23

JEPXIIKCITYXKBA
JAEPXABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMM Y KHiBCHKIN OBJIACTI

npocnekt Banepis Jlo6anosckkoro, 51, m. Kuis, 03110). Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.eov.ua. Koz €JIPTIOY 37078774

BUCHOBOK
Ipo AIKICTb BBe3eHOro B YKpaiHy JiKapcbKOro 3aco6y

05.02.2021 Ne 2958/21/10

CEPMIOH®

(HaAMeHyBaHHS 1ikapchkoro 3aco0y 3riHO 3 peecTpauifinum noceinuenmAM)
Ta0/IeTKH, BKPHTI IyKPOB0I0 060,10HK010, 110 5 MT, o 15 TaGaeToK y Oaicrepi; mo 2 Gaicrepu
Y KapTOoHHi# Kopo6ui
((opma Bumycky. nosyBanHs, BuI NAKYBAHHA JTIKapCEKOro 3acoby)

Homep peectpaiittoro noceizgenns UA/5183/01/02 CTPOK Zii peecTpauifitoro noceiguenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne DW3362 KinekicTs BBe3eHOI0 nikapcskoro 3aco6y 288

BHpOGHHK Idaiisep Itanis C.p.x.. Itanis

(HalMeHyBaHHA BUPOGHHKA JiKapchkoro 3aco0y. KpaiHa NoxXoaKeHH:)
Beeseno B Vkpaiky CuinbHe yKpaiHcbKo-ecTOHChbKe MANPHEMCTBO Y dopmi ToBapucTea
3 obmekeHO0 BiANMOBizaILHICTIO "OntimMa-®apm, JITJ", izenr. kox:
21642228
(HakiMeHyBanHs Ta kox 3a €JIPTIOV iopuanuHoi 0cobn abo Mpi3BHIE. iM'3. 110 GarbkoBi diznutoi

ocobu - mianpuemng, i Micue TIPOKHBAHHA Ta PEECTPALIAHHIA HOMED OOTIKOBOT KAPTKH I1aTHHKA
TNOJATKIB abo cepis Ta Homep nacriopra)

IpoTokoa BisyanbHoro koutposo eia 28.01.2021 Ne 0200/25.

3a  pesynbTaTaMH  JAepKaBHOrO KOHTPOIIO  BCTAHOBJIEHO, IO JHiKAapchkuii 3aci®6 BBe3eHo B Ykpainy 3

Onekciit COJIOZIPAIA

(miamuc) (ininianm Ta npissume)




MEPEKNAL Hdaiizep Iranin C.p.ar.
Tlokanita Mapino nenn Tponto, 63100 Ackoni [Miceno (AIT)

n0rOTMN KOMNaHIT Mpatisep Ten. +39 0736 305.111, daxc +39 0736 305.263

www.pfizer.it

Ceptudikat AHanisy

FO00099066 : :
CEPMIOH® 5 mr, Ta6ieTku BKPHTI LYKPOBOIO 00010HKO0I0 2X15 y OuricTepax

Cepis Ne: ‘DW3362
Jarta BUroTOBNEHAS: 6epesenn 2020

IIpunarauii no: © noTUiA 2023

3osniwniii BHrAAA:
Kpyrmi, onykni tafnerku, skpuri LYKPOBOIO 0G0JIOHKOM0, IOMAPAHHEROTO KONBOPY

Idaitaep T'nodan Cerwaii (TIFC)

IMOKA3ZHHUK . OB BUMOI'H CIEU®IKAIII] PE3VILTAT
Onuc , . _ o Bianosigae aosHiwHbOMY Birnady Bianosigae
Yac pos3naganas * XB JHe GinbL Hix 60 xa. -5
Cepenns maca mr 174-186 182
Onﬁopigﬁicm MacH . % BignoBigae
(+/- 7.5%) (Enp. Papm.) Bignosigae
Brpara macH Npu BHCYITyBAHH] ’ % . He Ginbw Hixk 4%
(Bakyym, 800C nporsarom 3 roz.) 1
Loenrudikanis (TIIX) : NO3UTMBHA BiANoBigae
Inentnixauis (Gmmxnii [Y-cnextp) no3uTMBHA (BiANOBIAHICTL CNeKTpis 3pasky Ta
CTaHAPapTHOrO PO3unHY) Bianosigae

OHopianicTs A03ypanus (€sp.Dapu.) BiAnosinae BlanoBlgae
Criopizmeni cronmyku sesoro (TIHX) - % He 6inbw nix 3.0 0,5
1-auMeTHIHIUEproniH ; % He Binbw Hix 1,0 0,5
Kinbkicre BusHauenns: Hiueproain " mrfrab 4,75-5,25 C o

