A0

JEPHOUKCIVIBA
JIEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIH OBJIACTI

apocnext Banepin Jlobanosebkoro, 51, a, Kais, 03110, ven/tarc: (044) 363-06-50
EB-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kop €/IPIIOY 37078774

BUCHOBOK
Npo SAKICTH BBe3eHOro B YKpainy JiKapcnioro 3a¢o6y

11.01.2023 Ne 72/23/10

TabJeTxH, BKPHTI AAIBKOBOIO 0600HK0I0, M0 5 M1 11014 TabneTok y GaicTepi; mo 4
OaicTepn B KapTouniii Kopooni

B.o. niayansiin N

(dhopua pHnycky, A0IYBAKHA, Bitk NIKYBIHHA NIKAPCEKOTO 3aC00Y)
Honep peectpauitinoro nocsigyenns UA/14080/01/02 crpok ail peecrpauiiiaoro noceizuenns 01.01.2099
Cepin gikapeskoro sacoby Ne GA9593 Kinskicts BBC3EHOFO TiKapebKoro 3acoby 3

Bupobhuk _Hpatizep Memodexuypunr Tofutens Mv6X, Himewunnia
{naftmenyranns BupobmiKa nikapeskoro 3acofy, kpalha NOX0AKCHRIR)

Baescuo v Yxpaity CritkHe yRpPaTHCEKO-eCTOHCHKE NIANPHEMETRO ¥ hopri
TOBAPHCTBA 3 06Mexenor BixnosigansuicTio "Orrrisa-Gapy;.
JITH", igenr. won: 21642228

(waiimMerysaned Ta Ko 3a CHPIIQY opunminoi ocoby afo npispine, iv's, no GaTLKOBI
(hisnunsot ocalbin « nianpresns, T Miclte nposrupanus Ta peectpantiitgi HoMep 0BAikesoi
KAPTRH QIETHIHKA MOASTKID 200 cepli Ta HOMED IRCHOPTR)

Itpotokon Bisyansnere kenrpemo sig 03.01.2023 N 0002/2.

3a pesyneTatamMe  ACHEABHOTG 'KOHTPOMK  BCTRHOBACHO, iMO. JKApCHKMIL 3acil  BReIcHO E Vrpairy 3

-AOTPHMAaHHAM  BuMOT 38KOHONABCTBA LIOAC 3aDe3neUeHH AKGCT] TKapChinX 3acobiz.

Pk
S Tpusia [IAJIAMAP

(Estisinnie ta npisuione)
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' o . Hapapyxypas:
- - _ NeAPSEP MEHOEKSY PHHT AOHYAER A TMEX SQLALIMS System
P Ze,- BETPIBIITETTE ®PAHBYPT M
MYCBAABAAAD 1 anager
79090 GPAREYPL €r.134
NEPEKNAL
CEPTH®IKAT AHA/I3Y
liiTa, TaGneTkn, BPUTI ITIBKOB 0K 06010HK oW, 0 5 Mr Ne 4x14 y 6aicTepax
Kpaina npusHayensn: Yxpaina

Martepian Ne: F000024334 Cepis Ne: GA9593
Aara supe6HunTea: 04.02.2022 Tepmin npugatuocri: 01-02:2025

AnanitvyHa mponeaypa: 965930-15
TECT METOJ FPAHHII PeayanTaTn
3oBHIWHIA BHrAAA 12.02 YepeoHa TpHKYTHa TabAeTKa, BKPHTA NAIBKOBOK BIAIOBif2E
{pesyapTar) 06010HKO 3 rpaBipyBanuaM «Pfizer»3 ogHoro 60Ky Ta

«5» i «XNB» 3 apyroro
laenTudikania Axcutunis / BEPX |[TM-0148A |dac YTPUMYBAHHA iKY Ha XpoMaTorpami Bigmoeifae
(pesyavTaT) BHIPGGYBAALHOTO 3pa3ka BUITOBISAE TAKOBOMY /17T

CTaHLAPTY.
[aenTudikanuin Axcutuxi6 / YP TM-01484 |XapaxrepucTury Y@ cnextpy niky akcatrinioy Ha Bianoeigae
(pesynvrart) . e

