,
BMPOGHMLITBA, ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
BWMYCK Cepii: npoBefeHnX BiANOBIAHO A0 MiaHy negiaTpuyHmnx
NABOPATOPIOC pocnipkeHb (PIP) (3MiHy y3roopkeHo 3
NIKOHCA, C.A,, KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHu
IcnaHis BHECEHO [0 IHCTPYKLii 415 MeauyHOro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3aim
"Oco6nvmBocTi 3acTocyBaHHs", "MobiuHI peakwyii"
BiANOBIAHO [0 OHOBEHOT iHGhopMaL,i 3 6e3nekn
[ito40i pevoBUHM
199. | TEIMIJIAKC Tabnetku, no 80 wr, M. BIOTEK Benuka a/lbTepHaTuBHa IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a He UA/17044/01/03
no 14 tabnetok y NIMITEL, BpuTaHis OinbHUUS Ansa 3MiHn | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom nionsieae
6nictepi, no 2 npoBeAeHHs Ta chapmakoHarnsgy. 3miHa y KopoTkili
6nicTepu y nauui 3 aHaniTMYHUX XapakTepucTumLi NikapCbkoro 3acoby, TeKCTi
KapTOHY BUNPOOYBaHb: MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro

NNTABOPATOPIO
EUYEBAPHE, C.A,,
IcnaHis;

NOBHWIA LMK
BMPOGHMLITBA,
BUNYCK cepil:
NNABOPATOPIOC
NIKOHCA, C.A.,
Icnarnis

3aCTOCYBaHHA Ha MifcTaBi perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3NeKN NiKapcbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
ab0 K pesynbTar OLiHKM 3BITY 3 JOCAIMKEHD,
npoBeeHuX BiANoBIAHO A0 MiaHy negiatpudHnx
pocnipxeHs (PIP) (3MiHy y3roopkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OpraHoM) - 3MiHu
BHECEHO [0 IHCTPYKLIiT 415 MEeAMYHOro
3acToCcyBaHHSA NikapcbKoro 3acoby y po3gim
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iyHiI peakuii"
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHO [0 OHOBEHOI iHGhopMaL,i 3 6e3nekn
[it040i pevoBUHU
200. | TEMOAAN® Kancynu no 20 mr; Mepk Wapn i Lsenuapi Brpo6HMUTBO, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/4893/01/02
no 1 kancyniy Joym IAEA a nakyBaHHS Ta Benbrisi/ 3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
calue; no 5 a6o no 6X KOHTPO/Ib SAKOCTI HigepnaHnaun Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
20 cawey Hepo3chacosaHol y3arasibHeHNx AaHnx npo cuctemy
KapTOHHIli KopoobLi npoaykuii: OpioH hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX JaHux
dapma, npo cucTemy dhapmakoHarnsgy, amMiHa
PiHNAHAIS; YMNOBHOBaXeHOT 0cobw, BigNoBifanbHOI 3a
MepBrHHA Ta 3pificHEHHS hapMakoHars4y; KOHTaKTHOI 0cobu 3
BTOPWHHA chapmakoHarnsgy 3asBHUKa ana 34ilCHEHHS
ynakoBka, [03BiN dhapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHA
Ha BUMYCK cepii: BiJl yNOBHOBaXeHOI 0CcO6WU, BiAMNOBIAa/IbHOI 3a
OpraHoH XeficT 3ailicHeHHs thapmakoHarnsgy (Bkyaoum
68, Benbris; KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
AnbTepHaTUBHUIA MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTPO/b SIKOCTI: KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6Y 3asBHIKA,
OpioH ®apwma, BiANOBIAaUIbHOI 3a hapmakoHariag B Ykpaii
diHnsaHgin; Lo3Bin
Ha BUMycK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanan
201. | TEMOAAN® kancynu no 100 wr; Mepk Wapn i LLsenuapi Brpo6HMLTBO, ®iHnaHgia/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/4893/01/03
no 1 kancyniy Ooym IAEA A nakyBaHHs Ta Benbria/ 3MiHn | TURY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
calue; no 5 a6o no X KOHTPO/b AKOCTI HigepnaHaun Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0
20 cawey Hepo3chacoBaHoi y3arasisHeHNx AaHux npo cuctemy
KapTOHHIlA KopoobLi npoaykuii: OpioH thapmakoHarnagy (BBeAeHHs y3araslbHeHUX JaHnX
dapma, npo cucTemy dpapmakoHarnsgy, amMiHa
PiHNAHAIS; yNOBHOBaXeHOT 0cobw, BignoBifanbHOI 3a
MepBuHHa Ta 3AiicCHeHHA hapMakoHarnsagy; KOHTaKTHOT ocobu 3
BTOPWHHA chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
ynakoBka, f,03BiN hapmakoHarnagy B YkpaiHi, AKLLO0 BOHA BigMiHHaA
Ha BUMyCK cepii: Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
OpraHoH XeficTt 3ailicHeHHs thapmakoHarnsgy (Bkoyaoum
68, Benbris; KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEHHi
AnbTepHaTUBHUIA MacTep-chaiina cuctemu chapmakoHarnsgy) 3miHa
KOHTPO/b SIKOCTI: KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6Y 3asiBHYKA,
OpioH ®apwma, BiANOBIAaUIbHOI 3a hapmakoHarnag B YkpaiHi
®iHnaHgis; 4o3Bin
Ha BUMYyCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnanamn
202. | TEMOAAN® MopoLOK aNns Mepk LWapn i LLIseliapi Bupo6bHMuTBO HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4893/02/01
po34nHy Ans Ooym |IAEA A Hepo3dhacoBaHOl Higepnavgn | 3MiHu | Tuny - 3MiHM WwWopao 6e3nekn/edheKTUBHOCTI peuyenmom
iHcysiit no 100 wr; 1 6X npoAyKuii, Ta thapmakoHarnsgy. BeegeHHs abo 3miHu Ao
dpNakoH 3 NOPOLLKOM nepBuHHE y3araJlbHeHUxX fJaHnX npo cucTemy
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
Y KapTOHHI kopobuj nakyBaHHS Ta thapmakoHarnsgy (BBeAEeHHs y3ara/ibHeHNX JaHux
KOHTPO/b SIKOCTI: npo cucTemy dpapmakoHarnsgy, amMiHa
BakcTep yNOBHOBaXeHOT 0cobwu, BignoBifaibHOI 3a
OHkonomxi Mm6X, 3[iicCHEHHs hapMakoHaris4y; KOHTaKTHOI 0cobu 3
HimeuumnHa; dhapmakoHarnsgy 3asBHUKa gnsa 34iCHEHHS
BTopuHHe hapmakoHarnsagy B YKpaiHi, SKWwo BoHa BigMiHHa
nakyBaHHs Ta BiJl yNOBHOBaX€EHOI 0CO6MU, BiAMOBIAa/IbHOI 3a
[03BiN Ha BUMNYCK 3AjiCHeHHs1 hapMakoHaraay (Bkiyarum
cepii: OpraHoH KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLEeHHi
XelicT 6B, MacTep-aiina cuctemu papMakoHarnisay) -
Benbrist; 4o03Bin 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0co6u
Ha BUMYCK cepii: 3asBHVKa, BifNOBiAaIbHOI 3a thapmakoHarnsg, B
Mepk Wapn i YKpaiHi
Joym B.B.,
Higepnangm
203. | TATOPACT- TabneTkn, BKpUTI AHaHTa Benvka dnamiHro IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 nionsizae UA/2730/01/01
120 NAiBKOBOIO Megikeap /114. BpuTaHis dapmacbloTukanc 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii peuyenma
060n0HKot0, Nno 120 Nta., IHais; 3aci6. 3MiHW Yy BUPOOHULTBI. 3MiHa
mr; no 10 Tabnetok iMnopTepa/aMiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
y 6nictepi; no 1 abo ApTypa KOHTPO/IO SIKOCTi rOTOBOrO NiKapCbKoro 3acoby
3 6nictepn y nauu,i dapmacbioTikans (3amiHa abo gofaBaHHs BUPOGHMKA, LLO
Met. N14., IHAiN; BiANoBigae 3a BBe3eHHsA Ta/abo Bunyck cepii) -

AHaHTa Megikeap
Nimiteq, IHAisa

Bktoyaroum KOHTposb/BUNPOBYBaHHA cepii -
BBE/IEHHS 404aTKOBOI BUPOOHNYOT AiNbHUL,
BiANOBIAA/IbHOI 32 KOHTPO/b Ta BUMyck cepii /13 -
AHaHTa Mepikeap fimites, IHAIA. 3MiHW BHECEHO B
IHCTPYKL,ilO 415 MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ainu «BnpobHuk» Ta
«MicuesHaxoxeHHs BUPOGHMKa Ta apeca Micus
NPOBaKEHHS NOro AiSNbHOCTI», K HACNIA0K —
3aTBEPKEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby ans 4o4aTKOBOro BUPOOHMKA.
BBefeHHs 3miH npoTArom 3-0x Micauis nicns
3aTBEPMKEHHS. 3MiHW | TUNy - 3MiHW 3 AKOCTI.
[OTOBMIA NikapCbKuii 3aci6. 3MiHM y BUPOOHULTBI.
3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHUL
BMPOOHMLTBA 151 YACTUHM ab0 BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapcbKoro
3ac06y (AinbHYLA, Ha K NPoBOAATLCA Oy Ab-SKi
BMPOGHWYI CTaAji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/IIO0 AKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHS1, 4151 HECTePUSIbHUX NIKAPCbKUX
3ac006iB) BBEAEHHS [,0AATKOBOI BUPOGHMYOT
OinbHUUI, BigNOBIAaNbHOI 32 BUPO6HMLTBO /13,
nepBUHHE Ta BTOPMHHE NakKyBaHHSA - AHaHTa
Megikeap flimiTea, IHAisa. BBegeHHS 3MiH NpOTAromM
3-0x MicaiB nicnsa 3atBepmpKeHHs. CynyTHS 3MiHa
- 3MiHK 3 SKOCTi. [0TOBMIA NikapCbkuii 3aci6. 3MiHu
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n/n

JliKapcbKo20

Hasga

3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

y BUPOGHMLTBI. 3amiHa abo BBeAEHHS 40AATKOBOI
LiNbHUL BUPOBHULTBA A9 YACTUHN abo BCbOro
BMPOGHMYOTrO NpoLecy roToBOro NikapcbKoro
3acoby (ginbHMLA AN BTOPUHHOTO NakKyBaHHS) -
3MiHM 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPO6HMLTBI. 3amiHa abo BBEAEHHA [0AaTKOBOI
OiNbHULI BUPOOHMLTBA /18 YacTHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro Nikapcbkoro
3ac06y (AinbHWLA AN NEePBUHHOTO NaKkyBaHHS)
3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3miHu). PegaryBaHHs
IHCTPYKLi 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby 3a po3ginamn «BupobHuk» Ta
«Micue3HaxopKeHHs1 BUpOGHUMKa Ta agpeca micus
NPOBaXEHHS MOro AiSNILHOCTI» 4151 MOX/MBOCTI
OPYKyBaTu IHCTPYKLUIi 4155 KOXHOro BUPOBHMKa
NikapcbKoro 3acoby okpemo.

BBefeHHs 3MiH npoTArom 3-0x micauis nicns
3aTBEPAKEHHS

204.

TUTODACT-

180

TabneTku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 180
Mmr; no 10 Tabnetok
y 6nictepi; no 1 a6o
3 6nictepn y nauy,i

AHaHTa
Megikeap /T4,

Benvka
BpuTtaHis

$namiHro
PapmacboTHKaNc
nta., IHais;
ApTypa
dapmacbioTikans
Met. N14., IHAiN;

AHaHTa Megikeap
Nimiteq, IHAisa

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi FOTOBOrO NiKapCbKOro 3acoby
(3amiHa abo gofaBaHHS BUPOGHMKA, LLO
Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroumn KoHTposb/BUNpobyBaHHA cepii -
BBE/EHHS A,04aTKOBOI BUPOOHNYOT AiNbHUL,
BiANOBIAA/ILHOT 32 KOHTPONb Ta BUNYycK cepii 13 -
AHaHTa Megikeap flimites, IHais. 3MiHM BHECEHO B
IHCTPYKLUiO fN151 MeANYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby y po3ainun «BupobHuk» Ta
«Micue3HaxomkeHHs BUPOGHMKA Ta agpeca Micus
NPOBaKEHHS NOr0 AiSIbHOCTI», K HACMIAOK —
3aTBEPMKEHHS TEKCTY MapKyBaHHsA yNakoBKu
niKapcbKoro 3acoby a5 404AaTKOBOro BUPOGHMKA.
BBefeHHs1 3MiH NpoTsArom 3-0x MicauiB nicns
3aTBEepMKEHHS. 3MiHN | TUNy - 3MiHW 3 SIKOCTI.
[oTOBMIA Nikapcbknii 3aci6. 3MiHWM y BUPOOHULTBI.
3amiHa ab0 BBeAEHHSI 404ATKOBOI AiNbHUL
BMPOBHMLTBA 4151 HACTUHM abo BCbOro
BMPOGHMYOro MPOLEeCy roTOBOro NiKapcbKoro
3aco6y (AinbHMLSA, Ha 5K NPoBOAATLCA By Ab-SKi
BMPOGHUUI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/I0 AKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS, 4151 HECTEPUSIbHUX NIKAPCbKUX
3aco06iB) BBeZleHHA 404aTKOBOT BUPOBGHUYOIT
AiNbHUUI, BiANOBIAaUIbHOI 38 BUPO6HMLTBO /13,

6e3
peyenma

nionsiecae

UA/2730/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepBUHHE Ta BTOPMHHE NakyBaHHSA - AHaHTa
Megikeap fimiTes, IHAiA. BBeAEeHHA 3MiH NPOTArom
3-0x micauis nicna saTeepkeHHs. CynyTHs 3MiHa
- 3MiHu 3 gKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3aMiHa abo BBeAEHHS A04AaTKOBOI
AiNbHUL BUPOBHULTBA 19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro NikapCbKoro
3acoby (AinbHULA AN BTOPUHHOTO NakKyBaHHS) -
3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
LiNbHUL BUPOBHULTBA [/19 YACTUHN abo BCbOro
BMPOGHNYOro MPOLEeCy roToBOro NikapcbKoro
3ac00y (AinbHYLA AN NEePBUHHOTO NaKyBaHHS)
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnagy (iHwi 3MiHn). PefaryBaHHs
IHCTPYKUIT 4719 MeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby 3a po3ginamu «BUpobHUK» Ta
«MicLe3HaxomkeHHs BUPOGHMKA Ta agpeca Micus
NPOBaPKEHHS OT0 AiS/IbHOCTI» A5 MOX/IMBOCTI
OPYKyBaTU iHCTPYKLT 4719 KOXHOTO BUPOGHUKA
NikapcbKoro 3acoby oKpemo.
BBefeHHs1 3MiH NpoTsArom 3-0x MicAuiB nicns
3aTBEPAKEHHS

205.