. . 5,09
Aepobuux Gakrepiii Bcooro ' KOY/r He Ginbwe 1000 0
Buict rputie KOY/r  |He Binbwe 100 0
Escherichia coli ’ I BiACYTHI Bip,cyTHi

s cepist Bixnorigac Bumoram ,ai!bqo'l' anTiTHaHoT coenudikauii FI304UA,
Peecrpauiiine nocinwenns: UA/5183/01/02

KinbkicTs ogunune 8 cepii: 12617 ¥NAKOBOK
CEPMIOHS®, 5 mr (niuepromnin 5 mr, Tabnerku BKPHTI 1{yKPOBOI 0GOIOHKOI0)
Rata sunycky:

23 yepnun 2020

Onepadii no 3afesneyeHH0 AKoCTI
Cepito NPOKOHTPONLOBAHO
Enicaberra Kapnyyuio

Mdaiizep Irania C.p.N.
Mi A Ec Ackoni Niceno MaanT

YnoBHoOBaeHa Qcoba ' YnosHosameHa Ocoba
CepeHa AHriyc ' Mixaena Mopaai
(nianuc) : {(nignwc)

I1datizep ITania C.p.n. ‘Ilaiizep Itania C.p.a.




JIOTOTHIN KOM naHiifdaitzep Jlokarnira Mapino zens Tpowto,63100 Ackoni ITiceno (ATT)
‘Ten. +39 0736 305.111, daxc +39 0736 305.263
www.pfizer.it

Tdasisep Tnofan Cennaii (IITC)

Ceptudukar BupobHUUTBEA cepii
£n8 nikapcbkoro sacoby//likapcbki 3acobu ans Kpai nia (MRA) abo PECA

1. HaiimeHysaHHA npenapaty: - ‘ CepmioH®

2. KpaiHa imndpw: | - YKpaina

3. Homep peecfpauiﬁuoro noceigyeHHa | UA/5183/01/02

4. flitoua peyosuHa Ta i cuna Aii/aKTUBHICTD: Hitepronid 5 mr

5, .ﬂliKapCbKa ¢opma. . TabneTku, BKPUTI LYKPOBOIO 060NOHKOIO
6. Poamip Ta tmn nrauyBa HHA : 2 bnicTepm x15 TaﬁheTou

7. HOMép cepii Ta posmip cepii ‘ | DW3362 12617yn.

8. Nata BupobHMUTBE " . Bepesens 2020 .

8. [laTa 3aKiHueH H-ﬁ TePMiHY NpUgaTHOCTI motuit 2023

10. Ha3ga Ta MicLe3HaX0AMEeHHA BUPOBHMKa
BUpo6HMK/KOHTPONED AKOCTI/NaKyBaNbHMK -

Ndaitzep Itania C.p.n. .

Nokanita MapiHo genb TpoHTo - 63100 Ackoni Nicexo (AN), Itania

11. Homep Bupo6HUYOI niLeHsi|
aM-57-2018

12. PesynbTatu npoBefeHHa aHanisy. -
Y npuknageHomy ceptudikati aHanisy.

13. KoMeHTapi
TemnepaTtypa 36epiraHHA: He Buwe +25C.

14. 3anBa npo cepTudikauiio-

Uum 3acsiguyio, 1o HaBeaeHa BMLLE iHpOPMAaLIA € ayTEHTMYHOIO Ta AocTosipHoto. Lia naprTia 6yna
BUrOTOBNEHA, BRNIOYAIOYM NPOLECH NaKyBaHHA/MapKyBaHHA Ta KOH'Tpomo AKOCTI, Ha BKa3aHii Buwe
BUPOBHUYIIA ginaHui y nosHii signosigHocTi 40 sumor HBI micueanx perynaTopHux opraHie Ta
cneumdikauii, 3aTeepmmeHmx y KpaiHi-iMnopTepi: Ykpaina — UA. Mpouetn BUpobHMLTBA, NAKYBaHHA Ta
aHanisy 6ynu BuBueHi Ta BU3HaHI TakUMK, wo signosigaiors HBIM.

