JEP)KABHA CIHYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMH
Y JHINMPONMETPOBCBHKIN OBJIACTI

Auinpo, ni.CoBopHa,4, k. 601-605, 49003, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Koa €JIPTIOY 37070665

BUCHOBOK
npo AIKiCTh BBE3€HOI'o B YKpaiHy JikapcbKoro 3acoby
21.10.2024 Ne 54586/24/0411
JIPUKA

(BaliMenyBaiHA 1iKapchKoro 3acofy 3rinHe 3 peecTpaLifHHM 110CBIAUEHIM)
xancysu, 150 mr, no 14 kancys y 6Jicrepi; no 4 6;icteps B KapToHHii KopoOui
(hopma BrnycKy, A03YBaHHE, B NaKyBaHHA Nikapckkoro 3acofy)

Howmep peectpatifivoro nocsianenns UA/3753/01/02 crpok aii peectpauitinoro nocsiatenns 01.01.2099

Cepin nikapchkoro 3acoby Ne GR9250 KinbkicTs BBE3€HOTO JTiKapcbkoro 3acoby 864
BupoGHuk [1daitzep Mentodexuypuur Joluneng ['M6X, HiMeuynna
(HafMeHYBaHHA BUPOGHHKA NiKapchkoro 3acoly, KpaiHa IIOXODKCHHS)
Beeseno B Ykpainy ToBapreTBO 3 00MexeH010 BianoBixaabHicTI0 "BaAM", izent. xon:
31816235

(HakmexypaHns Ta kod 3a CAPHOY wpuanuHoi ocobu abo npizenwie, iv's, o 6aTskosi Ppiznunoi
0cofH - nianpremus, i MicLE NpoXHBAHHA Ta peecTpalifHHi HoMep 00MiKOBOT KAPTKH [LIATHHKA
noaartkie ado cepis Ta HOMEP NacnopTa)

Mporokon Bisyansuoro kontpoaso sia 18.10.2024 Ne 07-01/2711/8.

32 pesynbTaTaMM  AEPKABHOFO  KOHTPOIO  BCTAHOBNEHO, MO  Jlikapchkkuil  3acid  BmeszeHo B Vikpainy 3

AOTPHMAHHAM BHMOr 33aKOHOABCTRA 1100 3a0e3neeHHa AKOCTI Nikapchkux 3acobis.

B. 0. nauanbnuxa Jlepxasuoi ciyx6u 3
SJIKapCLKHX 3ac0oDiB T4 KOHTPOITIO 3a
HapKOTHKaMH Y JHINponeTpoBChKii
obnacri

Mapist BPE3I1I[bKA

(iniuiany 1a npizsuine)

N

oV

co e il

HIZuqu

0,

——

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



N9 AHT EP MEHKRE EXTYPUBIT RORYNEIL TMEX
BEYPEUTEITESPAALYET

MYLBAIRIAAG §

FIPHE QPAREYPT

TIEPEKAAJL
CEPTHOIKAT AHANIZY

Matepiaa Ne:F000149420

Qnuc: JILPHKA, kancysn, no 150 mr Ne 4x14 y 6aicrepi

Cepia Ne: GR9250

AxaniTausa npoueaypa (AlT) : HO00013986-01

Jlata anpoSuuyria; 04 Aucronaga 2022

Tepmin npugaThocri: 01 mueronaaa 2025

Bupofineno s naprii: GM3191-HO00013986, GP4346-H000023214

'TECT METOR JTPARNN] PEaVALTaATH
Onuc Bizyansi [Teepai nenposopi (6ini/Gini) menaTuHoB] Kancyan, [pignoBigag
o poamipy 2, sri MicTaTR Nopowox pig Ginoro go
maike Hiaoro Koasopy. Bianeuarox wa kopnyci "PGN
150", na wprwedtyi "Plizer” 4ynDpHEM YopKUIOM
lacuradikayia BEPX Hae yrpumyBasus niky nperaGaniny na nianoeinae
XpomaTorpaMax AoCiKkyBaHOMC PORYHAY BiATORiAAg
Hacy YTPUMYBAHHA NikY nperadaniny na
APOMATOrpaMax po3tHHY M Tepesipu
NPHAATHOCT] CHCTEMH
lLaenrudikauis iy Cne%@my nopinNAHHA Rizinoataac
Kinbkicne BEPX W e TR
BHIHAYSHNHRA At 105,0‘}% é"} }q?ﬂj\ IBROCTI 98,6 %
nperaGaniny: 142510575 fkancyny \':f_.\ 147,9 mr/kancyay
Peayantar 5] (o W iv|
JoMiureu i 6poayxTH BEPX \ e Ba"g! ‘ d i 15)
poanany: %ﬁ{bme 0.2% (M/v) ‘:i /’f 3/ <01%
% a5 *
Cueundiuui: PD * XN ral
0147804 ﬁ\)[,‘;”{ .h C
PeayanTar e
He creundivni BEPX He Ginkme 0.2% M/M xouaoi He rusisneno
Pesyabrar
Cyrma aoMimox Ta mpogykTis e Sianin wix 1.0% <01%
o3nagy : BEPX
2IYALTAT,
OanopigHicTs ADIOREHHX Bisnosizae pumoram Esp.Papm. 2.9.40
OfiHHHILE - inlnnouinae:

Busano: CECILE SCHIDA KARL Hara: 03 Gepeznn 2023 13:14:04



G2

114 ARIEP MEMIGDERYPHIT RORMAEHA IMEX
BETPIRWERTS [ #PAREYPT
N¥CARALAAAN 1

9090 4 PARGYPT
- pESYALTAT - ' 8.6 %
- cepeans - 4.1 %
- MiKiMaNkLHa - 10E.1 %
~ MAKCHMAA LKA - 210 %
- CTAMAAPTHE BiAXHAEHHA |- 5.0 %
- RPUAHATIE 3HANCHHA - 1
- CEYHiHb
Fo3NMHBICTE Tperatasiiny tgmn. Ke Mefttire BOY | ) Bijg 32 ABAEHOT KN BKOCTT BLANOBILRE
#a 30 xs 711
- CEPeRMA : 96 %
- MiniMARbHA - B9 %
~ MAKCHMATBHA - 100%
= CTAHAAPTHE BHLEXHAGHHA “ 39%
= CTYNiHS . - 1
E raAbHEe YHCA0 agpobHKux  |[EBp.Pa i
MixpoopraHizmin/TAM M. g:ﬁ.l He Glasare 1024¥0 /e <10Kyo/r
3araneHe YnGlo €Bg-¢a He Sineue 102 KYO/ ¢ <10 KYO/r
APDEDKOBHX Ta NJICEHEBHK [m. 2.6.1
rpubia /TYMC
Cne ST enp.Ba P :
Mixgt;‘(?::ramsuw E.coli M. 5_6,15 B 1raiacymi rianasigac

Ouistero: aHnymEeHo

Oigiveno xuuM: Christian Ketterer

HAara ouinkn: 03 Gepezns 2023

13:03:23

eWCHOI0 5

e

Buaang: CECILE SCHIBA KARL

Aara: 03 Sepezna 2023 13:14:09




NARIEF MEHIEERIYPHHE BOAYIENA TREX
) BEYPIBUITETTESPAREYPT
{? M¥CRAABRANN

THGG DEARERHT

TP AHIEP MERIOOEKUYPHHI AOHYAEH A TMEX
BETPIBLITETTE b PAHEYPT

@ MYCBAABAAMS 1
9090 SPAREYPT
CeprudixaT axocri

Homep marepiany Ne:FO00149420

Onue: IPHKA, kancynn, o 150 mr Ne 4x14 y Gricrepi
Thyukr npHsKaseHHR: Yrpaina

Cepin: GR9250

Hata pupoGawurea: 04 nucronana

2022

Tepuin npraataocti: 01 avcronasa

2025

KiaukicTw B cepii: 24417 yn,

JaTa sunycky: 03 Sepeann 2023
Peecrpaciitne nocsiauenns: UA/3753/01702
Miwya pewosuna: nperadanin

Tun ynakosxn: 6aicrep
PopMa BHIYCRY: KANCKAN

Bupotnuureo bulk: Npaitzep Meinwdexaypunr Jof
79090 dpatibypr (HiMewtwna); DE_BW_01_MIA_242

,J;H Wﬂouqﬁ:g{g T'Mﬁé,
VAT 2

r i~ :‘l /
i a /S
Ebp. Papm. 26,12, rgi‘udm He Gisie 109KYO/T;
Pef Eﬁﬂ%m 7 rpanutl - he Siasine L2KYO/r;
Eap,t?a.gv‘ 2‘}, , Fpannul ~ Blgnonigac

MikpoBionoriyna yuerora:

-3arAALAXHA BMICT agpobuux WikpoopraiiaMis, M
-3Arad bHKHA BMICT ApiXKORMX Ta fLNicenennx FpUbiE
- cnenpdivni Mikpoopraniamy, BACYTHICTS E.coli (B 1 F)— mddgX