TIOLETAM®

PO3YMH ANS iH'EKLN;
no 5 mn B amnyni,
no 5 amnyny
KOHTYPHIli
YapyHKOBIli ynakoBLyi
abo no 5 amnyny
KOHTYPHIli
YapyHKOBIli ynakoBLyi
NOKPWTII NNIBKOH;
M0 2 KOHTYPHI
YapyHKOBI YNakoBKu
y nauwj;

no 10 mn B amnyni,
no 5 amnyny
KOHTYpHilA
YapyHKOBIli ynakoBLyi
abo no 5 amnyny
KOHTYpHilA
YapyHKOBIli ynakoBLyi
MOKPWTII MNIBKOMO;
Mo 2 KOHTYPHI
YapyHKOBI YMaKOBKU
y nau;

no 10 mn B amnyni,
no 10 amnyn y

MNAT
"Tannucapm"

YkpaiHa

AT "Tanuacpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TURY - 3MiHM 3 SKOCTi. FOTOBWI NikapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynoproBasibHuWi
3aci6 (iHWi 3MiHV) BBEAEHHS a/lbTEPHATUBHOIO
cnocoby nakyBaHHs amnys - no 5 amnyn B
KOHTYPHY YapyHKOBY YNakoBKy [0 3aTBEPAKEHOro
no 5 amnyn B KOHTYPHY YapyHKOBY YNakoBKY
MOKPUTY MAiBKOIO. 3MiHa CTOCY€ETbCSA BTOPUHHOTO
nakyBaHHS Nikapcbkoro 3acoby, He BN/IMBaE Ha
NepBUHHE MakKyBaHHS Ta He 3MIHIOE YMOBU
36epiraHHsa 13. MaTepiasin ynakoBku
3a/MLIATLCA HE3MIHHUMK. FK HacnifokK,
BHECEHHS BiANOBIAHNX 3MiH 40 p. «YNakoBKa»
MK$A N13. 3MiHN BHECEHO B po34in "YnakoBka" B
IHCTPYKLUi0 ANS1 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby 6e3 3MiH y TEKCTi MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB NMiCNs 3aTBEPYKEHHS

3a
peyerimom

He
niossieae

UA/0693/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
KopoobUi
206. | TOMIPOMAK TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/9877/01/01
C 100 N/1iBKOBOIO YKPAIHA" Crapt” 3MiHn | TURY - 3MiHN Wopao 6e3nekn/edeKTUBHOCTI peyenmom
o6onoHkoto, no 100 Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 10 TabneTok y3arasbHeHUX JaHuX Npo cucTemy
y 6nicTepi; no 1 abo hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
3 6nictepn B navui 3 npo cuctemy chapmakoHarnsgy, smMiHa
KapTOHY YMNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gjificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-haiina cuctemm papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHVX YOBHOBaXXEHOI 0CO6M
3as1BHVKA, BigNoBiganbHOI 3a chapmMakoHarnsag.
207. | TONIPOMAK TabneTkn, BKPUTI TOB "ACIHO YKpaina TOB "dapma Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9877/01/02
C25 NAiBKOBOIO YKPAIHA" Crapt" 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKOI0, M0 25 Ta (hapmakoHarnagy. BeegeHHst abo 3MiHu A0
Mmr; no 10 TabneTok y3arasibHeHNX AaHux npo cucTemy
y 6nicTepi; no 1 a6o thapmakoHarnagy (BBe4eHHS y3araslbHeHUX JaHnX
3 6nicTepu B nayui 3 npo cuctemy hapmakoHarnsgy, amiHa
KapTOHY YNOBHOBaXEHOT 0CO6MU, BigNoBigabHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmMakoHarnsgy 3asBHvka AN 34jiACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0cO6WU, BiAMNOBIAa/IbHOI 3a
3aiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHH
MacTep-chaiina cuctemn chapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXEHOI 0Cobm
3asBHVKa, BifNoBigaNbHOI 3a hapmakoHarnsg.
208. | TPUOYKTAH TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/5030/02/01
N1iBKOBOIO YKPAIHA" Crapt” 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peyenmom

060n10HKot0, No 20
mr; no 10 Tabnetok
y 6nicTepi; no 3 abo
6 6nicTepis B
KapTOHHIN nayui; no
30 Tabnetok y
6nictepi; no 1, 2 abo
3 6nictepu B
KapTOHHIN navui

Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHuX Mpo cucTemy
hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux
npo cucTemy dpapmakoHarnsgy, 3mMiHa
yNOBHOBaXXeHOT 0cobw, BigNoBifanbHOI 3a
3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
hapmakoHarnisgy 3asaBHUKa 4151 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0CO6M, BiAMNOBIAa/IbHOI 3a
3[ilicCHEHHST chapMakoHarnsay (Bkarvaroum
KOHTaKTHI AaHi) Ta/abo 3MiHU Y pO3MiLLLeHHi
MacTep-haiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX [JaHVX YOBHOBaXXEHOI 0CO6M
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
3as1BHMKA, BignoBigaabHOI 3a chapMakoHarnsag.
209. | TPUOYKTAH TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/5030/01/01
MB NAiBKOBOIO YKPAIHA" Crapt" 3MiHun | TMNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
060n10HKOI0, 3 Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
moAwudikoBaHNM y3arasbHeHUX JaHuX Npo cucTemy
BMBI/IbBHEHHAM, NO hapmakoHarnsgy (BBefeHHs y3araslbHeHNX JaHux
35 wr; no 10 npo cucTemy dpapmakoHarnsgy, 3mMiHa
Tabnetok y 6nictepi, YMNOBHOB&XEHOT 0C06M, BigNoBiganLHOI 3a
no 3 abo 6 6nictepis 3[iiCHEHHS (papMaKoHarnsay; KOHTakTHOT 0cobu 3
Y KapTOHHII nauui; thapmakoHarnagy 3asBHuKa ans 34iiCHeHHSA
no 20 TabneTok y hapmakoHarnagy B YKpaiHi, kL0 BOHa BigMiHHA
6nictepi, no 1, 3 abo BiJ, yNMOBHOBaXXEHOI 0CO6MU, BignoBiganbHOI 3a
4 6nictepn y 3gjificHeHHs chapmakoHarnsgy (Bkioyarun
KapTOHHIN nayui KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-aiina cuctemu papmakoHarnisay) -
3MiHa KOHTaKTHMX AaHUX YNIOBHOBaXKEHOT 0CO6U
3asBHVKa, BiANOBiAa/IbHOI 3a hapmMakoHarnsg
210. | TPIBOHOP TabneTku, BKpUTI Mictpan Kenitan AHrnis CiHTOH XicnaHis, Icnanis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/19142/01/01
NAiBKOBOIO MeHeKMeHT C. Nl 3MmiHu | TUNY - 3MiHK 3 [KocTi. A®l. Bupo6bHMLTBO. peyenmom
060/10HKOI0 M0 20 Nimiten 3MiHa BUPOBHUKA BMXiZHOrO/MPOMIDXHOIO
Mr, No 14 TabneTok npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
y 6nicTepi; no 2 BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHUKa
6nictepu y (BKNtOYAOUK, ae HeobxigHo, MicLe NPoBeAEHHS
KapTOHHIN nauui KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BignNoBiAHOCTI EBpONECHKIi
hapmakonei y 3aTBeppKeHOMY A0CLE)(iHLLI 3MiHN)
AopasaHHsa Zhejiang Huahai Pharmaceutical Co.
Ltd., Kutaii ik BUpo6GHMKa NPOMiXXHOrO NPOAYKTY
W/012. 3miHu | TMnYy - 3MiHK 3 AKOCTi. ADL.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HayHa 3miHa y npoueci BUpo6HuuTBa Adl)
He3HauHi 3MiHM Y npoLeci BUPOOHULITBA PEYOBUHYU
napokceTvHy me3unarty. 3miHu | Tuny - 3miHun 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikavin Ta/abo gonycTumMmnx Mex,
BM3HAYeHUX y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BigMoBigHMM MEeTOA40M BUNPOOYBaHHS)
[0NOBHEHHS cnewmdikayii NPOMKHOIro NpoAayKTy
N-meTunnapokceTuHy W/012, wo
BUKOPVCTOBYETLCA B NPOLeCi BUPOOHMLTBA fAito4oT
PEeYOBMHM NAPOKCETUHY ME3UIaTy HOBUM
nokasHukom sikocti «W/063content (HPLC)» 3
KpUTepieM NpUIRHATHOCTI < 25 ppm(reHOTOKCMYHAa
OOMILLKa).
211. | ®PEMOCTOH TabNeTKn, BKPUTI AG6OTT Xenckea | HigepnaH AGGOTT Higepnanan BHECEHHS 3MiH 40 peecTpauiiHuX maTepianis: 3a UA/4836/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
® NAiBKOBOIO Mpopaktc B.B. an Bionogxikans b6.B. 3miHu | TMnYy - 3miHK 3 skocTi. A®l. Bupo6bHMLTBO. peyenmom
060/10HKOI0, M0 1 Mr 3MiHa BUPOGHMKa BUXIAHOrO/MPOMiXHOr0o
+ TabneTkun, BKpUTI npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
M/1iBKOBOIO BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
060/10HKO0, N0 1 (BKIHOYaOUM, e HEOOXIAHO, MiCLLe NPOBEAEHHS
Mr/10 mr; KOMGi- KOHTPOIO sIKOCTi) ADI (3a BigCYTHOCTI
ynakoBka Ne 28 cepTudpikaTa BignNoBiAHOCTI EBPONECHKIi
(28x1); Ne 56 (28x2); thapmakonei y 3aTBepyKeHOMY [0CbE)
Ne 84 (28x3): 14 (3anponoHoBaHW BUPOBHWK HANEXNTb [0 TiEl
Tabs1eToK, BKPUTMX camoi BUPO6HUYOI rpyny NigNpUEMCTB, LLO i
nNiBKOBOIO 3arBep/AxeHnii). lofaBaHHs albTepPHATVBHOIO
06010HKOt0, 6inoro BMPOGHMKA BiANOBifa/IbHOTO 38 BUPOOHULITBO Ta
konbopy no 1 mr + TecTyBaHHs BuxigHoro matepiany Proketal (ans
14 TabneTok, 4ito40i pevoBUHY AMAPOrecTepoH), a came: La
BKPUTUX M/1IBKOBOKO Chandra Pharmalab Pvt., Ltd. (Survey no. 64/2/2,
060/10HKOI0, Ciporo Village: Vaghrol, Taluka: Dantiwada, Dist.:
Konbopy no 1 mr/10 Banaskantha 385 510 Guijarat, India). 3miHu Il
Mry 6nictepi; no 1 TMny - 3MiHu 3 akocTi. A®l. KoHTponb AdL. 3miHa y
abo 2, abo 3 napameTpax crneuudikauii Ta/abo JonycTUMmx
6nicTepy B KOpOOLi MeX, BU3HaYeHux y cneumagikauiax Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BMKOPVCTOBYIOTBCSA Yy NpoLeci BUpobHnuTea APl
(pO3LWMpPEHHs [oNYCTUMUX MEX, BU3HAYEHUX Y
cneumdikalisx Ha BUXigHI MaTepiasin/npoMixHi
NpOAYKTW, SiKi MaloTb iICTOTHWIA BN/IUB Ha SKICTb
A®| Ta/abo roToBOro Nikapcbkoro 3acoby).
Po3wmpeHHa gonyctummnx Mex cneuudikadii 3
<0.2 go < 2.0 % ansa nokasHuka 3-monoketal-20-
ketoproketal, ik OCHOBHOro NpoAykTy po3naay
npokeTasnto (BUXigHOro martepiany ans aito4oi
peyoBuHM [InaporecTepoHy), Ha nigcTasi
npoBeAEeHOro A0C/iMKeHHs (peakuis
OMPOMiHEHHS). TaKOX NMPOMOHYIOTLCA HECYTTEBI
pefakuiiHi yTOYHEHHS y BUMNSAAj BUOASIEHHS
[Oy6110040ro Ta HeakTyalbHOro TEKCTY, a TakoX
BMNPAB/IEHHS XiIMIYHUX HA3B B PO34ini
«DESCRIPTION>».
212. | ®EMOCTOH TabneTku, BKPUTI A660TT Xenckea | HigepnaH AG6OTT HigepnaHnaun BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/4836/01/02
® N/1iBKOBOIO Mpogaktc b.B. an Bionogxikans b.B. 3Mminu | TUnYy - 3miHk 3 aKocTi. A®l. BupobHMLTBO. peyenmom