XpoMatorpami 3paska noAibHi fo xapakrepucthk Y@

CIEKTPY aKCuTiHIBY Ha xpoMaTorpami cranaapTy
Kinbkicse suzHaveHH AKCHTHRIG |TM-0149A [95.0 - 105.0% Bif{ KINBLKOCTI, 3a3Haveto] HA eTHKeTI( 99,3
/BEPX  (pesynasrar)
Yucrora, iBAXBiAYaARE] TM-0149A |He binsw Hik 1,0% < 0,1
cneuHdikesadi gomimky PF-
03482595 (naoma%)/ BEPX
(pezyavraT):
YUCTOTA, KOWKHOT HeBH3HAYeHOT TM-0149A |ue 6iabw Hix 0,2% KoxHoi pPEH0BHHYH <(,1
Bomimku (naowal%)y BEPX
(pesynbTaT):
UHCTOTE, 33ra/bHA cyMa AoMimox |TM-0149A lhe Ginbm min 2.0% <(,1
[mnowa%)/ BEPX (peayabrar):
Ouuopignicts goz0Banux TM-01484; |sianopisae BuMoram giwouoi Eap. dapm 2.9.40 Biamoeigae
canenyb / BEPX [pesyabrar) €sp: Gapm
- CepeAHE 3HAMEHHA 2.9.40 - -100,1
- MigiMyM ®.CUIA 905 |- - 98,6
- MaKCUMYM An.d. - -102,3
- cTajis - -1
- NpUiManbHe YHCO --He Binsure Hix 15% -25
- koedluienT BiaxHAeHHs - -1,0

IloXyMeHT pOITARDACTHCA AR BAACHICTE Ta ByB ¢ToopeHnit maa onepaitil Gismecy

PoanoscioseHES Ta Mepeaaya TPeTIM CTOpOHAM Gea Aoagony sabopoHens.




NDANRIEP MEHIOGEUYPHHET NOMMAEHA TMEBX

05 Tpasua 2022

BETPIBUITETTE GPAREYPT Hagpywxysas:
. MYCBASBAAMD 1 SQL*LIMS System
P zZer 79090 GPAREYPT Manager
i cr.234
CEPTH®IKAT AHAJIZY
‘TaniTa; TadneTKH, BKPUTI Ui RKOBOW 060710RK00, Mo 5 Mr Ne 4x14 y 6aicrepax
Kpaina npuaHaqenus; Y kpaiua
Marepian Me: FOO0024334 Cepis Ne: GA9593
Aara eupobuunTra; 04.02.2027 Tepmin npugaraocti: 01-02-2025
AuaniTHyua nponegypa : 965930-15
.PDB‘-[HHHBHHH Axcumﬁiﬁ/ BEPX [TM-01474; |Bignosigae eumoram Ep.apm. 2.9.3, a came Yepes 45 Bignosinae
(peayabTaT) €pp. PapM |XBHAMH MAC POIYHHUTUCH He MEHLI Hix 75% (Q) nig
29.3 KUIBKOCTI, 3a3HAYEH 0T Ha eTUKeTL]
- CepeiHE 3HAYERHHA ®.ClI0A-711 -88
- Minimym An.d, -87
- MaKCHMYM -89
- CTAaHAAPTHE BigXHIIEHHS -08
-cTagis -1
Mikpo6&ionoritza ynctora €sp.Papm. (me Ginbwe 1000 KYO/r . <100
|3aranbuni Buict aepofinpm 2.6.12
6akrepiit (TAMC) Dapm. CITA
61
MikpoGioaoriyna uucToTta €sp.@apm. |He 6inewe 100 KYQ/T <10
3arafbHHiA BMICT JpDKIKIB 2.6.12
(TYMC) Papm. CUIA
61
Escherichia cali Esp.Papm. |BigcyTnia 1rp Bifogigae
2.6.13
Dapm. CUIA
b2
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. Haapyxysas:
AeAR3EP MEHIO®EKYY PUHT A0AYAEH] ITMEX SQL*LIMS System

’ > EETPIBWITETTE ®PAHBYPT .
: P zet MYCBANBAATK 1 anager
79090 $PARBYPT €r.334
CEPTUGIKAT Bi AOOBIAHOCTI
InAiTa; TabaeTKi, BKpHTI DUIiBKOBOI0 06010HK0W, 105 Mr Ne 4x14 y 6aicrepax

Kpatna npuanayeHss:: Yipaina

Marepias No: F000024334
Cepia No: GA9593

Mara supofEuiTsa:- 04.02.2022
TepMis. NnpHAATHOCTI: 01.02.2025
Buxiz 254 v,

Mara BUNyCKy: 05.05.2022
Haptia: FW5554
Peecrpauifine nochipuenia No:  'UA/14080,01/02
Haasa girouci peqoBuHm: ‘AKCUTHHIO

THI YIIAKOBKH: GaicTep

‘Hassu, alipécu Ta HOMEpH alueHsil as Beix misanok o BUPODHHIUTEY TA KOHTPOAX) HKOCTI rpenapaty:

Tdattsep Mexodexaypunr Jofivaeny [MEX, Berpiburrerte Ppaitbypr, Myceasbgaas 1, 79090 DPpafibypr, HiMevwasaia;
-DE-BW_01_MIA_2021_0133;

MikpoGionoriuua yncroTa:

“3aTa/kHA KIALKICTD 28POGHAX MIKPOOPTaHiaMis, MeToy EBp.GapM. 2,612, Fpaiuii ~ né 6irswe T0*RYO/r;

-3araJlbHa KHIBKICTD rpubis ta Apbxaxis, Metoa Esp.Papm. 2.6.12, rpaHMLi — He 6ifbuie 102}(3’0/1";