Buparo: CECILE SCHIDA KARL Jara: 03 Gepeans 2023 13:14:09



MPARIEF MEHIGRERIYPHHF AOAYAEMA I'MEX
BETPIEHIFETY ESPAREYPT

MYTRANBSAAL §

THI S EARBYPT

Ue TecTynanns ge npoBAMTECH Ha KOXHIN cepil; BIANORIAAE BUMOramM DpH TecTyBani. Ko A
cepTHHIKATI 4313y He BKA3aHi Pe3yNbTaTH Io AAHOMY TECTY, Lie 03HAYAE, (0 TECTYBANH He
NPasOAHAGCh.

Ceprriginar akocTi

Oprayaw Oxopons 3noposa‘’a ¥Yrpaiid
Tapautiitesii aucT

A.Tof, xTo nianyucanca wixde, ynosrosawenz: ocnba Naisep Menwdexvypine Jofivneng 'meX,
berpibwrerTe Ppafitypr, Mycsanbaank 1, 79690 ®palibypr (Himewunna) aigrpepmpxyso, o Sanui
npeAYKT GYE BUCOTORICH HI ANA PHHKY YipaTun,

Mu rapaHTyEMO SKICTh ULOrG RPOJYKTY Ta U0 Bi GYB BHIOTOBAEH Wit Bianosigo no npasun Haaexnol
BrpoGunuoi pakruen, B peayabrari woro Bys sunyinendit signosignuic Cepraudixar ananisy,

Ue#i ceprudikar He Mmke GYTH pigTsopennil | RpusHatenuit TIIBKY A0 PEryASTOPHRX opranis YKpaluu,

Lium 3aceiguyo, wo Hasesena snine ikdopmanis € ayrenTryiow Ta gocrosiprow. Hs napris npogyxry
GyAa BHCOTOBACHS, BIUTIOYAN0UN CTANI NAKYBAHHA/MAPKYBAHHA Ta KOHTPORIO SKACT], B ROBHIH
rianopiAHneT o suMor HBIT Micuenux perynatophux opranie ra iz ciiegudikalismu, sapeecrponaiume
B KpaiHi npAgnasennn. BuropKcTana cyicranuin Gyaa suroTonnena y sigoosiasocri ao HBIL.
Texuonorinkxil npoec, TpoLec YIaKoBKH Ta SOKYMeHTallia 3 TeCTyBan st SyAu BMpxeni Ta Ru3tani
TakHMH, o Bignosigaots HBT Mowausi siaxunennn abo poabixuocTi Sy10 NoropKkeHo.

Napris Gyna suaywesa YioeHosaxeHow ocobow,

Quineno kum: Christian Karterer

HaTa ouluxu: 03 Gepesns 2023
13:03:23

Mianuc: (nidnuc)
A-p Tanja Lehmann
Ynoanobaxera ocoba

Buxane: CECILE SCHIDA KARL Jara: 03 Gepesna 2023 13:14:0¢



NPARIER MENIGCOERHYFRIT SO AEHS TMEX
BETPIEMTETTE $PAREYPT

W¥CRAN Ak

oo & PAHL YR

/ OKY MEHTIB

Buaone: CECILE SCHIDA KARL Aava: 03 fiepestr 2023 13:14:09



AEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA ¥ KUIBCHKIA OBJACTI

npos. Caitrpasot Haail, 3, m,Kuis, 02099, ten/dpake: (044) 576-40-41
E-mail: dis ko@dls.gov.ua, Kox EIPIIOY 37078774

BHCHOBOK
Npo AKIiCTh BBE3eHOro B. YKpaiHY JMikapehKoro 3acody

09.01.2025 No 71409/25/10

JIPUKA
{Hafinenynaima nixapeakoro 3acoby 3rimic 3 pecctpauiliHIM NOCE AaCHIAM)
Kancyan no 150 mr; xo 14 wancys y 6aicrepi; no 4 6aicrepn B xapronniii kopobui
{ipopxa BUAYCKY, AOIYBMINA, BILA NAKYRAHHA AIKAPELKOIO 3acoby)

Homep peectpauiitioro nocsixsenns UA/3753/01/02 crpox i peectpaniitioro rocsinsenris 01.01.2099