060/10HKOID, MO 2 Mr
+ TabneTkun, BKPUTI
NNiBKOBOKO
0060/10HKOI0, MO 2
Mr/10 Mr; KOMGi-
ynakoska Ne 28
(28x1); Ne 56 (28x2);
Ne 84 (28x3): 14
Tab/1eTOK, BKPUTUX

3MiHa BUPOGHWMKa BUXiAHOTO/MPOMIXXHOIO
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npouieci A®l, abo 3miHa BUPOGHUKa
(BKTHOYatOUM, fe HeOOXiAHO, MicLe NPOBeAEHHS
KOHTPOIO SIKOCTi) AdI (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI €Bponelichbkii
chapmakonei y 3aTBepKeHOMY [0CbE)
(3anponoHoBaHWii BUPOGHWK HANTeXWTb A0 Tiel
camoi BUPOBHUYOI rpynuy NignpuMeMCTB, LLO i
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
NNiBKOBOIO 3arBep/AxeHnin). logaBaHHs a/lbTEPHATVBHOIO
060/10HKOI0, BMPOGHMKA BiANOBifaNIbHOI0 3a BUPOOGHULITBO Ta
Lier/1 Ho-4epBOHOro TecTyBaHHS BuXxigHoro matepiany Proketal (ans
KO/IbOPY MO 2 Mr + Ailo40T pevoBUHN ANAPOrecTepoH), a came: La
14 TabneTok, Chandra Pharmalab Pvt., Ltd. (Survey no. 64/2/2,
BKPUTUX MNIBKOBOIO Village: Vaghrol, Taluka: Dantiwada, Dist.:
060/10HKOIO, Banaskantha 385 510 Gujarat, India). 3miHu Il
XOBTOrO KONbopy no My - 3MiHK 3 AKOCTi. A®Il. KOHTposib AdL. 3MiHa Yy
2 Mr/10 mry napameTpax cneuudikauii Ta/abo gonycTUuMmx
6nicTepi; no 1 a6o 2, MeX, BU3Ha4YeHnX y cneumdikauiax Ha A®l, abo
a6o 3 6nictepu B BUXIiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Wo
KopoobLi BMKOPWCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(pO3LWMpPEeHHs [OMYyCTUMUX MEX, BU3HAYEHUX Y
crneundikaLiax Ha BUXigHI MaTepiasin/npoMiKHi
NPOAYKTY, siKi MatOTb iCTOTHWIA BN/IMB Ha SIKICTb
A®| Ta/abo roToBOro slikapcbkoro 3acoby).
Po3wurpeHHs gonyctnMmx Mex cneuudikadii 3
<0.2 o < 2.0 % Ansa nokasHuka 3-monoketal-20-
ketoproketal, ik OCHOBHOr0 NPOAYKTY po3nagy
npokeTasnto (BUXigHOro matepiany ans ajto4oi
peyoBuHn [InaporecTepory), Ha nigcrasi
NpPOBeAEHOr0 AOCiMKEHHS (peakyis
OMNPOMIHEHHS). TakoX NPOMNOHYKTLCA HECYTTEBI
pefakLiiiHi yTOYHEHHS Y BUTNSAT BUAAIEHHS
[Oy6/1101040ro Ta HeaKTyaslbHOro TEKCTY, a TakoX
BUNPAaB/IEHHS XiIMIYHUX HA3B B PO3Aini
«DESCRIPTION».
213. | PEMOCTOH TabneTkn, BKpUTI AG6OTT Xenckea | HigepnaH AG6OTT Higepnangm BHECEHHS 3MiH [0 peecTpavjiiiHiX MmaTepianis: 3a UA/4837/01/01
® KOHTI NAiBKOBOIO Mpogaktc 6.B. an Bionogxikan3s b.B. 3MiHM | TUnYy - 3MiHK 3 aKocTi. A®l. BUpo6HMLTBO. peuenmom

06010HKOt0, Mo 1
mr/5 wr; no 28
Tabnetok y 6nictepi;
no 1, aéo 2, a6o 3
6nicTepy B KOpoo6LUi

3MiHa BUPOGHMKa BUXIiAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BUpo6HMYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIOYatOUN, fie HEOOXIAHO, MiCLe NPOBEAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BifnoBiAHOCTI EBpONEChKii
thapmakonei y 3aTBepKeHOMY [,0CHE)
(3anponoHoBaHWii BUPOGHWK Ha/TeXWTb A0 TiEl
camoi BUPO6HUYOI rpyny NiANpUEMCTB, LLLO i
3aTBepaykeHnii). lonaBaHHa anbTepHaTVBHOMO
BMPOGHMKA BiANOBiJaNIbHOT0 3a BUPOOHULTBO Ta
TecTyBaHHA BMXiAHOro matepiany Proketal (ans
AitoY0i pevoBUHM AMAPOrecTepoH), a came: La
Chandra Pharmalab Pvt., Ltd. (Survey no. 64/2/2,
Village: Vaghrol, Taluka: Dantiwada, Dist.:
Banaskantha 385 510 Guijarat, India). 3miHu II
Tmny - 3MiHK 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo AonycTUMMX
MeX, BU3HaYeHMX y cneumdikauisx Ha A®l, abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BVXIiAHWA/NPOMDKHWIA NpOAYKT/peareHT, Wo
BMKOPWCTOBYHOTLCS Y Npoueci BupobHuutea AdI
(PO3LWMPEHHS [OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisix Ha BUXigHI MaTepiasin/MpoMixXHI
NPOAYKTY, SiKi MalOTb iCTOTHWI BN/IUB Ha SIKICTb
A®| Ta/abo roToBOro nikapcbkoro 3acoby).
Po3wmpeHHa gonyctummnx mex cneuudikadii 3
<0.2 po < 2.0 % ansa nokasHuka 3-monoketal-20-
ketoproketal, ik OCHOBHOr0 NPOAYKTY po3nagy
NpoKeTaUuTlo (BMXigHOTO Matepiany Ans Aitoyol
peyoBunHM AuaporectepoHy), Ha nigcrasi
NPOBeLEHOr0 AOCIHKEHHA (peakLis
OMPOMiHEHHST). TakoX NMPOMOHYIOTLCS HECYTTEBI
pefakuiiiHi yTOUHEHHS Y BUTNSAj BUOASIEHHS
[y6nio1040ro Ta HeaKTyaslbHOro TEKCTY, a Takox
BMMNpPaB/IEHHS XIMIYHWUX Ha3B B po3Aini
«DESCRIPTION».

214.

®EMOCTOH
® KOHTI MIHI

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 0,5
Mmr/2,5 wmr; no 28
TabneTok y 6nictepi;
no1la6ono3
6nictepu B
KapTOHHIli KopoobLi

ABGOTT Xesnckea
Mpopaxrtc B.B.

Higepnax
an

ABGOTT

Bionogxikans b6.B.

Higepnangm

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis:
3MmiHu | TUnY - 3MiHK 3 [KocTi. A®l. Bupo6bHMLTBO.
3MiHa BUPOBOHUKA BMXiZHOr0/MPOMIKHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKa
(BKNtOHAOUU, e HeobxiaHo, MicLe NPoBeAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI
cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
chapmakonei y 3aTBepAKeHOMy [0CbE)
(3anponoHoBaHWin BUPOBHWK HaNTeXWTb A0 TiEl
camoi BUPOBHUYOI rpynuy NigNpUEMCTB, LLO i
3arBepAxeHnii). lofaBaHHs albTepPHATUBHOIO
BMPOGHMKA BiANOBifaIbHOTO 3a BUPOOHULTBO Ta
TecTyBaHHS BuxigHoro matepiany Proketal (ans
Aito40i pevoBUHY AMAPOrecTepoH), a came: La
Chandra Pharmalab Pvt., Ltd. (Survey no. 64/2/2,
Village: Vaghrol, Taluka: Dantiwada, Dist.:
Banaskantha 385 510 Guijarat, India). 3miHu Il
Tmny - 3MiHu 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo JonycTUMmx
MeX, BU3HaYeHux y cneumagikauisx Ha A®l, abo
BUXiAHWA/NPOMDKHUIA NpoAayKT/peareHT, Wo
BMKOPWCTOBYIOTbCS Y Npoueci BupobHuutea Ad|
(pO3LWMPEHHs [ONYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisx Ha BUXigHI MaTepiasin/mpoMixHi
NpOAYKTY, SiKi MaloTb iCTOTHWI BN/IUB Ha SKICTb
A®| Ta/abo roToBOro nikapcbkoro 3acoby).
Po3wwmperHa gonyctummnx mex cneuudikauii 3
<0.2 go < 2.0 % ansa nokasHuka 3-monoketal-20-
ketoproketal, ik OCHOBHOro NpoAyKTy po3nagy
npokeTasnto (BUXigHoro martepiany ans gitoyoi

3a
peyerimom

UA/13464/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsi0OYeHHs

peyoBuHM [InaporecTepoHy), Ha nigcTasi
npoBeAEeHOro AoC/iMKeHHs (peakuis
OMPOMiHEHHS). TaKOX NMPOMOHYIOTLCA HECYTTEBI
pefakuiiHi yTOYHEHHS y BUMNSAAj BUOASIEHHS
[Oy6110040ro Ta HeakTyalbHOro TEKCTY, a TakoX
BMNPABMIEHHS XiIMIYHUX HA3B B PO34ini
«DESCRIPTION>».

215.

®EHIBYT

Tabnetky no 250 wmr,
no 10 TabneTtok y
6nicTepi, no 2, 3, 4,
5, 6 a6o no 10
6nicTepis y kopobui
3 KapToHY

TOB
"ACTPAGAPM"

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
BMMNPaB/IEHO TEXHIYHY NOMUIIKY B iIHCTPYKLiT ANA
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby,

JonyLieHy nig yac npoueaypy BHECEHHS 3MiH

(Haka3z MO3 Ne1191 Big 09.07.2024 p.), y HOMepi
Haka3ly MO3 Ta farti 3aTBeppKEHHS:
byno:
3ATBEP)KEHO
Haka3 MiHicTepcTBa 0XOpPOHM 340POB’S YKpaiHu
21.03.2019 p. Ne 629
PeecTpauiiiHe nocBigueHHs Ne UA/17285/01/01
Crano:
3ATBEPI)XEHO
Haka3s MiHicTepcTBa OXOPOHM 3[40POB’ YKpaiHu
05.03.2024 p. Ne 374
PeecTpauiiiHe nocsigueHHst Ne UA/17285/01/01
3a3HayeHe BUNpaB/IEHHS BignoBigae maTepianam
peecTpaLiiHoro gocke. EnektpoHHa Bepcis
IHCTPYKLUT 418 MeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby BHeceHa A0 6a3u gaHux EIEC
«PapMaKopiLLleHHs».

3a
peyenmom

UA/17285/01/01

216.

®EHOKIT

Kpanni opanbHi, 1
mr/ Mano 20 mny
KOHTeliHepi; no 1
KOHeliHepy B nauui 3
KapTOHY

CninbHe
YKpaiHCbKO-
icnaHcbke
nignNpMeMcBo
"CMNEPKO
YKPAIHA"

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis:
3MmiHu | TUnYy - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/I E-cepTudikar BignosigHoCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
MoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb 40 MoHorpadii AdY a6o
€Bponeiicbkoi hapmakonei, abo iHwoT
HauioHanbHOI dhapmakonei gepxasu EC (3miHa y
cneuudikayisix, noB'a3aHa 3i 3MiHamu B JdY, abo
€Bponelicbkiin hapmakonei, abo iHLuii
HaujioHasnbHIli hapmakonei gepxasu €C) -
MpuBeneHHs cneunqikaLii 4ONOMDKHOI pe4OBUHU
MponineHrnikosnb y BiANOBIAHICTL 40 OHOB/IEHOT
MoHorpadii €E® "Propylene glycol".

6e3
peuyenma

UA/16281/01/01

217.