15, 16. Npiseuwe, nignuc Ta nocana/3saHHA ocobu, AKa Bugana no3ein Ha BUNYCK cepii
CepeHa Anriye 3
YnosHoBaxeHa ocoba

Nignuc Meyvatka '

17. Nara
24 yepsHAa 2020

%%/’f-f/f //'//XVQ [//7 L6-0/ /{g‘/{/ %




JIEPYKJIKCITY XKBA
JNEPKABHA CJIYKBA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJACTI

npocnekt Banepis JlobaHoBcbkoro, 51, M. Kuis, 03110, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
Mpo SIKiCTH BBE3€HOr0 B Y KpaiHy JiKapeLKOro 3aco0y

15.01.2021 Ne 74130/21/10

CEPMIOH®

(HaiiMeHyBaHHS AiKapepKoro 3acody 3rifHo 3 peecTpauiiiHHM MOCBIAYCHHAM)
Ta61eTKH, BKPHTI IlyKPOBOIO 000JI0HKOI0, 10 S M, 110 15 Tabaerok y Gaictepi; mo 2 6iicrepH
y KapToHHii Kopooui

(popma BunyCKy, 103YBAHHA, BH/L I1AKy BAHHS iKAPCHKOTO 3aco0y)
Homep peectpauiiinoro nocsinuens UA/5183/01/02 crpok aii peectpauiitioro nocsinucnna 01.01.2099
Cepis nikapebkoro 3acody Ne EF8216 KinbKicTh BBE3EHOrO Nikapckkoro 3acody 864

BupoBHHEK Iaiizep Iramis C.p.o1., ITanis

(1aiiMenyBaHHs BHPOOIUKA JIIKAPCLKOTO 3ac00y, Kpaiiia MOXOKCHHS)

Beeseno B Vkpaity CnijibHe yKpaiHCchKo-eCTOHChKE MINPHEMCTBO Y opMi TOBApHCTBA
3 obMeskeno10 BixnosixaasnicTio "Ontima-®apm, JITA", inenr. koa:
21642228

(nalimenyBaiins Ta koA 3a €JIPTIOY 10prantHOT 0COOH a0 npissuiie, iv'a, N0 GaTeKOBI (i3HUHOT
0COOH -~ NLANPHEMLLA, T{ MICLIC MPOKHBAHHA Ta peecTpauiiiuii Homep 06:1iK0BOT KapTKH [L1ATHHKA
noaarkis abo cepia Ta HOMEp Nnacnopra)

[1poTOKO Bi3yaIbHOTO KOHTPOJIIO BiX 05.01.2021 Ne 4721/27.

3a pesyJkTaTaMH JePKABHOTO KOHTPOMIO  BCTAHOBJICHO,  ULO nikapcbkuil  3aci6  BBeseno B YKpainy 3

AOTPHMAHHSIM BHMOT 3aKOHOIABCTBA LIOA0 3a6e3neqemm'ﬂxocﬁ NiKApChLKIX 3ac00iB.

/
I ( C:':'il" ~— Ounexkciit COJIOIPAN

K_, (nianuc) (iHitiany Ta npiseuile)




MEPEKNAA Maiizep Itania C.p.a. 7
Jlokanita Mapino fiens TporTo, 63100 Ackoni TTiceno (ATI)

norotun Komnaii Mdaitzep Ten. +39 0736 305.111, daxc +39 0736 305.263

www.pfizer.it

Hpaizep [noban Cennaii (I1I°C)

CepTundikat AHanisy

FO00099066
CEPMIOH® 5 mr, TabJeTKH BKpHUTI HYKpoBo1o 0boaouko0 2X15 y aicrepax

Cepis Ne: EF8216
JlaTa BUrOTOB/EHHS: bepeseHb 2020
[punarhuii no: moTuin 2023

30BHIOHIA BUrANA:

Kpyrni, onyxni tabnerku, BkpUTi NyKpoBoo 060I0HKOI0, TOMAPAHICBOr0 KOILOPY

TIOKA3HHK OB BUMOT M CIIEITHGIKAIIIT PE3YJbLTAT
Onuc Bignosigac 30BHIWHbOMY BUrAAAY BiANOBI/la€
Yac posnanaumns XB He Biabl Hix 60 xB. 3
Cepennn maca rar 174~ 186 182
OnHOpPIAHICTE MacH % BiANOBIARE
{(+/- 7.5%) {Crp.®apm.) Bignosinae
Brpara Mack npu BUCYILIYRaHHI % He Binbw Hixm 4%
(Baxyym, 80cC nporarom 3 ros.) 16
Imenrudixanis (THIX) fO3UTUBHA BianoBiaae
InenTudixauis (bnuxuiid IY-cnekrp) No3uTMBHaA (BI4NOBILHICTE CNEKTRIB 3pa3sKy Ta