- E.coli - meToa Enp.Papm.2:6.13, rpasuui - sigcyTHI B 1 T,

Le TeCcTYBaRHA He NPOBOANTLCA Ha KOKEIH cepil; BiADOBIfac BHMaram 0pH TecTyBarElL Ao & ceprudikarti ananisy se
BKA3aK} DE3YJIETATH N0 AAHOMY TECTY, Lie 03HAYAE, WO TECTYBAHHS He IPOBAIHAOCH,

Ceprudixar akocti
Opravam Oxopouu 3s0pos’a Yxpainu

TAPAHTIAHHEA JHCT

H, Toft; XT0 NiAnucaBen Hibkye, yTion Honbiers 6coba dansep Meriod exaypurnt Joiumeny Tvbx, Berpisurterre Opanbypr,
Mycpannpant 1, 79090 @paiiéypr (Himeuyuna), nifTBepmuxyio, wo AaKHi N1poAYKT 6YB BUIOTOBIEH il A PHHKY Yxpaiuu:
MU rapasTyemo AKICTb LUbOTC IPOAYKTY TA T, IO BiH 6y8 BUroTORNEH MM BIAMOBIAHO A0 npaBun Hanemuol BupobHuuol
IlpaxTuxu, B peayasTati Yore Gys BUNYIEHHE bignoBiarmi Ceptudixar ananizy.
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; ‘Hagpykysag:
[DAHZEP MEHIODEKIYPHHT A0HYIEH/ TMEX SQL*LIMS System

BETPIBIITETTE ©PARBYPT ‘M 454
. P Z or MYCBANBIAZD 1 ANAEETCT. &3
79090 @PAHBYPT

et ceprudhixar ne Mosxe by i BiaTROpennil i IpHTHAEH MR TiALKI NAd PEFVARTAPHIR Spraiis. YEpalu.

Lm 3aceigayo, 1Mo HABEASHA BHINE iHOPMAIH & AYTERTIHHOW0 T4 focTosipioio.. 1ia mapTia npoaykTy Gysa BHrOTOBASHE,
"BRAIOYERYH CTafil NAKYBAHHA / MADKYBAHHSA Ta KOHTPOAK SKOCT, Ha NPHDEICHOMY BIILE BHPOOHHLITEI (ax) B ToBHiH
BignoriaHocTi Ao pHMor HBIT MiCIeBHE PETYASTODHMX OPraHib Ta i3 cnenudikaliaMe, 3apeecTpoBAHHME B Kpaiui
TipH3HayeHHs. Bukopucrana cyScranuin 6ysa BHTOTOBACHA ¥ Bignosigrocti o HBIT. TexHOAOTINHHER Apouec, Iponec
VOAKOBKH Ta ACKYMEHTAILH 3 TeCTYBaHHA OyAx BUBYEH] Ta BHU3HAHI TAKHMHE, 110 Bipnosigarore HBIT. Moxauni wacaipxi,
Bimxmaenna abo posbixuecri Gyad. moromxKero.

Tlapria Byaa BUIYIIEHA YIIOBHOBAXKEHOIO 0¢06010,

YHOHHOBANKERA 0C06A

Hosze iv'a: Mopr Llemaiis YriosHoBsaeha ocoba
Tiarmue: /nignue/
Nara fipyky ceprrdirary: 05.05.2022

LoKyMeHT po3rannacTsest Ak DAACHICTE Ta 6YB CTBOPCIt Aaf o Nepauiil Gianecy Ta Aax fieperAfny PoSiTHIKAMA Ta MPeACTABHEKAMI PETYASTOPHIIX OpraHis,
Poznonewmnensa ra nepesaza TpeTiM cTopoltam Ges Ao3Bosy 3abopoHeHo,

Mexepess: 1 TMiamic
AcNReThes

LICRDE&P




@ Pﬁzer é

[TEPEKTA T

NOARSEP MEHIO®EKYY PHHE A0MY/IEH/ MMBX
GETP!BLWITETTE GPARBYPT
MYCBAABJAAD 1
79090 GPARBYPT

CEPTH®IKAT AHAMIZY

InniTa, TabaeTky, BKpuTi IIiBKEBOI0 060M0HKOK, N0 5 Mr N2 no 14 TadieTok y Gaicrepi, no 4 6aicTepu y

Matepian Ne: FO00024334
HaTa Bupo6uuyTEa: 02.01.2023
[MapTii: GT1983 - HO00965940

KapToHHi# Kopo6ui

Kpaina npuanayensa: Yrpaiua

Cepis No: HP8129
Tepmin npraatHocri: 01-01-2026
AHaniTiyaa nponeaypa : 965930-15

TECT METOJ TPAHHIII PesynwTarn
3oBuiWHIA BUrAAL 12,02 ‘epBoHa TPHKYTHA Tab/IeTKa, BKPHTA 11 BKOBOKG Bianorigae
(peaynprar) ofi0I0HK0IC 3 rparipyBanHam «Pfizers 2 oaxoro GoKy Ta