DIITPACTHA
M-BICTA

PO34uH NS iH'eKLiit
a6o iHdysiii no 30
mnH MO/0,5 mn; no
0,5 mn (30 mniH MO)
y nonepeaHbLo
HarnoBHEHOMY

ToBapucTso 3
obmexeHoro
BiAMOBIAA/IbHICT
10 "BYCT
OAPMA"

Ykpaina

BMPOGHMLTBO
roToBOI NiKapCbKol
dhopmMm, NepBMHHA

Ta BTOPUHHA

ynakoBka,
KOHTPO/1b SIKOCTI,

I13pains/
NuTtBa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - AOMIHICTPATUBHI 3MiHW. BunyyeHHs
BMPOBHNYOT AiNbHULI (BKIKOYAOUN AiNbHUL 415
A®I, npomiXHOro NpoayKTy abo roToBoro
NikapcbKoro 3acoby, AibHNL A1 NpoBefeHHS
nakyBaHHs1, BUPOGHWKA, BignoBigasbLHOro 3a

3a
peyenmom

UA/20634/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

wnpuyj, 3 BMMYCK cepii: TeBa BWMYCK CepiiA, MicLie NPOBEeAEHHSI KOHTPOSO cepii)

NPUCTPOEM ANA dapmaveBTikan a60 nocrtavyasibHMKa BUXIAHOTO MaTepiany,

6e3neyHoro lHpacTpis NTg,., peareHTy ab0 LONOMIXHOI pEHOBUHU (SKLLO

BBe/eHHs; No 5 I13paifib; KOHTPO/b 3a3HayeHo y A0cbE). BunyyeHo BMpo6HUYY

nonepegHbL0 sakocTi: KOAB TeBa AinbHuuto Amresco Inc., USA (3017S Solon

HarnoBHEHUX BanrTikc, /lntBa Industrial Parkway, Solon, Ohio, USA, 44139-

LINpuLIB 3 4300) 3 nepeniky nocTa4asbHVKIB BUXigHOT

NPUCTPOEM AN CUPOBUHU PEHINMETUCYNbOHIN hTopuay

6e3neyHoro (Phenylmethylsulphonyl Fluoride (PMSF)), wo

BBEAEHHS Y nayllj

BUKOPVCTOBYETLCA y NpoLeci BUPOBHMLTBA
(6iocuHTe3y) AD| dinrpacTm. BuxigHa cnpoBmnHa
PMSF noctayaeTtbca 3aTBEpAXXEHUM
noctavanbHukom Merck GmbH.
3MiHu | TUnNYy - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONYCTUMMX MEX, BU3HaUYeHuX y cnewudikavisx
Ha A®I|, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NokKasHuKa IKOCTi (Hanpukiag,
BW/TyYEHHS 3acTapinoro nokasHuka)) 3i
cneuudikayii 40 BUXiQHOT peYOBWHW [NyTaTiOH,
BigHoBNeHa chopma (Glutathione, reduced form),
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpoOHMLTBA
[il040T peyoBVHY iNrpacTM, BUyHEHO NOKa3HUK
AKocTi «Melting point» (TemnepaTypy niaBneHHs).
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MeX, BU3HaYeHMX Yy cneumdikaisax
Ha A®I, abo BUXigHWIA/NPOMIKHUIA
NPOAYKT/peareHT, WO BUKOPUCTOBYOTLCA Y
npoueci Bupo6bHuLTBa A®I (0ONOBHEHHSA
cneumdikaLii HOBUM NOKAa3HWKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS).
JonosHeHO cneyndikauito Ana xpomartorpadivyHol
cmonu SP-Sepharose FF HOBVMM NOKa3HUKOM
«Endotoxin activity» 3 gonyctumoto Mexeto less
than 5 EU/ml Ta BignosigHUM MeTOA0M
BUNPOBYBaHHS, sika BUKOPUCTOBYETLCA Y NPOLIECi
BMPOGHULITBA Ajit040T pEHOBUHN hiNrpacTumy.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONYCTUMMX MEX, BU3Ha4YeHuX y cnewudikavisx
Ha A®I|, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci Bupo6bHuutBa APl (10NOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM AKOCTi Ta
BiANOBIAHMM METOA0M BUNPOBYBaHHS).




165

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[JlonoBHeHo cneuudikauito ans xpomarorpadivuHol

cmonu DEAE- Sepharose FF HOBUM MOKa3HUKOM
«Endotoxin activity» 3 gonyctumoto mexeto less
than 5 EU/ml Ta BignoBigHUM METOA0M
BUMPOOYBaHHSA, sika BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHULITBA Ail040T pevoBuHU dinrpactumy. A
TakoX BHECEHO pejakLiiiHi npaBku 4o
cneundikaii. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii JdY abo Esponeiicbkoi chapmakoner,
abo iHWOI HauioHasIbHOI hapmakonei aepxasu EC
(3miHa y cneuucpikauisix, nos's3aHa 3i 3MiHaMu B
[®Y, abo €Bponeiickkili hapmakonei, abo iHLWil
HaujioHasnbHili hapmakonei gepxasu €C). 3MiHN Y
po3gini 3.2.S.5.CtaHfapTHi 3pa3km abo npenapat
CTOCOBHO cneuudikaLiii Ta MeToAiB KOHTPOSIO
KOMMOHEHTIB KOHTeliHepa ((h1akoHiB 3
6opocunikatHoro ckna Tuny | Ta npobok 3
6pOMBYTMIOBOrO Kay4yky), a came BXigHWiA
KOHTPO/Ib KOMMOHEHTIB KOHTeHepa Ha [i/IbHULi
Tesa BanTikc, /luTBa NpnBeaeHo Yy BiANOBIAHICTb
00 3arasibHux ctareii 3.2.1 «CknsHi KOHTeliHepy
AnsA hapmaueBTUUHOro 3acTocyBaHHsA» Ta EP
3.2.9. «'ymoBi 3aKynoptoBasibHi 3acobu ans
KOHTeliHepiB» YMHHOT pedakuii EP. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOYaKUM, 3a HEOOXIAHOCTI, MicLe
npoBefileHHsA KOHTPOJII0 AKOCTI), ab0 BNacHuka
macTep-haiina Ha A®l, abo noctayanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLLO 3a3HAYEHO Y AOCLE Ha NiKapCbKWii 3aci6) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepaXeHoMy
nocbe, abo BMPOOHUKA HOBOI AOMOMIXKHOT
PEUOBMHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
HaliMeHyBaHHS Ta afpecu BUKOHaBYOro odicy
BMPOBHUYOI AiNbHUL, SKa BiANOBiAae 3a
nocTaYaHHs BUXigHOI CMPOBVHM CNNPTY €TUI0BOrO
(Ethyl alcohol) gnsa BupobHuyTBa Ad|
inrpactumy 3 SC “Stumbras' (K.Bugos str. 7,
Kaunas, LT-44355, Lithuania) Ha AB "MV GROUP
Production’ (Aukstaiciu g. 7, Vilnius, LT-11341,

Lithuania). XXogHvx 3MiH y Micui BUpobHuLTBA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
CVIPOBMHW, MpOLeci BUPOOHMLTBA Ta SKOCTI
CMPOBWHM He Bif6ynoch.
3Minn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.

npoueci BUpo6bHMLUTBa A®I (3BY>KEHHSA A0ONYCTUMMUX

3MiHa y napameTpax cneuudikauii Ta/abo

LONyCTUMUX MeX, BU3HaYeHMX Yy cneumdikalisx
Ha A®I, abo BUXiZHWIA/NPOMIKHUIA

NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y

MeX, BU3HauYeHuX y crneumdikauii). 3ByXeHHs
[0nycTUMOT Mexi 3a nokasHukom «Microbial
contamination» y cneuudikauii go
XpomarorpadivHoi cmonun SP-Sepharose FF, sika
BUKOPVCTOBYETLCA y NpoLeci BUPOBHMLTBA
aKTVMBHOI pevyoBUHN DINIrPacTuUM (3aTBepKEHO:
100 CFU/ml; 3anponoHoBaHo: Ao max. 20
CFU/ml). XXogHux 3MiH y METOAMKY BUNPOBOYBaHHS
He BHOCW/IOCh. A TaKOX BHECEHO peaakLiiHi
npasku Ao cneumndikadii. 3miHu | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUxigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHuuTBa AdI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeTofax
BUNPOBYBaHHSA). 3MIHN METOAUKN 3a NOKa3HUKOM
«pH» y meTogax KOHTPOJIt0 B MPOLIEC
BMpo6HUUTBa (in-process control (IPC)), wo
BUKOPWCTOBYETLCA AN BUNPOGYBaHHA pH
PO3uunHy dhinrpacTvm nepeg dinbTpauieto Ta
HanoBHEHHAM, a came KanibpyBaHHs npunagy Ta
Bepudikauis kanibpysaHHs 6yna oHOBMEHa
Bi4NOBiAHO A0 BUMOT 3arajibHoi cTaTTi EP
2.2.3.Potentiometric determination of pH. 3miHu |
TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BVIKOPVCTOBYETbLCA Y NpoLieci BUPo6HULTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BUNPOBYBaHHS). 3MiHW METOAMKM 3a NOKA3HUKOM
«pH» y MeTofax KOHTPO/IO Ait04OT PEYOBUHN
chinrpacTumy npu BUNYCKy Ta Mif Yyac AoCNifKeHb
CTabinbHOCTI, a came kanibpyBaHHA npunagy Ta
Bepudikauis kanibpysaHHs 6yna oHOBMEHa
BigMNoBiAHO A0 BUMOT 3arajibHoi cTaTTi EP
2.2.3.Potentiometric determination of pH. 3miHu |

MeTozax BUNPOGYBaHHS TOTOBOTO NiKAPCHKOro

TUMy - 3MiHK 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y

3ac06y (He3HayHa 3MiHa y 3aTBEpPAKEHNX
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

MeToAax BUMPOOyBaHHS). 3MiHN METOAVKM 3a
nokKasHWKoM «pH» y po3gini 3.2.P.5.2. AHaniTu4Hi
MeTOAVKN PeECTpaLiiHOro JOChE, a came
KanibpyBaHHs npunagy Ta Bepudikauis
KanibpyBaHHs Oyna OHOB/EHa BifgNoBiAHO 40
BMMOTr 3arasibHoi cTaTTi EP 2.2.3. Potentiometric
determination of pH. 3miHu | TUNY - 3MiHK 3 SKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI €Bponelicbkilt
hapmakonei/moHorpadii. 3mMiHW, NOB'A3aHi 3
HeOo6XiJHICTIO NpUBEAEHHS Y BigNOBIAHICTb A0
MoHorpadii PY a6o €Bponeiicbkoi hapmakoner,
abo iHWOi HauioHasTbHOI thapmakonei aepxasu €C
(3miHa y cneuudpikauisix, nos'a3aHa 3i 3MmiHaMu B
LY, abo €Bponelicbkilt thapmakonei, abo iHLLii
HaujioHanbHili dhapmakonei gepxasun €C). 3miHn B
cneuudikauii Ha LONOMKHY peqyoBUHY BoAy A1
iH'eKui (WFI), Wo BUKOPUCTOBYETLCA Y NPOLLECI
BMPOGHMLITBA NiKAPCbKOro 3acoby dinrpactum,
BiANOBIAHO 40 OHOBNEHOT MoHorpadii «Water for
injections» 0169 Ph.Eur, a came 3 cneumndikaw,i
BW/TyYEHO [Ba NnokasHuka «Appearance» Ta
«Nitrates (NO3)». 3miHu | TUNy - 3MiHW 3 SKOCTI.
A®I. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMNX MeX,
BM3HAYEHUX Yy cneyndikauisx Ha Adl, abo
BUXIZAHWUA/NPOMIXHWUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS y NpoLeci BUpobHuuTea APl
(iHWi 3miHW). BunyyeHo nokasHuk «Appearance
(Clear, Colorless, Odorless)» 3i cnevuudikauii
BUXIZHOTO NMPOAYKTY BOAM 3BOPOTHOrO OCMOCY
(RO), sika BUKOPUCTOBYETLCS B NPOLLECI
BVMPOGHMLTBA Ail0401 pe4OBUHM inrpacTumy.

218.