CTaHAPAPTHOIO PO3YMHY) BiANoBigae
Ouuopinnicts gosysanna (Cap.Papm.) gignoBisac BIANOBIAAE
Cnopigneni cionyku gesoro (TIHX) % He 6inbiy Hix 3.0 0,8
l-AUMeTHIHIEproain % He Binbw Hix 1,0 0,3
Kinpkicte pusnadcini: HileproJix mr/Tab 4,75-5,25

5,11

Acpobiux Gakrepiil BCHOTO KOY/r He binbwe 1000 0
Bwmicr rpudis KOY/r He Binbwe 100 0
Escherichia coli /r BigcyTHi BIACYTHI

[ cepin Bixnosinac Bumoram Aioo4ol aHadiTHYHOT cneundixaunii FI304UA,

PeecTpaniiine noceigtenns: UA/S5183/01/02

Kinekicts onuuuub B cepii : 5865 ynakosok

CEPMIOH®, 5 mr (Hiugproin 5 mMr, TabIeTk BKPHTI LYKPOBOIO OD0NOHKOKO)

Jata BUNYCKy:
13 soeTHA 2020

Onepauii no 3a6esneyeHHIo AKOCTI
Cepitc NPOKOHTPONLOBAHO
CepeHa AHriyc

MNdanzep Itania C.p.J.
i ki Ec Ackoni MiceHo MaaHT
YnosHoBaxeHa Occba YnosHosaxeHa Occba

CepeHa AHriyc Mixaena lNopaaHi

{nignwuc) {nignuc) :
Npaiizep ITania C.p.. & Maiizep ITania C.p.o. [\ //
G, N dHL G ap g goad 7

LS




NOroTUN KoMMNaHil I'Id)aﬁsep Jlokanita Mapino nenn Tpouto,63100 Ackoui [Niceno (ATT)
Ten. +39 0736 305.111, dakec +39 0736 305.263
www.pfizer.it

IT¢paitzep [modan Cennafi {III'C)

Ceptudukart supobHULTBA cepil
Ana nikapcbkoro 3acoby//likapcbki 3acobu ana Kpai nig (MRA) abo PECA

1. HalimeHyBaHHA Mpenapary: Cepmion®

2. KpaiHa imnopTy: YKpaiHa

3. Homep peecTpauiMHoOro NoceigyeHHs UA/5183/01/02

4. [ivoya peqoBrHa Ta il cuna Aji/akTUBHICT! HineproniH 5 mr

5. NlikapcbKa popma. TabAeTKM, BKPUTI LYKPOBOK 0O0NOHKOIO
6. Po3mip Ta TMN NakyBaHHA 2 Bnicrepu x15 TabneTok

7. Homep cepii Ta po3mip cepil EF8216 5865yn.

8. AaTta eMpobHUUTBa bepesenb 2020

9. flaTa 3aKiHYEHHA TepMiHY MPUOATHOCTI noTun 2023

10. Ha3Ba Ta Micue3HaxoQKeHHs BUpoDbHUKa
BUpoBHUK/KOHTPONEP AKOCTI/NaKkyBaNbHUK

MNdaizep Itania C.p.n.

Nokanita Mapino gens TpouTo - 63100 Ackoni Miceno (AM), Iranis

11. Homep BupoBHMUYOI NiLeH3il
aM-57-2018

12. Pe3ynbTaTy NpoBegeHHA aHanisy.
Y npuknageHomy ceptvudikati aHanisy.

13. KomeHTapi
Temnepatypa 36epiraHHA: He suwe +25C.

14. 3aara npo cepTudikayio

LM 3aCBiAYYIO, WO HaBedeHa BULLe iHpOpMaLLA € ayTEHTUYHOK Ta AOCTOBIPHOO. LiA napTia byna
BUTOTOBAEHA, BK/IIOYAIOUM NPOLECU NaKYBaHHA/MapKyBaHHA Ta KOHTPOJIHO AKOCTI, Ha BKa3aHiy BULLE
BMPOBHUIN AinAHUi y noBHiN BignoeigHocTi Ao Bumor HBIM micLeBux perynaTopHux OpraHis Ta
cneundikayiii, 3aTBepIKEHUX Y KpaiHi-imnopTepi: YkpaiHa — UA. Mpoueck BMpoOHULTBA, NaKyBaHHA Ta
aHanisy bynu BUBUEHI Ta BU3HaHI TakMmu, Wo signosigatote HBI.

15, 16. MpisBuLLe, Nianuc Ta nocaga/3sanHa ocobu, Aka BUAANA AO3BIN HA BUNYCK cepii
CepeHa AHriyc

YnoBHoBa)keHa ocoba

Mignuc [Me4vaTKa

17. Dara
14 soBTHA 2020



http://www.tcpdf.org