«0» i «XNB» 3 gpyroro
InenTudikanis Awxcuruni6 / BEPX[TM-0148A [Yac YTPHMYBaHHA MKy Ha xpoMaTorpami BiAnoBinae
{pesyabraT) BHMPOGYBANLHOTO 3pa3Ka BiATOBigaE TaKOBOMY A5

CTaHAapTy.
[nenTudikauis Akcuruni6 / Y& | TM-0148A Xapakrepuctuks YO cnexrpy niky AKCHTIHIGY Ha BiAnoeifae

b

(peayantar) XpoMaTorpami 3paska noiGHi Jc XapaKTepHCTHE YO

CIEKTPY aKCHTIHIBY Ha XpoMaTorpami cranfapry
Kisbkicue BH3HavyeHun TM-0149A |95.0 - 105.0% Bif KiAbKOCT, 2a3Ha4eHo] Ha ETHKET| 99,0
AxcuTHHIG / BEPX
YHCcroTa, iHAKMBIAYaAbHI TM-0149A se Ginpw ik 1,0% <01
creuuixopani goMimky PF-
03482595 (naowa%)/ BEPX
(pesyaprar):
Hucrera, ool HeBuanavenoi |TM-0149A |He GiAbw Him 0,2% KexHOT pedoBUHMH <01
AoMinky (nnowa%)/ BEPX
{pesynsrar);
"nerora, saraneya cyma ovimox [TM-0149A e Ginwm Hin 2,0% 0,1
(nnowa%)/ BEPX (peayabrat):
Oanopigricrs go30Banux TM-0148A; }signoBinze sumMoram Aioyoi €pp. Papm 2.9.40 BigmoBigae
ofuHHLL / BEPX (peayanTat) Cep. Papm
- Cepe/lHE 3HAYeHHA 2.9.40 - -99.6
- MiHiMyM @,CIIA 905§- -98,4
- MAKCHMYM A, = -100,6
- CTagin - -1
- IPUAMAaNbHE YUCHO - -1,8
- koeditlieHT Biaxuaenna - -0,8

Benymero: Civon Borrirep

X LS WP 6;}- A il Bir /QV




s o e . MDA 3EP MEHIO®EKYY PHHT IORYAEHI PMEX
BETPIBIITETTE G PAHEYPT

MYCBAALAAD 1
Q .‘)ﬁze’* 79090 GPANBYPF

CEPTHOIKAT AHANIZY

IniTa, Tab/eTKH, BKPHTI IL1iBKOBOI0 060/ T0HKO10, o 5 Mr N2 mo 14 TadneTok y Gaicrepi, no 4 6aicrepu y
KapToHHI# Kopo6ui

Kpalna npusxayeHns: Yxpaina

MaTepian Ne; F000024334 Cepin Ne; HP8129
AaTa BMpoGuyryTea: 02.01.2023 Tepmin mpraatrocti: $1-01-2026
AHaniTi4Ha npouesypa: 965930-15

Posunnuenys Axcutnui6 / BEPX [TM-01474; |Bianosigac pumoram €ap.dapm. 2.9.3,a came uepez 45 {pignosigac
{peayabTar) EBp. PapM (XBAAMH Mae POUMHKTHCL He MeHW Hix 75% (Q) Bia
293 KUIBKOCT], 3a3HaueH0T Ha eTHKeTn]
- CEPeIHE BHAYCHHA O.CIUIA T -94
- MiHiMyM An.O. -93
- MAKCHMYM -85
- CTaHJapTHe BigxHAeHHS -09
- cTagin ol
MikpoGiosoriura yscroTa Eep.Papm. (ue Sinvure 1000 KYO/r <100
3aranbHuH BMICT aepobHUM &bil2
Baxrepifi (TAMC) ®apm, ClIA
61
Mikpo6ionoriuna uncrora €ep.Papm. |He Giapwme 100 KYO/r <10
3aralbHHKH BMiCT APixAKIB 2.6.12
(TYMC) Dapu. CIIA
61
Escherichia coli €sp.®apu. |Biacytnie 1rp BigNoBigaE
2.6.13
Gapm. CIIA
62
Craryc: BunyueHo
Kyt pumymeno: Tans /leman
laTa BUNycKy: 01.12.2023 13:51:24

Branyueso: Civog BotTimep




N®AAIEP MEHIOOEKYY PUHT J0HUIEHA FMEX
: BETPIBWTETTE ¢ PAHEYPT
( ’)ﬁze I MYCBATbAAN 1
79090 SPARBYPI

CEPTUPIKAT BIATTOBIZHOCTI

Innira, Ta6aeTKH, BKPHTI IIBKOBOM 060.10HK00, N0 5 Mr Ne o 14 Ta6aeTox y Gnaicrepi, mo 4 6nicrepuy
KapToHHIH Kopo6ni

Kpaina npuauadesHs: Ykpaina

Marepiaa Ne; F000024334
Cepig No: HP8129

Jlata srpoSEHIITEA: 02.01.2023
TepuMil NpHAATHOCTI: 01.01.2026

Brxia: 80 ym.