DIITPACTU
M-BICTA

PO34uH NS iH'eKUii
a6o iHdysili no 48
mnH MO/0,8 mn; no
0,8 mn (48 maH MO)
y nonepefHs0
HarnoBHEHOMY
wnpuyj, 3
NpUCTPOEM ANt
6e3neyHoro
BBEJEHHS; N0 5
nonepeaHbLO
HanoBHEHMX
LINpuLIB 3
NpUCTPOEM ANt
6e3neyHoro

ToBapucTsO 3
obmexeHolo
BiANOBIAAIbHICT
10 "BYCT
PAPMA"

Ykpaina

BMPOGHMLTBO
roToBOT NiKapcbKoi
hopmu, neperMHHA

Ta BTOPVHHA

ynakoBka,
KOHTPO/b SKOCTI,
BUMYCK cepii: TeBa
dapmaueBTikan
IHpacTpis N14.,
13paisib; KOHTPO/b
aKocTi: FOAB Tesa
BanTikc, lntBa

I13pains/
Nntea

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AOMIHICTPATUBHI 3MiHWU. BunyyeHHs
BMPOGHWYOI AinbHNL (BKIHOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
niKkapcbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BiANOBifa/IbHOTO 3a
BUWMYCK Cepiid, MicLle NpOBeAEHHSI KOHTPOSO cepii)
a60 nocrtavasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY (SIKLLO
3a3HayeHo y [0CbE). BunyyeHo BUpo6HNYy
AinbHuuo Amresco Inc., USA (3017S Solon
Industrial Parkway, Solon, Ohio, USA, 44139-
4300) 3 nepeniky nocTa4asibHVKIB BUXigHOT
CUPOBUHU PEeHINIMETUICYbOHIN hTopuay
(Phenylmethylsulphonyl Fluoride (PMSF)), wo

3a
peyenmom

UA/20634/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BBEAEHHA Y navj

BUKOPWCTOBYETLCA y NpoLeci BUPOGHMLTBA
(6iocuHTe3y) ADI dinrpacTm. BuxigHa cnpoBmnHa
PMSF noctayaeTtbca 3aTBEpAXXEHUM
noctavanbHukom Merck GmbH.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONYCTUMMX MEX, BU3Ha4YeHuX y cnewudikavisx
Ha A®I, abo BUXigHWIA/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BupobHuutea APl (BuyyYeHHs
He3Ha4yHOro NoKasHuKa SIKOCTi (Hanpukiag,
BW/TyYEHHS 3acTapinoro nokasHuka)) 3i
cneuudikayii 40 BUXiQHOT peYOBWHW [yTaTiOH,
BigHoBNeHa chopma (Glutathione, reduced form),
LLIO BUKOPUCTOBYETLCSA Y NpoLeci BUpOOHMLTBA
[il040T peyoBrHY iNrpacTM, BUyHEHO NOKa3HUK
AKocTi «Melting point» (TemnepaTypy naBneHHs).
3Minn | TURY - 3MiHK 3 aKkocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MeX, BU3HaYeHMX Yy cneumdikaisax
Ha A®I, abo BUXigHWIA/NPOMIKHUIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci Bupo6bHuLTBa A®I (0ONOBHEHHSA
cneumdikaLii HOBUM NOKA3HWKOM SKOCTi Ta
BiANOBIAHMM METOA0M BUNPOOYBaHHS).
JonosHeHO cneyndikauito Ana xpomartorpadivyHol
cmonu SP-Sepharose FF HOBVMM NOKa3HNKOM
«Endotoxin activity» 3 gonyctumoto Mexeto less
than 5 EU/ml Ta BignosigHUM MeTOA0M
BUNPOBYBaHHS, sika BUKOPUCTOBYETLCA Y NPOLIECi
BMPOGHULITBA Ajit040T pEHOBUHN hiNrpacTumy.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikaLiin Ta/abo
[ONYCTUMMX MEX, BU3Ha4YeHuX y cnewudikavisx
Ha A®I, abo BUXigHWIA/MPOMIXKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci Bupo6bHuutBa APl (10NOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM AKOCTi Ta
BiANOBIAHMM METOA0M BUNPOBOYBaHHS).
[JlonoBHeHo cneuudikauito ans xpomarorpadivuHol
cmonu DEAE- Sepharose FF HOBUM MOKa3HUKOM
«Endotoxin activity» 3 gonyctumoto mexeto less
than 5 EU/ml Ta BignoBigHUM METOA0M
BUMPOBYBaHHSA, sika BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHULITBA Ail0H0T pevoBuHU dhinrpactumy. A
TakoX BHECEHO pefakLiiiHi npaBku 4o
cneundikavii. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BiANOBIAHOCTI EBpONechbkili

ab0 iHWOI HauioHasIbHOI hapmakonei aepxasu EC

thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
HeoOXIAHICTIO NpUBEAEHHS Y BIANOBIAHICTbL A0
MoHorpadii JdY abo EBponeiicbkoi chapmakoner,

(3miHa y cneuucpikauisix, nos's3aHa 3i 3MiHaMu B
[®Y, abo €Bponeiickkili hapmakonei, abo iHLWil
HaujioHasnbHili hapmakonei gepxasu €C). 3MiHN Y
po3gini 3.2.S.5.CtaHfapTHi 3pa3km abo npenapat
CTOCOBHO cneuudikaLiii Ta MeToAiB KOHTPOSIO
KOMMOHEHTIB KOHTeliHepa ((h1akoHiB 3
6opocunikaTtHoro ckna Tvny | Ta npobok 3
6pOMBYTMIOBOrO Kay4yky), a came BXigHWiA
KOHTPO/Ib KOMMOHEHTIB KOHTeHepa Ha [i/IbHULi
Tesa BanTikc, /luTBa NpnBefeHo Yy BiANOBIAHICTb
00 3arasibHux ctareii 3.2.1 «CknsHi KOHTeliHepy
AnsA hapmaueBTUYHOro 3acTocyBaHHsA» Ta EP
3.2.9. «'ymoBi 3aKynoptoBasibHi 3acobu ans
KOHTeliHepiB» YnHHOT pedakuii EP. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOYaKUM, 3a HEOOXIAHOCTI, MicLe
npoBefileHHsA KOHTPOJII0 AKOCTI), ab0 BNacHuka
macTep-haiina Ha A®l, abo noctayanbHUKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCLE Ha JiKapCbKWii 3aci6) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BMPOOHUKA HOBOI AOMOMIXKHOT
PEUOBMHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
HaliMeHyBaHHS Ta afpecu BUKOHaBYOro odicy
BMPOBHUYOI AiNbHUL, SKa BiANOBiAae 3a
nocTaYaHHs BUXigHOI CMPOBVHM CNNPTY €TUI0BOrO
(Ethyl alcohol) gnsa BupobHuyTBa Ad|
inrpactumy 3 SC “Stumbras' (K.Bugos str. 7,
Kaunas, LT-44355, Lithuania) Ha AB "MV GROUP
Production’ (Aukstaiciu g. 7, Vilnius, LT-11341,
Lithuania). XXogHvx 3miH y micui BUpobHuLTBa
CVIPOBMWHW, MpOLeci BUPOOHMLTBA Ta SKOCTI
CMPOBWHM He Big6ynoch.
3MiHn | TUnY - 3MiHK 3 aKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMUX MeX, BU3HaAYeHMX Yy cneumdikalisx
Ha A®I, abo BUXIZHWIA/NPOMIKHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y
npoueci BUpo6HULUTBa A®I (3BY>XKEHHSA AONYCTUMMUX

MeX, BU3Ha4YeHuX y crneumdikayii). 3By)XeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[0nycTUMOT Mexi 3a nokasHukom «Microbial

contamination» y cneuudikauii go
XpomarorpadivHoi cmonun SP-Sepharose FF, sika
BUKOPWCTOBYETLCA y NpoLeci BUPOBHMLTBA
aKTVMBHOI pevyoBUHN QDINIrPacTuUM (3aTBepPKEHO:
100 CFU/ml; 3anponoHoBaHo: Ao max. 20
CFU/ml). XXogHux 3MiH y METOAMKY BUNPOBYBaHHS
He BHOCW/OCh. A TaKOXX BHECEHO peaakLiiHi
npaskun Ao cneumndikadii. 3miHn | Tuny - 3miHn 3
akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
marepiany/npomiKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeToaax
BUNPOBYBaHHSA). 3MiIHN METOAUKN 3a NOKa3HUKOM
«pH» y meTogax KOHTPOJIt0 B MPOLIEC
BMpo6HUUTBa (in-process control (IPC)), wo
BUKOPWCTOBYETLCA AN BUNPOGYBaHHA pH
PO3uunHy dhinrpacTvm nepeg dinbTpauieto Ta
HanoBHEHHAM, a came KanibpyBaHHs npunagy Ta
Bepudikauis kanibpysaHHs 6yna oHOBMEHa
BigMNOBiAHO A0 BUMOr 3arajibHoi cTaTTi EP
2.2.3.Potentiometric determination of pH. 3miHu |
TMny - 3MiHK 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y
mMeTodax BunpobyBaHHs A®| abo BUXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BVIKOPWCTOBYETbLCA Y NpoLieci BUPo6HULTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BUNPOBYBaHHS). 3MiHW METOAMKM 3a NOKA3HUKOM
«pH» y MeTofax KOHTPO/IO Ait04OT PEYOBUHN
chinrpacTumy npu BUNYCKy Ta Mif Yyac AoCNifKeHb
CTabinbHOCTI, @ came kanibpysBaHHA npunagy Ta
Bepudikauis kanibpysaHHs 6yna oHOBMEHa
BigMNoBiAHO A0 BUMOT 3arajibHoi cTaTTi EP
2.2.3.Potentiometric determination of pH. 3miHu |
TUMy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii 3acio.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6YyBaHHA rOTOBOrO /iKapCbKOro
3ac06y (He3HayHa 3MiHa Y 3aTBEpPAKEHNX
MeToAax BUMPOOyBaHHS). 3MiHN METOAVKM 3a
nokKasHWkoM «pH» y po3gini 3.2.P.5.2. AHaniTu4Hi
MeTOAVKN PeECTpaLiiiHOro JOChe, a came
KanibpyBaHHs npunagy Ta Bepudikauis
KanibpyBaHHs Oynia OHOB/EHa BifgMNoBiAHO 40
BMMOTr 3arasibHoi cTaTTi EP 2.2.3. Potentiometric

CepTtudpikat BignosigHocTi/l E-cepTudikat

BiiNOBIAHOCTI €Bponeiichkkil

determination of pH. 3miHu | TUNY - 3MiHK 3 SKOCTiI.
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

219.

®OPBEH

hapmakonei/moHorpadii. 3mMiHW, NOB'A3aHi 3
HeOo6XifHICTIO NpUBEAEHHS Y BigNOBIAHICTb A0
MoHorpadii PY a6o €Bponeiicbkoi hapmakoner,
abo iHWOi HauioHasTbHOI thapmakonei aepxasu €C
(3miHa y cneuudpikauisix, nos'a3aHa 3i 3MmiHaMu B
LY, abo EBponelicbkilt thapmakonei, abo iHLLii
HaujioHanbHili dhapmakonei gepxasn €C). 3miHn B
cneuudikauii Ha ONOMKHY peqoBUHY BoAy A1
iH'eKUi (WFI), Wo BMKOPUCTOBYETLCA Y NPOLLECI
BMPOGHMLITBA NiKApCbKOro 3acoby dinrpactmm,
BiANOBIAHO 40 OHOBNEHOT MoHorpadii «Water for
injections» 0169 Ph.Eur, a came 3 cneumdikav,i
BW/TyYEHO ABa NnokasHuka «Appearance» Ta
«Nitrates (NO3)». 3MiHu | TUMy - 3MiHW 3 SKOCTI.
A®|. KoHTposnb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTMMNX MexX,
BM3HAYEHUX Yy cneyndikauisix Ha Adl, abo
BUXIZAHWUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS Yy NpoLeci BUpobHnuTea APl
(iHWi 3miHW). BunyyeHo nokasHuk «Appearance
(Clear, Colorless, Odorless)» 3i cnevuudikauii
BUXIZHOTO NMPOAYKTY BOAM 3BOPOTHOrO OCMOCY
(RO), sika BUKOPUCTOBYETLCS B NPOLLECI
BMPOGHMLTBA Ail040I pe4OBUHM inrpacTumy.

nocsi0OYeHHs

220.

PO34YUH OpasTbHUIA,
no 25 M1y dpnakoHi
3 NPO6GKOH0-
KpanenbHuueto; no 1
hnakoHy B nauui 3
KapTOHY

TOB
"YKpaiHCcbKka
hapmaneBTuyHa
KomnaHis"

Ykpaina

MpAT "Bionik"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acooy.
3MiHa napameTpiB cneuudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(iHLWi 3MiHW) - 3MiHa Ha3BW NokasHuka «lycTuHa»
Ha «BigHocHa ryctnHa» y Creumdikauii Ta
MeTogax KOHTpont M3 ansa npuBefeHHs y
BignoBigHICTb Ao APY.
3arBepmxeHo: N'yctuHa. 0,969-0,976 AdY, 2.2.5,
meTtoz 1, N 3anponoHoBaHo: BigHOCHa rycTuHa.
0,969-0,976 vy, 2.2.5, meTog 1, N

6e3
peyenma

UA/20353/01/01

®OPCAJO

Kancynv Teepgi no
0,5 mr; no 7 kancyn
y 6nictepi; no 4
6nictepu B
KapTOHHI kopobuy;
no 10 kancyny
6nicTepi; no 3
6nictepu B
KapTOHHI Kopo6Lyi

[-p Peapi'c
Nab6opaTtopic
nrp,

IHAjA

N-p Peaai'c

Na6opaTopic /Ta,

®TO-7

IHAjsA

BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis:
3MiHu | TUnNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa yactotu Ta/abo
TEPMIHIB NOAaHHSA perysiipHoO OHOBJ/TOBAHWX 3BITiB
3 6e3nekun nikapcbkux 3acobis - 3MiHa YacToTn Ta
TEPMiHiB NOAAHHSA PeryisipHO OHOB/IIOBAHOTO 3BITY
3 6esneku: [litoya pegakuis: Yactota nogaHHs
perynspHo OHOB/IOBAHOIO 3BITY 3 6e3neku - 1 pik.
KiHueBa gata A4nsa BKIUYEHH gaHux go PO3b -
28.02.2026 p. Aarta nogaHHsA - 08.05.2026 p.
MponoHoBaHa pepakuis: Yactota nogaHHsA