Cepis yikapcexore 3aco6y Ne LMS811 Kiaskicre BacseHoro nikapenkero sacoby 720
BripoGisk Mipaiizep Menroperuypuur Hotanenn I'm6X, HiMewunna
(nalimexyeannsg anpoSunma Fixapeskoro 3acoly, kpailis HOXOTKEHHT)
Baeseno B Vipainy Cristpne yrpailichKo-ecTonesKe DiXOpueMeTso ¥ gopmi ToBapicrsa
3 ofiMesReRO BiANOBinaAnLRICTIO "Onrisa-Ddapys, ITHY, inenr. xon:
21642228

{nafivenysanps Ta kol 3a €JIPTIOV ropuiitiof ocofit abo npisnnue, M, 10 GaTLROB thiatroT
0coGH - MARPHEMILA, ff Miclte NPOAIIBAHAA Ta peecTpanitisnl Homep ofaixoBot KapTHIL IATHIEA
00X3TRIB abo cepid Ta BamMep nacuopTa)

Mpotorea Bisyanssore konwrpome min 08.01.2025 Nz 4285/2,

3a peIYNRTATAMH ePKRBHOMD KOMTPONIO  BGTAHOBACHD, IO aikapcekmii  3aciG emesene ®  Vkpaluy 2
ACTPHMAHHIM sivor 12K0N03BCTBA MO0 Jabeaneventa sxocTi Tixapcprux sacobis,

A CQ.;'/ Bikrop CTE®KIBCHKMIT

Tanne (ininians a npisanue}




30 ypapna 2022

Jreneponan

neteure ) ccrens SQLLims
Crap. 1

FOAMEED MEIBODERYE
BEEPIHUN

MYCHAS
T P

THEPERAAL
CEPTHOIKAT AHAJIZY
Kpatna mprnaserint: Yrpitua
Marepias NFOH0149420
Oasees Jipnsa, vagcysn, no 160 mr Ne dg b4 y Gaierept
Cepist Ne: LMS811
Anaairrasa nponeaypa (AN HO00M 398601
Aoea supobuimyesa: 09wt 2024
Tepsin wppsaaraoctic Glannup-2027

Bupodacko s maprei: LH12SG-HO00D T 3986

TECT METOA TPAHNLY Peayantaris
O plavaanno | ToepEReAFOHo B KUICYAS, [BEGIE R
Poanmip 0,

Koaip gopreycy: Glns nenposupyi,

[OALP €PABIKIE BOMAPAHNEUHIT BEBPOIOPIIL
o xip Apyiys dopruit,

Bignenror ga sopriyd “PON 157,

siAfror wa ks Pizer,

Braies nopanison vig GLaera An sadise Biaero.

taewrndikanin BIEFK Hae yypsrstyuansg nisy 1pebaraiiag na [EERLLEHEN
APOHATONPAHAX AOCHLPRYHAIONO ORIy
BIARGBLAAC YAgY YTPHMYBIUNA RiKY Tprrabainy 1
KPUMATOFPAMAR POSTHHY 1A% NCpenipru
FPAATHOUT CHCTEME

ey nudinaniy Y Crtereep pignonigang Cerpy nopisHns BIORAOE
HKinadicse BH3NIYeEs BEFX
fperatasiny: 95,0~ 105,0% pLA 2800007 REFLROCT 98.5%

Pesyavray 1425 = 1575 my/rancyay 1478 mrfrancyay

Homingra i npeayio gerpagais | BEPX

PROEETE04 we Giae 0.2% (v./8) {11
Peaganrin
fhnd s {kosami} BEPX Ja wosnal ne Giakae 0.2% Q1

AYATXT

AnLt pinens gouiog @ e Gl b LG “ L]
Pexyawrar BEPX
Dasoplasicrs Aosonaux s Sopibapa, |ianosiaee susoran Cop.dape. 2940 ManoBie
Peayay 2.9,40
Pogaunaicrn nperatainy Wy, CHIA e deaemie 80% () BUURSIIHR YIEKORI KixbROCH, [Binouiae

3 30 ve 711
- GO - EL)

MM &
- MAKCHMAALHA B a4
~ CLAHFPTHE BERUWACUHA - 1.6
- Cryn, 1

Bugasia; Martin Ortolf AATa praadh 20 wonthg 2024 144022
Helt qonyaent Gyxo pospudiero BRALAGKANOIO CHOTEMOR TA © Alitcruy Bed pyiroero slanncy




Hamunizae motwras Cepdnps 2440 A HGBRANG
e
@

» MARIDMATHED
<UEAANTHE Bl
- npHiELTHe s
~LERAIBG

SR
FHURHE

Ceprudirar anasizy Gy craopesuit BaaiioBano CHOTEMO0 THEIS CRIEVICHHI KEPIBHIKOM Biaginy
KOHTPOMO stkoeri e gificuitil Ses nianucy.