JNara BHIYCKY: 01.12.2023
Peecrpauiiine nocpimaeHus No: UA/14080/01/02
Haspa Aixdol peuosnum: AxcrTIHIG

THD ¥IAKOBKH: GaicTep

Popma BHIYCKY

TabeTkn BKPUTI nA1iBkoBOI0 060M0HKGKD

Hassm, aapecn ta RoMepir ainensiil mag peix gisamox mo BHpOOHILTEY T2 KOHTROAK AKOCT] Ipoemapary:

Maitsep Memogeraypunr Joiraacun ImGX, Berpifurrerre Dpaiibypr, Mycbasbaasn 1, 79090 dpaiifypr, Himearumua;
-DE_BW_01_MIA _2023_0003;

MikpoOtosoriuna yucToTa;

-3arajibHa KIBKICTE aepofHuX MIKpoepraiamis, Meros Esp.dapm. 2.6.12, rpaHnyj - He Ginpwe 103KYO/r;

-3arankHa KineKiCTh rpUGIB Ta apixakis, MeTog Eap.Papm, 2,6,12, rpaHHLi - He Giablre 102}()’0/1‘;

- E.coli - meTop Eap.drapm. 2.6.13, rpansui - sigcytui s 1 r

Lle TeCTyBanuA He IPOBOAHTHCA HA KOXKHIH cepil; BiAnoBigae BUMoOram npu TecTysaHyl, Ko 5 ceprrdikari ananizy He
BKA3AHI PesyAbTATH IO AAHOMY TeCTy, e 03HAUAE, L]0 TECTYRAHHS He NIPEBOAUIOCE.,

CepThdixaT axocTi

Opranam Oxopons 3a0pos’a Ykpainy

CAPARTIAHUHA AHCT

#, ToR, XTO NiANMCcABCA HUMYe, YNOBHOBaMeHa ocoba [1aiizep Menoderuypuur Joituneng ['MEX, BeTtpitwrerve Dpaiibypr,
Mycsansgane 1, 79090 dpaiibypr (HiMewynna), niaTee oy 0, mo Aanuii NPOAYKT 6YB BHTOTOBAEHKI 418 PHHKY YKpainH,
My rapaHTyeMO AKICTE b0 NPOAYKTY T4 Te, 0 Bil 6YB BUCOTORASHMH BiANORIAHO L0 npaBha Haneacnol Bupo6Hu4oi
[paxTHKH, B pesy/ibTaTi yoro 6ys BunyuenHii pignosiguni Ceprudinar avaniay.

Bunyureao: Civon Bortinep




NOAA3SEP MEHIQOEKYPHHT AORYALHL TMBX
BETPIGIUTETTE & PAHBYPI"

3 MYCBAALAAAL 1
Q F’f;zel' 79099 ¢PAHEYPT

et cepruchirar me Moxe Gyrn BigrBopeHmii | IpRIHAYCHEN TIALKY JASL PETYASTOPHIIX OpraKin YrpaiH.

[z 3acBinuyte, 110 AABEACHS BIILE (H()OpMAanis € ayTeuTHSHOI Ta AocToBiprow, L mapTis IpeAyKTY Byaa BHIOTOBAEHA,
BEAKYAKYH CTAAIT DAKyBAHHA/ MADKYBAHHS T4 KONTPOAIO SKOCTI, HA TPHBEACHOMY BHLIC DHPGOHHITE] (a%) B TOBHIR
BifmoBigEGCTL Ao Bimor HBII Micuesux peryASTOpHEX OpraHis Ta i3 crenpdhikarianir, IapeecTPOBANEME B KpaiHi
npusraveHns, Brukopucrana cyberamiia Gysa suroroBacHa ¥ Bianosiagocti o HBII, Texnoaoriamuti nponec, npolec
YOAKOBKE Ta ACKYMEHTAIS 3 TeCTYBaxkA OyAn BHBHEH Ta BI3HARI TAKuMI, WO Bigaoifawrs HBTI, Moxaiai BacAizkm,
RimxAACHEA alio po3bikuocTi Gyao ToTOmKeHE.