PEerynsipHoO OHOBJ/IKOBAHOIO 3BITY 3 6e3neku - 2

3a
peyenmom

UA/19194/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
poku KiHueBa gaTa A/19 BKIYEHHS AaHnX [0
PO3b - 28.02.2027 p. JaTa nogaHHsa — 29.05.2027
p. PekomeHf0BaHO [0 3aTBEPAKEHHSA BiAMNOBIAHO
[0 NepioANYHOCTI NOAAHHA PerynspHo
OHOB/tOBaHMX 3BITIB 3 6e3MeKkun Nikapcbknx 3acobis
y €EC
221. | ®TANIICYNb | KpucTaslivHWiA ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: - UA/20144/01/01
DATIA30N NopOLLOK 06MEeXEHO 06MeXeHo 3MiHu | TUny - 3MiHK 3 AkocTi. A®L. CTabinbHICTb.
(cybeTaHuis) y BiANOBIAAbHICT BiANOBIAA/LHICTIO 3MiHa nepioly NOBTOPHKX BMUNpoGyBaHb/nepioay
MiLLIKaxX 10 "GAPMXIM" "OAPMXIM" 36epiraHHa abo ymoB 36epiraHHa Al (3a
nonieTnIeHoBux BIACYTHOCTI Y 3aTBepKEHOMY [0CbE cepTudikaTa
ans BiANOBIAHOCTI EBponelickbkin thapmakonei, wo
thapmaueBTUYHOro BK/IlO4A€E nepiof, MOBTOPHOTO BUMPOOYBaHHS)
3acTocyBaHHsA (nepiof NoBTOPHOro BMNPO6yBaHHA/Nepios,
36epiraHHs) - 36inblueHHs abo BBeAEHHS nepiogy
NMOBTOPHOro BMNpo6yBaHHsA/nepiody 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB A0C/iAKeHb Y peasbHOMY
yaci.
3MiHa TepMiHY NEPEKOHTPOJIK0 Ha TEPMIH
NPUAATHOCTI, Y 3B’A3KY 3 AOC/IHKEHHAMN 3i
CTabiNIbHOCTi y peasibHOMY Yaci TEPMiHY
npugaTHocTi. [jtoya pegakuis: TEPMIH
MEPEKOHTPO/IO 36 micsuis. MponoHoBaHa
pegakuis: TEPMIH NMPUAOATHOCTI 4 poku.
222. | ®TOPOKOPT | ma3b, 1 mr/r,no 151 BAT "TeneoH YropwuHa BAT "TeaeoH YropwmHa BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/7093/01/01
® Mas3i y Ty6i; no 1 Ty6i PixTep" PixTep" 3MiHu | TUny - 3MiHKM 3 akocTi. CepTudikaT peuenmom

B KapTOHHIi Kopo6Lyi

BignosigHocTi/lE-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOBNEHOrO cepTudpikata
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns
A®l; pnsa BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUPO6HUUTBI ADI; ans
[L0MOMIKHOT peyoBuHU (cepTudikaT Bi4NOBIAHOCTI
€sponelicbkin hapmakoner) - OHOBEHWIA
cepTudikaT Bif yXe 3aTBepXeHOro BUPOOHWMKa -
noJiaHHs OHOB/IEHOro cepTucdpikata BiANOBIAHOCTI
€poneiicbkili hapmakonei R1-CEP 2000-075-
Rev 07 (nonepegHs Bepcisa R1-CEP 2000-075-Rev
06) Big, BXe 3aTBepAXeHOro BMpobHunka Farmabios
S.p.A,, ltaly gns A®| TpiaMUMHOMOHY aueToHiay.
3MiHu | TUnYy - 3MiHKM 3 akocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BignosigHoCTi
€sponelicbkin hapmakonei/moHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOrO cepTudikara
BiANOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei: ans
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1

A®l; ansa BuxigHoro
matepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBEHWIA
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHuKa -
noAaHHs OHOBMIEHOrO cepTudiikaTa BifnoBiAHOCTI
€poneiickkili hapmakonei R1-CEP 2009-084-
Rev 02 (nonepegHs Bepcia R1-CEP 2009-084-Rev
01) Big, BXe 3aTBepAKeHoro BnpobHrka SICOR
S.R.L., Italy ona A®| TpiamuvHONOHY aueToHiay.
3Minn | TUNYy - 3MiHn 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOBNEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYEHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns
A®I; onqa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI APIl; Ans
[OMNOMDKHOT peyoBuHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikart
Bif] BXE 3aTBEPAKEHOrO BUPOOHMKA - NOAAHHS
HOBOrO cepTudikaTty BifMNoBiAHOCTI €Bponeichbkiii
thapmakonei (RO-CEP 2021-315-Rev 00) Big Bxe
3aTBepKeHOro BUpo6Hrka Farmabios S.p.A., Italy
ana A®| TpiamuMHONOHY aueToHigy. 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMMX
MeX, BU3HaueHux y cneyudikadisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AdI
(BUYYEHHS HE3HAYHOTO NOKa3HMKa AKOCTI
(Hanpviknag, BUTyYeHHs 3acTapisioro NokasHvka))
3MiHW KpUTEpIt0 NPUIAHATHOCTI B cneyudikauii A®I
Bif BUPO6HMKa 13 33 NOKa3HKOM
"Mikpob6iosioriyHa unctoTa”, a came nNpuBeAEHHsS
[0 KpUTEpID NPUIAHATHOCTI ansa 13 ans
30BHILUHbOrO 3aCTOCYBaHHS. 3aTBEpPKEHO:
Microbiological purity Total aerobic microbial count
(TAMC): NMT 100 cfu/g Total combined yeasts
and moulds count (TYMC): NMT 10 cfu/g Absence
of bile-tolerant Gram-negative bacteria in 1g
Absence of Staphylococcus aureus in 1 g Absence
of Pseudomonas aeruginosain 1 g.
3anponoHoBaHo: Microbiological purity Total
aerobic microbial count (TAMC): NMT 100 cfu/g
Total combined yeasts and moulds count (TYMC):
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
NMT 10 cfu/g Absence of Staphylococcus aureus
in 1 g Absence of Pseudomonas aeruginosain 1 g
223. | ®YPAMAI® Kancynw no 25 wr; AT «Ondpa» NaT.is AT «Ondpa» Natsis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/4301/01/02
no 10 kancyny BMNpaB/IEHO TEXHIYHY MoMuWAKy B Nn. "IHWE" TekcTy peyenmom
6nictepi; no 3 MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT YNakoBOK
6nicTepu B nayuj 3 nikapcbKoro 3acoby, fonyLLeHy npu npoueaypi
KapTOHY 3miHn (Haka3 MO3 Nel1347 Big 28.08.2025 p.), a
came: BipHO 3anucaHo Ha3By komnaHii OlainFarm
(6yno Olainfarm). 3azHauyeHe BUNpaB/IEHHS
BinoBiAa€ MaTepiasiaMm peecTpauiiiHoro A0oChE.
224. | ®YPOCEMIA Tabnetku no 40 wmr; TOBAPVCTBO YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3a UA/5153/02/01
no 10 TabneTok y 3 BMPOGHMLITBA, 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
6nicTepi; no 5 OBMEXXEHOIO KOHTPO/b SKOCTI, 3aci6. KOHTposib roTOBOrO NiKapCbKoro 3acoby.
6nicTepiB y nayui 3 BIANOBIAATBH BUNYCK cepil: 3MiHa napameTpiB cneuudikauii Ta/abo
KapToHY ICTHO ToBapucTso 3 LOMYCTUMMUX MEX rOTOBOTO JTiKApCbKOro 3acoby
«KOPIMOPAULIA 0bMexeHot (BUTYYEHHSA HE3HAYHOrO NoKasHuKa (Hanpuknag,
«3[0POB'A» BiANOBIAA/ILHICTIO 3acTapifioro NokasHvika, Takoro sk 3anax Ta cMax,
"[locnigHwin 3aBog, abo igeHTudikauis 6apBHUKIB U CMaKOBUX
"rHunc [06aBokK)) BunyyeHHst nokasHuka «CTupaHicTb» 3
YkpaiHa; Bci cTtagji MEeTOZIB KOHTPOJtO AKOCTi FOTOBOrO NiKapCbKOro
BMPOGHMLITBA, 3aco6y. BBegeHHs 3MiH MpPOTAromM 6-Tu micsiuis
KOHTPO/b SIKOCTI, nicnsa 3aTBepKeHHs.
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANLHICTIO
"®APMEKC
FPYM" YkpaiHa,
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANLHICTIO
"PapmaueBTnyHa
KOMMaHis
"3popos'a”
YKpaiHa
225. | ®YUNC® AT Tabnetkn TOB YkpaiHa KYCYM IHais BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: - UA/19806/01/01
avcneprosaHi no 50 «NEQ®APM XENTXKEP MBT 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
mr, in bulk: no 4 NT0» nTa 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepii

TabneTtkn y 6nictepi;

no 100 6nictepiB y
KapPTOHHI KOpooL,i

(BKKOYAlOUM fiana3oH po3Mipy cepil) roToBoro
nikapcbKoro 3acoby (3mMeHLweHHsA fo 10 pasis)
[ofaBaHHs 40 3aTBEPAKEHOro po3mipy cepii
roToBOro slikapcbkoro 3acoby (250 000 Ta61eTok)
Ha BMPOGHWI ainbHKLi CM-289 (A), PIIKO
IHgacTpian apea, YonaHki, bxiBagi, flict. Ansap
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

(PamxacTaH), IHgis/ SP-289 (A), RIICO Industrial
area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan),
India, gogatkosoro po3mipy cepii — 125 000
Tabs1eTokK, y 3B’A3Ky 3 ONTUMi3aLi€l0 BUKOPUCTaHHS
obnagHaHHA Npy BUPOOHNULTBI rTOTOBOTO
nikapcbkoro 3acoby (6e3 3MiHn TexHonoril
BVMPOGHMLTBA Ta MPOMUC/IOBOrO 06/1aAHAHHS).
3areepaxeHo
[ns BUpOGHUYOTO caiiTy 3a afpecoto:
CI-289 (A), PIIKO IHgacTpian apea, YonaHki,
Bxisagi, Aict. AnBap (PamxactaH), IHais/
SP-289 (A), RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan), India.
Po3wmip cepii: 250 000 TabneTok
[ns BUPOBHUYOTO caiiTy 3a af|pecoto:

Mnot Ne M-3, IHaop Cnewen IkoHoMik 30yH, deiis-
I, Mitamnyp, fdict. Axap, Maaxes MNpagew, MiH
454774, Ingis/

Plot No. M-3, Indore Special Economic Zone,
Phase-Il, Pithampur, Distt. Dhar, Madhya Pradesh,
Pin 454774, India.

Po3wmip cepii: 100 000 TabneTok
Po3wmip cepii: 250 000 TabneTok
3anponoHoBaHo
[lns BUpOGHMYOro caiTy 3a afpecoto:
Cn-289 (A), PIIKO IHgacTpian apea, YonaHki,
Bxisagi, Aict. Ansap (PagxactaH), IHgis/
SP-289 (A), RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan), India.
Po3wmip cepii: 125 000 TabneTtok
Po3awmip cepii: 250 000 TabneTok
[ina Bupo6HMYoro caiity 3a agpecoto:

Mnot Ne M-3, Ingop Cnewen IkoHOMik 30yH, deii3-
I, Mitamnyp, Aict. Oxap, Magxba MNpageww, MiH
454774, Inpis/

Plot No. M-3, Indore Special Economic Zone,
Phasell, Pithampur, Distt. Dhar, Madhya Pradesh,
Pin 454774, India.

Po3wmip cepii: 100 000 TabneTok
Po3mip cepii: 250 000 TabneTok

226.

®YLVC® AT

TabneTku
Avcneprosari no 50
Mr, N0 4 TabneTkn y
cTpwvni abo 6nictepi,
no 1 ctpuny a6o
6nictepy B
KapTOHHI ynakoBLi

TOB
«MNMEA®APM
NTO»

YkpaiHa

BUPOBHMLTBO,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepil
abo

IHais/
Ykpaina

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
(BKKOYAlOUM fiana3oH po3Mipy cepil) roToBOro
nikapcbkoro 3acoby (3mMmeHweHHsA go 10 pasis)
[lopaBaHHsa [0 3aTBEpAKEHOr0 po3mipy cepil
roToBOro nikapcbkoro 3acoby (250 000 TabneTok)
Ha BMPO6HMYIN ainbHuui CMN-289 (A), PIIKO

3a
peyenmom

UA/7617/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakosKa)

3asaBHUK

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs1

BVMPOGHMLTBO
npoaykuii in bulk:
KYCYM
XENTXKEP NBT
NTA, IHgia
abo
KYCYM
XENTXKEP NBT
NTA, Ingis;
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMNYCK Cepii 3
npoaykuii in bulk:
TOB «MIEAPAPM
NTA», YKkpaiHa

IHpacTpian apea, YonaHki, bxisagj, dict. Ansap
(PapxacTtaH), IHgis/ SP-289 (A), RIICO Industrial
area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan),

India, gogaTkoBoro po3mipy cepii — 125 000
TabneToK, y 38'A3Ky 3 ONTUMI3aL|i€l0 BUKOPUCTaHHS
o061agHaHHA Npy BUPOBHULTBI rOTOBOIO
nikapcbkoro 3acoby (6e3 3MiHu TeXHoorii

BMPOBHWLITBA Ta NPOMWCNIOBOrO 06/184HAHHS).