[Mapria Gyaa BuAyIIEHA YIOBHOBAXKEHOW 0COB0H,

ENEeKTPOHHMIA nignve

TloBEe in's: Mapina ®dpicen
Tipuranma nigmacy: A nepesipnuna SaHWi AOKYMEHTI | He MalC KOMEKTapIB
Aara mianucy: 06 rpyara 2023 08:37:058-0500

MeRemKep BAAINY ZOCTAYAHHS
ENexTpoHHMiA nignuc

[oBHe im'st: TaHa lemad
[pEusHa nigmsey: Al NiATBERAMYIC UBN LORYMEHT
Mara migmnacy: Q7 rpygHs 2023 03:55:058-0500

YnosHOBamKeHA ocoba//lara

Branywesno: Cisoxr BorTinep




MPAASEP MEHIOREKYYPHHT JOHYNEH]] TMBX
P Z'er BETPIBLITETTE ®PAHBYPT
MYCBAJIb/IAMD 1

79090 HPARBYPT
TMEPEKJIA]T

CEPTH®IKAT AHAJII3Y
InniTa, TabIeTKH, BKPUTI IIBKOBOKW 060/10HKO0¥0, 0 5 Mr Ne 4x14 y 6nictepax

Kpaina npusHa4eHHs: Yxkpaina

MaTepian Ne: FO00024334 Cepia Ne: HR8455

Jara supoGuuursea: 01.03.2023 Tepmin npuaaTHocti: 01-03-2026

[MapTii: GX8371 - HO00965940 AnaniTuuHa npoueaypa : 965930-15

TECT METOJ  |TPAHHMLI Pe3yabTaTh
3oBHimHIA BUrAAA 12.02 YepsoHa TPUKyTHA TabJeTKa, BKPUTA M1IBKOBOKO BiiNOBIAE
(pesyabrar) 06oa0HKO 3 rpaBipyeanuam «Pfizer» 3 oaHoro 6oky Ta

«5» i «kXNB» 3 apyroro

Inentndikauia Axcutnnio / BEPX|TM-0148A |Yac yrpumyBaHsa niky Ha xpomartorpami BignoBigac
(pesyabrar) BUNPOGYBANLHOID 2PA3KA BIANOBIAE TAKOBOMY A8

CTAHAAPTY.
InenTndikanis AkcuTHHIG / Y@ | TM-0148A |XapakTepHcTHRH Y®P cnekTpy niky akcHTiHIGY Ha BiANOBifaE
(pesyavraT)

XpoMaTorpami 3paska nofioHi 1o XxapakTepucTHK Y@

CMNEKTPY dKCHTIHIGY Ha XpOMATOrpaMi CTaHAApTyY

KinbkicHe BHIHAYEHHA TM-0149A |95.0 - 105.0% sia KiAbKOCTI, 3a3Ha4YeHol HA eTHKeTI 100.9%
AkcHTHHIG / BEPX

YucroTa, IHAMBI AyaNbHi TM-0149A |He Ginbw Hix 1,0% <0,1%
cneyndikosani gomiwku PF-

03482595 (nnowa%)/ BEPX

(pe3yabTar):

YueroTa, KoxHoi HepusHaveHol  |TM-0149A |ue Ginbi Hix 0,2% KoxHOT peUOBHHM <0,1%
npomiwky (miowa%)/ BEPX

(peayabrart):

YucroTa, 3araibHa cyma gomiwok [TM-0149A [He Ginbiu Hix 2,0% <0,1%
(naowa%), BEPX (pesyabrart):

0aHOpiAHICTL 1030BAHUMX TM-0148A; |signosigae sumoram aitoyoi Esp. Papm 2.9.40 pianosigae
oaunuub / BEFPX (pesyabTar) Esp. Papm

- Cepe/HE 3HAYeHHA 2.9.40 - -99.6 %
- MiHIMyM @.CIIA905|- -98,4 %
- MAKCHMYM An.d, - -101,4 %
- cTajia - -1

- IpHAMaIbHE YHCI0 . -22%

- koedilienT BigxHneHHs - -0,9%

JIoKyMENT POITAAJIAETHCR AK BAACHICTE Ta Gve cTeopennii qax onepaiit Gianecy Ta Qa8 meperasay pobiTHHKAMH TA NPeACTARHHKAMI DETVAATOPHHX OpTAHin.,
Po3NoBCIOGRENHAA TA NePeIata TPETiM cTopoRaM Ge3 A03BoAY 3abopoHeHo.




@ Pﬁzer

NOARIEP MEHIODEKYYPHHT JJOHYIER]] TMBX
BETPIBIITETTE ®PAHBYPI
MYCBAJIbJAJD 1
79090 G PAREYPT

CEPTH®IKAT AHANI3Y

InniTa, Ta6eTKH, BKPUTI MJIIBKOBOK 060JI0HKO10, Mo 5 Mr Ne 4x14 y 6aicrepax

Marepian Ne: FO00024334
Jara pupoGuuuTea: 01.03.2023
Maprii: GX8371 - HO00965940

Kpaina npusHavenHa: Ykpaina

Cepis No: HRB455
Tepmin npuaaTHocti: 01-03-2026
AuanitTuuna npoueaypa : 965930-15