3arBepoxeHo

[lns BUpoGHMYOro caiTy 3a afpecoto:

CI-289 (A), PIIKO IHgacTpian apea, YonaHki,
Bxisagi, Aict. Ansap (PamxacTtaH), IHais/

SP-289 (A), RIICO Industrial area, Chopanki,

Bhiwadi, Dist. Alwar (Rajasthan), India.

Po3wmip cepii: 250 000 TabneTok

[lns BUpOGHMYOro caiTy 3a afpecoto:

Mnot Ne M-3, IHaop Cnewen IkoHoMik 30yH, deiis-
I, Mitamnyp, Aict. Axap, Magxba MNpageww, MiH
454774, Inpia/

Plot No. M-3, Indore Special Economic Zone,
Phase-Il, Pithampur, Distt. Dhar, Madhya Pradesh,
Pin 454774, India.

Po3mip cepii: 100 000 TabneTok
Po3wmip cepii: 250 000 TabneTok
3anponoHoBaHo
[ina Bupo6HMYOro caiity 3a agpecoto:
Cr-289 (A), PIIKO IHpgacTpian apea, YonaHki,
BxiBagi, Aict. AnBap (PagxactaH), IHais/
SP-289 (A), RIICO Industrial area, Chopanki,
Bhiwadi, Dist. Alwar (Rajasthan), India.
Po3awmip cepii: 125 000 TabneTok
Po3wmip cepii: 250 000 TabneTok
[ns BUPOGHUYOTO caiiTy 3a afpecoto:

Mnot Ne M-3, IHaop Crewen IkoHoMik 30yH, deiis-
I, Mitamnyp, fdict. Axap, Maaxes MNpagew, MiH
454774, Ingis/

Plot No. M-3, Indore Special Economic Zone,
Phasell, Pithampur, Distt. Dhar, Madhya Pradesh,
Pin 454774, India.

Po3wmip cepii: 100 000 TabneTok
Po3mip cepii: 250 000 TabneTok

227.

LENECTOAE
PM-B® 3
FAPAMILIH
oM

mas3b; no 30 r B Ty6i;
no 1 1y6iy
KapTOHHI Kopo6Lyi

OpraHoH
CeHTpan Ict
M6X

LLsenuapi
a

OpraHoH XeiicT 68

Benbris

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis:
3MiHn | TUnY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3MmiHa yactotu Ta/abo
TEPMIHIB NOAAHHS PerysIipHO OHOBJ/THOBAHNX 3BITiB
3 6e3neku nikapcbknx 3acobiB. 3MiHM y YacToTi Ta
[artax nofaHHs perynsipHo OHOB/HOBAHOrO 3BITY 3
6e3neku.

3a
peyerimom

UA/3403/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
[itoua pepakuis: Yactota nofaHHA perynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekun 13 pokis. KiHueBa
Aara Ans BkNtoYeHHs aaHux go PO3b —
01.01.2025p. Aarta nogaHHA — 01.04.2025 p.
MponoHoBaHa pegakuis: Yactota nogaHHs
perynsipHo OHOBJ/IHOBAHOrO 3BITYy 3 6e3nekn 9 pokiB.
KiHueBa gata ans BkOUYEHHsT gaHux go PO36 —
03.06.2029 p. Aata nogaHHa — 01.09.2029 p.
PekomeHA0BaHO [0 3aTBEPLKEHHS Bi4NOBIAHO [0
NepiofnYHOCTI NOJAHHA PErynsapHO OHOB/IIOBaHUX
3BITIB 3 6e3Meku Nikapcbknx 3acobiB y EC.
228. | LEPBAPUKC | cycneHsia ans nakcoCmiTKns Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/16310/01/01
BAKLUVHA iH'exuiid, mo 0,5 mn H Ekcnopt BputaHia | Bionomxikans C.A. 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii peyenmom
ana (1 po3a) cycneHsii NimiTen 3aci6. KoHTposib roTOBOro NikapcbKoro 3acoby
NMPO®INTAKT ONs iH'eKUIn y (iHWi 3miHW) - MogaHHS OHOBIEHOrO PO3Ainy
KN nonepeaHbL0 3.2.P.5.3 gns metoay KoHTposio "AKTMBHICTE HPV
3AXBOPHOB HanoBHEHOMY L1 meTogom ELISA (in vitro) gns Tvnis 16-18
AHb, WO LINpUL 3 MOPLUHEM i BMJ/1", 3 po3wmpeHnMmn napameTpamy Banigawii.
BUKMNKAKOT | koBnavkom y 3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
bCs KOMMJIEKTi 3 r0/IKO0 3aci6. KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby.
BIPYCOM (y 6nicTepi) abo y 3MiHa y MeTogax BUNpobyBaHHS rOTOBOTO
AAMIIoOMA dhnakoHi 3 MPO6GKoIo; nikapcbKoro 3acoby (iHWi 3MiHM y MmeToaax
noanHn no 1 nonepesHbO BMNPO6YBaHb (BK/IOYAOUYM 3aMiHy abo
TWMIB 16 TA HanoBHeHOMY

18

LUMPULLY 3 TONKOKO
a60 no 1 dpnakoHy B
KapTOHHI/ Kopoo6Li 3
MapKyBaHHSAM
YKpaiHCLKOH
MoBoto; no 0,5 mn (1
[03a) cycneHsii gns
iH'eKUin y
nonepeaHL0
HarnoBHEHOMY
wnpuui 3
MapKyBaHHSAM
iHO3eMHUMKN MOBaMW
3 NOPLUHEM i
KOBNa4kom y
KOMMN/IEKTI 3 rO/IKO0
(y 6nicTepi) abo y
pnakoHi 3
MapKyBaHHSAM
iHO3eMHUMUN MOBaMW
3 Npo6koto; Mo 1
nonepeAHbLO
HarnoBHEHOMY
LUNPULLY 3 FOJIKOKO

[0noBHeHHS)) Keanidhikavis HoBoOI cepii
oumLLeHoro HaniBnpoaykty HPV-16 sk
pechepeHTHOro ctaHgapTy, NPU3HaYeHoro ANs
BVKOPVCTAHHS y TeCTax KOHTPO/IKO SIKOCTi METOA0M
ELISA, W0 BUKOHYIOTbCS Ha OYMLLIEHOMY
HanisnpoaykTi HPV-16 (gitouya peyoBuHa) Ta
roTOBOMY MPOAYKTi BakumHu Liepsapumkc. 3miHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA NikapcbKuii 3acib.
KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6YyBaHHS rOTOBOrO /1iKapCbKOro
3aco06y (iHWi 3MiHM y MeToAax BUNpPoGyBaHb
(BKIHOYALOYM 3aMiHy a60 [JONOBHEHHS))
Ksanidhikauisi HOBOT cepii ouunLLEHOro
HaniBnpoaykTy HPV-18 sk pechepeHTHOro
cTaHfapTy, MPU3HAYEHOro A1 BUKOPUCTaHHSA Y
TecTax KOHTPOsI0 AKOCTi meTogom ELISA, wo
BMKOHYIOTBCS Ha OYMLLIEHOMY HaniBnpoaykTi HPV-
18 (gitova pevyoBMHa) Ta roTOBOMY NPOAYKTI
BakuuHu Liepsapukc. 3miHu | Tuny - 3miHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX METOAaX
BMNPO6YBaHHS) - 3MiHN B MeTOAi BUNPO6YBaHHSA
[ON15 BUSHAYEHHS BIAHOCHOI aKTVBHOCTI Ha
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
abo no 1 chnakoHy B roTOBOMY MPOAYKTi /15 BHECEHHA Nonpasku A0
KapTOHHiI kopobuj 3 po3paxyHKy BIAHOCHOI aKTUBHOCTI LUNSXOM 3aMiHW
MapKyBaHHSIM BMKOPUCTaHHSA pethepeHTHOI BakUUHN Ha
iHO3eMHMMKN MOBaMW chikcoBaHe 3HaYeHHs
3i CTUKEpPOM
YKPaiHCLKOK MOBOIO
229. | UE®OAOKC TabneTkn, BKpUTI dapma VMopparis dapma Wopparis BHECEHHS 3MiH 0 peecTpavjiiiHiX maTepianis: 3a UA/4152/02/01
NAiBKOBOIO IHTepHeLwweHan IHTepHeLeHan 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
o060n0Hkoto, no 100 Komnai KomnaHi Ta chapmakoHarnsgy. BeegeHHs abo 3miHv o
mr, no 10 TabneTok y3arasibHeHUX JaHuX Npo cuctemy
y 6nictepi; no 1 hapmMakoHarnagy (BBe4eHHS y3araslbHeHUX JaHnUX
6nicTepy B npo cuctemy hapmakoHarnsgy, smMiHa
KapTOHHI Kopo6Lyi YNOBHOB&XEHOI 0c06W, BiANOBIAa/ILHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asaBHUKa 415 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
3fificHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHU Yy PO3MiLLeHHi
MacTep-halina cuctemu hapMakoHarisay) -
3MiHa YNOBHOBaXXEeHOI 0CObM 3asiBHUKA,
BiANOBIAa/IbHOI 3a chapmakoHarnAg. [iroya
pefaxuis: Maysoon Belbisi. NponoHoBaHa
pegakuisi: Doaa Hassouneh. 3mMiHa KOHTaKTHUX
[AaHnX YNoBHOBaXXEHOT 0CO6Y 3as1BHYIKA,
BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
MiCLie3HaxXoMKeHHs macTep-aiina cucremu
hapmakoHarnsagy. 3miHa micus 34iCHeHHS
OCHOBHOI Alifi/IbHOCTI 3 dhapmakoHarnsay
230. | LE®POAOKC TabneTku, BKpUTI dapma Mopparis Papma Wopparis BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianis: 3a UA/4152/02/02
NAiBKOBOIO IHTepHeLweHan IHTepHeLeHan 3MiHn | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO10, No 200 Komnawi Komnami Ta (hapmakoHarnagy. BeegeHHs abo 3MiHu A0

mr, no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyi

y3arasibHeHUX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3araslbHeHUX JaHux
npo cuctemy hapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asaBHvka AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, SKLL0 BOHa BigMiHHa
Bifl yNOBHOBaXeHOi 0co6WU, BiAMNOBIAa/IbHOI 3a
3piicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLEeHHi
MacTep-calina cuctemu hapMakoHarnisay) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBIAaIbHOI 3a thapmakoHarnsg. firoya
pepaxuis: Maysoon Belbisi. NponoHoBaHa
pepakuis: Doaa Hassouneh. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOT 0CO6M 3asBHUKA,




179

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
BiAMNOBIAa/IbHOI 3a hapMakoHarag. 3miHa
MicLie3HaxopKeHHs1 macTep-daiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34iCHEHHS
OCHOBHOI AiiNIbHOCTI 3 dhapmakoHarnsay
231. | UE®OTAKCU | nopowlok ons HKEHODPAPM Benuka HCIMC Xebeit Kutaii BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/20412/01/01
M pOo3unHy AnA nTa BpuTtaHis XyamiH 3MiHn | TURY - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKWii peyenmom
iH'exuiA, mo 1000 wr, dapmachboTikan 3aci6. KOHTposib roTOBOrO NikapCbKoro 3acoby.
no 1 a6o no 5, a6o KomnaHi Mimiteq, 3MiHa y MeTofax BUNpobyBaHHSA roTOBOr0
no 10 chnakoHis 3 nikapcbKoro 3acoby (He3HayHa 3MiHa y
MOPOLLKOM Y 3aTBEPMKEHNX MeToAax BUNPobyBaHHS). He3HauHi
KapTOHHI Kopo6Lyi 3MiHN y meTogi BEPX ons KOHTPO/0 NoKasHuka
"KinbkicHe BU3Ha4yeHHs uedenimy"”
232. | ULE®OTAKCU | nopowok ans KEHO®APM Benuka HCNC Xeb6eli BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: - UA/20413/01/01
M pO34nHy Ans NTA, Benvka BpuTaHis XyaMiH 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii
iH'ekuUi, no 1000 wr, BputaHis dapmacboTikan 3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby.
in bulk: no 10 Komnati flimiTes, 3MiHa y MeToAax BUNpoGyBaHHS FOTOBOrO
(hNakoHiB 3 Kutaii nikapcbKoro 3acoby (He3HayHa 3miHa y
NMOPOLLUKOM Y 3aTBEpPMXEHNX MeToAax BUNpobyBaHHS). HesHauHi
KapTOHHI Kopo6Lyi 3MiHM y meTogi BEPX ons KOHTPO/0 nokasHuka
"KinbkicHe BM3HaYeHHs Ledenimy"
233. | UE®YTUN® TabneTkn, BKPUTI dapma VoppaaHis dapma VopaaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/8893/01/02
NNiBKOBOIO IHTepHeLeHan IHTepHeLwweHan 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom
06010HKO0, No 250 KomnaHi KomnaHi Ta thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, no 10 TabneTok y3araslbHeHUX JaHux npo cuctemy
y 6nicTepi, no 1 thapmakoHarnagy (BBeeHHs y3araslbHeHUX JaHnX
6nictepy y npo cuctemy hapmakoHarnsagy, smMiHa
KapPTOHHIn KopooL,i YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 3a
3AiicHeHHA hapMakoHarnsgy; KOHTaKTHOT 0coou 3
hapmakoHarnsgy 3asiBHUKa A5 34iNCHEHHS
thapmakoHarnisagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bifl yNOBHOBaXeHOI 0CO6WU, BiAMNOBIAaIbHOI 3a
3ailicHeHHs thapmakoHarnsay (Bkyaoum
KOHTaKTHi faHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-haiina cuctemu chapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOT 0co6M 3as1BHUKA, BifnoBifasibHOI
3a (hapmakoHarnag.
[Litova pepakuis: Maysoon Belbisi. MponoHoBaHa
pefakuis: Doaa Hassouneh. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiAgnoBiganbHOI 3a hapmakoHarnsg. 3miHa
MicLie3HaxopKeHHs1 macTep-daiina cuctemu
thapmakoHarisgy. 3miHa Micus 34ilCHEHHs
OCHOBHOI AiSNIbHOCTI 3 hapMakoHarnisagy.
234. | UEDYTUN® TabneTku, BKpUTI dapma Viopaanis Papma Viopaanis BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3a UA/8893/01/03
M/1iBKOBOIO IHTepHeweHan IHTepHeweHan 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO10, No 500 Komnawi KomnaHi Ta (hapmakoHarnsgy. BeegeHHss abo 3MiHu A0