PozuunHenHa Akcutuni6 / BEPX |TM-0147A; |Bignosigae eumoram Esp.Papm. 2.9.3, a came yepe3 45  |signosigae
(pesyabTaT) EBp. PapM |XBHAMH MAE PO3UYHHHTHCH He MeHW Hix 75% (Q) sig
293 KinbKocTi, 3a3HaveHol Ha eTHKeTL
- Cepe/iHE 3HAYeHHA @.ClATIL -94 %
- MiHIMyM An.d. -91%
- MAKCHMYM -95%
- CTAHJAPTHE BiAXHIEHHA -1,6%
- cTagin -1
MikpoBiosoriyHa YMcToTa €ep.PapM. |ne inswe 10° KYO/r <100
3arajibHHH BMiCT aepobHHM 2.6.12
faxrepiit (TAMC) ®apm. CLIA
61
MikpobioaoriyHa yucToTa Esp.PapM. |ye Ginbe 10° KYO/r <10
3aralbLHUH BMICT Apim/IKiB 2.6.12
(TYMC) ®apm. CIIA
61
Escherichia coli €sp.®apm. |BigcyTHie 1rp BiinoBiaE
2613
apm. CLIA
62

CeprudikaT aHanisy CTEOPEHHH BaNi0BAHOK CHCTEMOK NIiC/AA CXBANEHHA KePiBHHKA KOHTPOIO AKOCTI Ta AiHcHuE Ge3

nignucy

[lpuiinaTe pilenHa:
Piwenus npuiiusro:
Jlara:

Bunyuweno

Taust Jleman

21.12.2023

15:03:35

CeprudikaT aHaniay cTBOPEHHH BaliJ0BAHOK CHCTEMOIO | Ta AlHCHUI 6e3 nignucy

PosnosciofmeHns Ta nepeaata TPpeTiM cTopoxam Ges 2o3soay 3abopoHeHo.




NPAASEP MEHIOREKYYPHHT IORYNEH/] PMBX

’ BETPIBIITETTE ®PAHBYPT
P Zer MYCBAJIBJIANL 1

79090 GPAHBYPT

CEPTH®IKAT BIANOBIAHOCTI
IvaiTa, TabAeTKH, BKPHTI MIIBKOBOI 06010HKO010, Mo 5 Mr N2 4x14 y 6aicrepax
Kpaina npusHaueHHs: Ykpaina

Marepiaa No: FO0OD024334
Cepis No: HR8455

Jara supobHHLTEA: 01.03.2023
Tepmin npuoaTHOCTI: 01.03.2026
Brxin: 165 ym.

JlaTta BHITYCKY: 21.12.2023
Pecerpauiiine nocsigaesnss No: UA/14080/01/02
Hassa pirouoi pevoBmnnm: ARCHTHHIO

Tun ynakoBgH: Baicrep

Hasen, agpecn Ta HOMEpPH AlIIEH3I JAA BCIX QIARHOK N0 BHPOOHHIITEY TA KOHTPOAI AKOCTI MpeNapary:

Mipaiizep Mentodexuypunr Joitasenn 'MbX, Berpibwrerre paiibypr, Myceasbaaas 1, 79090 dpaiibypr, HiMeaunna;
-DE_BW_01_MIA_2023_0003;

MikpoBioaoriyHa YyucTOTa:

-3arabHa KiLILKICTb aepoBHUX MikpoopraHiamie, Meroa Esp.dapm. 2.6.12, rpannui - e 6inbwe 10°KYO/r;

-3arajibHa KinbKicTb rpubis Ta Apinukis, Mmetos Esp.®Papm. 2.6.12, rpasuui - He Ginblue 102}{3’0/1';

- E.coli - meTon Epp.@apm. 2.6.13, rpanuui - BigcyTHiB 1T,

Lle TecTyBaHHA He NPOBOAHTLCA HA KOMHII cepil; BIANOBI A€ BUMOram npu TectyBaHHi. flkuwo B ceprudikari ananisy ve
BKa3aHi pe3y/IbTaTH N0 AaHOMY TECTY, Lie 03HAYAE, WO TEeCTYBAHHA HE NPOBOHJIOCH.

CepTHdikaT AKoCTI
Opranam Oxoponu 3nopoe'a Ykpainu

TAPAHTIHHHN TMCT

A, To#, XTO MiANKCcaBCA HUAYeE, yNOBHOBaxKeHa ocoba INdaiizep Menwodexuypunr Joivynens I'meX, berpibwrerre ®paiibypr,
Mycpansgane 1, 79090 @ paitéypr (Himeuunna), nigreepamyo, Wo AaHUH NPOAYKT GVE BUFOTOBAEHHI 418 PUHKY YKpainu.
MM rapaHTyeMo AKICTh LbOT0 NPOAYKTY Ta T€, WO BiH 6YB BUrOTOBIEHHH BignoeiaHo Ao npaeun Hanexuoi BupobHuyoi
[lpakTuKkH, B peayabTaTi Yoro 6ye BUNywenuil signoeiguuii Ceprudikar ananisy.