Mmr; no 10 TabneTok
y dhniakoHi; mo 1

y3arasibHeHVX JaHuX Npo cuctemy
hapmakoHarnagy (BBeAEHHs y3arasibHeHNX JaHuX
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
dhrakoHy y npo cuctemy hapmakoHarnsgy, amMiHa
KapTOHHIli KopooLi YNOBHOB&XEHOT 0CO6M, BignoBiganLHOI 3a
3AilicHeHHA hapMakoHarnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHuKa Ans 34iiCHEHHSA
thapmakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHa
Bifl YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3gificHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI AaHi) Ta/abo 3MiHU Y PO3MiLLLEeHHi
MacTep-caiina cuctemu chapmakoHarnagy). 3miHa
YMOBHOB&XeHOT 0c0bM 3as1BHMKA, BignoBigasibHOT
3a thapmakoHarnag.
[itoua pepakuis: Maysoon Belbisi. MponoHosaHa
pepakuis: Doaa Hassouneh. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6Y 3asBHNIKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag. 3miHa
MiCL,e3HaxX0MKeHHS1 MacTep-daiina cuctemu
hapmakoHarnsgy. 3miHa micus 34iACHeHHS
OCHOBHOI fiS/IbHOCTI 3 (hapmakoHarnsgy.
235. | UACNNATUH | koHueHTpart ans EBEBE ®apwma ABcTpis NOBHUIA LMK AscTpisi/ BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis: 3a UA/0032/01/01
"EBEBE" pPO34nHy Ans ec.m.6.X. Hdpr. BUpOGHMLTBA: HimeuuunHa 3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
iHQpy3ii, 1 mr/mn; no KIr PAPEBA YHTepax Ta thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
100 mn (100 mr) y M6X, ABCTpis; y3arasibHeHVX AaHuX Npo cucTemy
dhnakoHi; no 1 BUNYCK cepil: hapmMakoHarnagy (BBeAeHHS y3araslbHeHUX JaHnUX
chnakoHy B EBEBE ®apma npo cuctemy hapmakoHarnsgy, smMiHa
KapTOHHIli KopoobLi lec.m.6.X. Hdor. YNOBHOB&XEHOI 0c06W, BiANOBIAaILHOI 3a
KI, ABCTpis; 3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
TEeCTyBaHHS: dhapmakoHarnagy 3asBHvKa Ans 34iiCHEHHA
Na6op /IC CE & thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA
Ko. KT, BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganLHoI 3a
HimeuunHa; 3[ilicHeHHS1 chapMakoHarnsay (Bkaryaroum
TecTyBaHHsA: MM/ KOHTaKTHi AaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
Mikpo6ionoriwec MacTep-chaiina cuctemu chapmakoHarnagy). 3miHa
Mptochbnabop YNOBHOBAXXEHOT 0COOU 3asiBHMKA, BifnoBigabHOI
M6X, ABCTpis; 3a hapmakoHarnsg,.
TeCTyBaHHS: [itova pegakuis: Juergen Maares / KOpreH
3eibepcgopd Maapec. NponoHoBaHa pegakuis: Kotal Mohamed
Na6op MvbX, Ali / Kotan Moxameg, Ani. 3MiHa KOHTaKTHUX JaHNX
ABCTpis YNOBHOBAXEHOT 0CO6M 3as1BHVKA, BifnoBiganbHOI
3a (hapmakoHaring
236. | ULUWCNNATUH | KoHueHTpaT ans EBEBE ®apma ABCTpiIf NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH IO peecTpaLjiiiHiX maTepianis: 3a UA/0032/01/02
"EBEBE" pO34nHy Ans Fec.m.6.X. Hdpr. BMpOGHMLTBA: HimeuuunHa 3MiHun | TUNYy - 3MiHKM Wopao 6e3nekn/etheKTUBHOCTI peuenmom
iHdpysin, 0,5 mr/mn; Kl PAPEBA YHTepax Ta thapmakoHarnsgy. BeegeHHs abo 3miHv o

no 20 mn (10 mr)

M6X, ABCTpis;

y3ara/lbHeHUX gaHnx npo cncrtemy

a6o no 50 mn (25 BUNYCK cepil: hapmakoHarnagy (BBeAEHHS y3araslbHEHUX JaHUX
mr), aéo no 100 mn EBEBE dapma npo cuctemy dpapmakoHarnsay, amiHa

(50 mr) y dpnakoHi; lec.m.6.X. Hdor. YNOBHOBaXEHOI 0c06W, BiANOBIAa/ILHOI 3a

no 1 chnakoHy B KI, ABCTpis; 3[jiiCHEHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
KapTOHHI Kopobui TECTYBaHHS: dhapmakoHarnagy 3asBHvKa Ans 3aiiCHeHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakoska) nocsioyeHHs1
Na6op /IC CE & thapmakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHa
Ko. KT, BiJ, yNOBHOB&XEHOI 0C06M, BignoBiganbHoI 3a
HimeuunHa; 3piicHeHHs chapmakoHarnsgy (Bkioyarun
TecTyBaHHsA: MM/ KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MiLLEHHi
Mikpo6ionoriwec MacTep-chaiina cuctemu chapmakoHarnsgy). 3miHa
Mptochnabop YNOBHOBAXXEHOT 0CO6U 3asiBHMKA, BifnoBiganbHOI
M6X, ABCTpis; 3a hapmakoHarnsg,.
TeCTyBaHHS: [itova pegakuisn: Juergen Maares / KOpreH
3eiibepcaopd Maapec. NponoHoBaHa pegakuis: Kotal Mohamed
Na6op MvbX, Ali / Kotan Moxameg, Ani. 3MiHa KOHTaKTHUX JaHNX
ABCTpis YNOBHOB&XEHOT 0CO6M 3as1BHVKA, BifnoBiganbHOI
3a (hapmakoHarniag
*y pa3i BHeCeHHs1 3MiH 00 iIHCMPYKYii Npo meduYyHe 3acmocyBaHHs
B.o. HauaIbHUKA
®dapmaleBTUYHOI0 YIpaB/IiHHA Onekcanpp

I'PINEHKO




ITEPEJIIK

AopaTtok 4
[0 Haka3y MiHicTepcTBa OXOPOHU

3p0poB’Aa YKkpaiHn «[po  pepaBHY
peecTpauito (nepepeecTpadito)
NiKapCbKNUX 3aco6iB (MeanUHNX
iMyHOGionoriuHnx npenaparis) Ta

BHECEHHA 3MiH Ao
MaTepianie»
Big 12 ciuns 2026 poky Ne 33

peecTpauiiiHux

JIIKAPCHKHMX 3ACOBIB, IKVM BIJIMOBJ/IEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL ABO Y
BHECEHHI 3MIH IO PEECTPALIIMHINX MATEPIAJIIB

[N BUpO6HULITBA
CTEePUSIbHUX Ta
HECTEPUIIbHUX

Ne Ha3ssa dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa Mpoyedypa
n/n JNliKapcbKO20
3acoby
1. B 12 TabneTku, BKpUTI Bbopsar ®apma Himeuunna ApTesaH ®apma HimeuunHa 3acifaHHs BigmoBuTK y 3aTBEpMKEHHI - TeXHIYHa noMusKa (3rigHo
AHKEPMAH 060/10HKO10, Mo 1 m6X i Ko. Kl v6X i Ko. KI HTP Ne 46 Big, | Hakaly MO3 Big 23.07.2015 Ne 460). 3rigHo 3 HagaHo
Mr (1000 mkr); no 18.12.2025 3aABHNKOM [OKYMEHTALE Ta apxXiBHUMY MaTepianamu
25 TabneTok, peecTpauiiHoro focke (3MiHM 3aTBEpAXeHi Hakazom MO3
BKPUTUX Ykpainu Big 18.10.2023 Ne 1808), 3anponoHOBaHi BUNPaB/IEHHSI
060/10HKOM, Y B n. 17. IHLWE TekcTy MapKyBaHHA BTOPUHHOT YNaKkoBKu
6nicTepi; no 2 nikapcbKoro 3acoby He BiANoOBIAalTb NonepesHLO
6nictepay 3aTBEPAKEHVM AOKYMEHTaM Ta (DakTUUYHO € 3MiHAMMN Y TEKCTI
KapTOHHi Kopo6Ly MapKyBaHHS i He MOXYTb PO3rNSAATUCA AK TEXHIYHA NOMUIIKA.
BunpaBneHHs TEXHIYHOT NOMUIIKN HE MOXe 6yTK
pekoMeHA0BaHO [0 3aTBePKEHHS
2. HEBINOJIEKC Tabnetkv no 5 mr; dapmaLeBTUYHNI Monbua dapmaueBTUYHUI Monbwa 3acifaHHs BigMoBUTU y AepxaBHili peecTpauii — Ha nigcTasi BigMOBK y
no 14 tTabneTtok y 3aB0Oj, 3aBof HEP Ne 29 Big, | pekomeHgauii 4O AepXaBHOI peecTpaduii Ha eTani
6nictepi; no 2 "MONb®APMA" C.A. "MONb®APMA" C. 11.12.2025 cnewianizoBaHoi ekcnepTu3n BiANOBIAHO A0 BUCHOBKY
6nictepa y A., MNonbLa [JenaptameHTy OLiHKM AKOCTi, 6i040CTYNHOCTI Ta
KapTOHHI KOpo6Li (koHTpOnb cepii, ekBiBasIeHTHOCTI. MNpeacTasneHi MaTepiany peecTpayjiiiHoro
CTabiNbHICTL i [OCbE HE MOXYTb BYTU NPUIHATI AN foKa3y GioekBiBaSIEHTHOCTI
BUNycCK cepii); 3as1BIEHOrO Jlikapcbkoro 3acoby HEBIMOJIEKC, TabneTtkn no 5
dapmaneBTUYHNI M, OCKi/IbK/ MofaHe A0CNioKEHHST 6iOEKBIB/IEHTHOCTI HE
3aBo/, Bignosigae Bumoram Hakasy Ne 426 MO3 YkpaiHu 3i 3miHamu Ta
«MNONb®APMA» CT-H MO3Y 42-7.4:2022 «Jlikapcbki 3ac06u. [JoCnigKeHHs
C.A., Monbwa 6i0eKBiBa/IEHTHOCTI»
(BUPOBHMLTBO,
nakyBaHHs1,
KOHTpPO/b cepii,
CTabINbHICTb i
BUMYCK cepii)
3. XONEKANbLUN KpucTanu TOB "APTEPIYM Ykpaina OCM HyTpiweHnan PpaHuis 3acifaHHs BigmoBUTM y AepXaBHili nepepeecTpaLii — Ha niacTasi He
DEPON (cybeTaHuis) B nTa" Mpopaktc dpaHc HTP Ne 46 Bif, | pekomeHgauii 4O 3aTBEPAXEHHS - NepepeecTpaLis, OCKi/IbKu
Q/TIOMIHIEBI 6aHUj CAC 18.12.2025 3aTBepaxeHa cneuudikauis A®| Xonekanbuudepon 3asBHUKa

He BignoBigae cepTudpikaty aHasiy 3a nokasHukamu Big
3aTBEPAKEHOrO BUPOGHMKA:
- |geHTndikauis Y®-nornmHaHHa etaHony-A C® metoaom B
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nikapcbkux chopm

UV/VIS o6bnacTi

- Brpara macv npu BuCyLLYyBaHHI. 3a/IMLLKOBA KiflbKiCTb

OpraHiYHUX PO3UNHHUKIB (H-rekcaH, aLueToH, MeTaHos, NipuanH)
BmicT xnopobeH3eHy

B.o. HauanLHUKA
dapMaineBTUYHOT0 yIIPaB/JIiHHA

Onekcanpap I'PIHEHKO
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