JoRYMERT DOSFARJIACTLCA AK BAACHICTD Ta OVB CTROPEHIIl Jad onepaliit Gi3necy Ta QAR Neperaaay pobiTHAKAMH Ta NPeCTABHHEAMI PETYARTODHIX OpTaHin,
Po3noBcioReHHA TA Nepegada TPETIM cTop Des P o




NPARIEP MEHIOOEKYYPHHT JOAYNEH] TMBX
BETPIBLITETTE ®PAHBYPT
P/; zer MYCBAIBJANb 1
79090 GPAREYPI

Leit ceprudikar He moxe 6yTH BinTBOpeHHH | NpU3HAYEHMIT TIABKH JASl PErYASTOPHHX opraHis Yrpainu.

Iim 3acBimuyio, 110 HaBeIeHA BHIIE IH(OPMALIA € AyTeHTHYHOI Ta AoCToRipHoW. Lla napris npoaykTy Dyaa BHIOTOBAEHA,
BREAKYAYH cTaAll NaKyBaHHA / MAPKYBAHHA TA KOHTPOAK AKOCTI, HA NPHBEAEHOMY BHILE BHPOoOHHITBEI (ax) B noBHii
BignoeiguocTi no Bumor HBIT miciepnx peryaaTopHHxX oprasie Ta i3 cnenmdikaiaMy, 3apeecTpoBaHHMHE B Kpaini
npnaxadennd. Bukopucrana cyberannis Gyaa BurotToBaeHa y BinnosigHocti o HBII. TexHoaorigHuit npouec, npouec
VIAKOBKH T4 JOKYMEHTALS 3 TecTyBaHHs OyAl BHBRYEHI TA BHIHAHI TAKMMH, 110 BiAnoeiawnTs HBIL. Momxauel Hacalgkn,
BimxaeHHs abo po3bixuocTl Byao MoromkeHo.

[lapria Gyaa BUMYIIEHA YIIOBHOBAMKEHOIO 0C0B0I0.

PimeHHs npHAHATO: Taus Jleman
Jara: 21.12.2023 15:03:35
Ceprudikat ananizy cTBopeHHil BAIiI0BAHO CHCTEMOIO | Ta AilicHuii 6e3 nignucy

JIOKYMEHT POITAAACTHCH AK icTE Ta GVB CTBOP aas pauiii fiadecy Ta AaA neperamfy pobiTHHEAMNE TA NPeICTARHHKAME DETYAATODHHX OpraHis,
Poanoeciofmenns Ta nepeaata TpetiM croponas Ges aossosy 3abopoReHo.




JEPKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU
YV JHIIPOIIETPOBCHKINA OBJIACTI

Huinpo, nin.Cobopha,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog € IPTIOY 37070665

BUCHOBOK
Npo sIKICTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody
19.07.2024 Ne 36646/24/0411
IHJIITA

(HaliMCHYBaHHA NIKapcbKOro 3aco0y 3riHO 3 PecCTPALIHNM [TOCBIAMCHHAM)
TabJIeTKH, BKPUTI IVIIBKOBOI0 000J10HK010, 110 5 Mr; 1o 14 Tadserok y 0aicrepi; o 4
OJsticTepu B KapTOHHIH Kopobui

(hopma BUNYCKY, AO3YBAHHA, BUJL NAKYRAHHA JIKAPCHKOTO 3ac00y)
Homep peectpaniitnioro nocsinuenns UA/14080/01/02 crpox ii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nixapcekoro 3acoty Ne HR8455 KinekicTs BBE3€HOTO Nlikapchkoro 3acody 4

Bupo6uuk [aiizep Menodexuypunr Jokunena 'm6X, Himeyunna

(HaliMcHyBaHHA BHPOOHHKA NiKapCbKOTo 3acoly, KpaiHa NOXOAMEeHH)

BeeseHo B Vipainy ToBapHCTBO 3 00MeEKEHO0I0 BinosinaasHicTio ""Benta JIT/", inenr.
kom: 21947206

(naiiMenyBanta Ta koa 3a €JIPTIOY jopuanunoi ocobu abo npizeuuie. in'a, no Garskosi
tiznynol 0codu - nianpuemus, 1T Miclie npokMBaHts Ta peectpauiinuil Homep obaikosoi
KapTKX NNAaTHHKA NOAATKIB a0 cepis Ta HOMEP nacnopra)

[Iporokon Bisyansuoro koutposio sig 18.07.2024 Ne 07-01/1833/1.

3a pe3ynbTaTaMH JEpPIKABHOTO KOHTPOMO BCTAHOBAEHO, WO JiiKapchbkui 3acid BBeseHO B YKpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOAABCTBA LL0/0 3a0e3rieveHHsa AKOCTI NiKapcbKHUX 3acoliB.

B. 0. HavyanpHuKa JepxKaBHOI Ci1yx0u 3
NTiKapchKUX 3ac001B Ta KOHTPOJIIO 3a
HapKOTHKaMH y J{HIMponeTpoBChKii
obnacTi

Mapis BPE3ILIbKA

k%nuc) (iniuianu Ta npizsume)

Hikitiuesa Okcana +38(066)345-41-71
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