Hanucanns agpecd ta nomrosoro ingexcy supodnuia Hdaiizep Mewogeruypunr Jotivaenn M'niX Gyao
aMineno Ta pasine pigome sx

laiiaep Memodewyypunr Joitueny Fmix

Berpiturrerre bpaitGypr

Myceaibaais |

79090 Gpaitbypr

Bunpassienns HOUrTOROIa iHARKCY Ta Harmcan st agpect aupoduua [ldaiizep Memoderuypunr doiureny
I'MOX e BIAMBAE HA MICHEZHINOARCIH BHPOGHHIOT B HIUL $4 He BIZ01BAE HA BMICT supofarqol Aigensii ta
ceprudrirary HBIL

SROAMARD MEHARIER YR U AOIUEHA MBS, 30 rpasun 2022
APAEYPE Brepeponano:

MYCIAILAND 1 A rsscce onrss SOLPL e
SO0 BEAPYPE Mo ueD cacrenmi SQL7Lims
Crop. 2

CEPFHDIKAT BUINOBLIHOCT]
Kpaiua apustayenns: Yrpaiua

Heosep sarepiany N FOOe 149420

G Mipusaca, vaneyan, no 150 s Ne 4x14 y Sajerepd
Cepls: LMEHT1

v supotumgrien 0% sun 2024
Tepuipugorenocti: 01 annna2027

Kiavkicrs w copil: 10080 yn,

Jora wsyery: 29 soweun 2024
Peecrpaniiiae pocnipesa: UA/3753/01/02
Abova peaneana: aperadaniy

Tuw ynakowrn: 6
THI AUy R

TOR
AICHAM

Hoczsn, 8APCC Tk HONCD ATMENS A1 AIHION 110 BIPOBHMITRY Tit ROHTPRI0 AR HEenapaTy:
Epaitaep Meoderaypuar Jofiweg IsiX, BerpiGureeree Gpalibypr, Mycsaastaas 1, 79090 Gpaidypr {Hiseonioga s

SORFMEHTAL BEXKACTHCR BAICHICTIO T3 € JOCTYIROW 445 BLIHOE OIepaiiil Fa Neperanay CRinposiTHHRAMNA T pUrYANTOPHMHIE DPTRarH,
v()ﬂ!'l!\lﬂfl()}l?if@!iH?] T]JGTXM ovolbam Ges no HEPOAHLOPO A0TBOAY K(\HOPUIRY‘N(L



<DE BW, 01 MIA 2024 0060,

MirpoGioans i HEToTH:
RArAbLIE T arpodid p Gaxrepidl, merod Cop.daps. 2612, meroa B rpamimi - ne Slamue 1EKYO/r

partaAnnait naier aplsveis, Mered Eapabaps, 26,12, meroa B rpamand - e Glasue JOKYO/T

< Beoli - moroaEnp@opm, 26,13, seroa B rpaasedd - piacyrai e 14
L TECTYBMNIS e TPAROARTLCN 1A Kouiif copil; nAnesAac meora npirecrymaunl AKmo v cepragiari ayasisy we skasaut

PUSYIANERTH N0 AAHOMY VOCTY. RE GREE, 10 TCUTYBaHER He HPOBOAHAGCH,

AORYMEHTA §UAKACTHCH BAICHIDTIO T & AOCTYINGI A8 GUAHEE HEpAIil ¥a NePeranay CHnpoBITHIRAMK T8 PRUYITTOPHUMA OPTAHAL,

POanoBcoUreiti TPeriv ocobar 63 RURePRHLOTY 40380y 3a00poneno,



NOANSEP MEHIOOERIYPUHT AOHUEIATMES e 2122 BRI
BETPIGUITETTE OPARGYPT / e
MYCBAZLAAID 1
9090 PPARGYPP

Cepradirat srocti
Opranan Oxopons 31opou’s Yrpaiuu
Papawriftsnii aner

51, roi, XTO 21 ABHCARC HILKIQ, YlpBHoEakena acodio [Tdatizep Mesnsderiypinr foiacna 'MGX, Ppaitdypr tv Bpaiteray,
Myenasnnat 1, 79108 @paittypr (Hieenina) siarsepaiio, mo Aamdi npoaysr Gys surorosaemsdi s puniy Yigpai.

MU FOpARTYEMO AKICTS HLOPO T POAYITY T3 1o His Gyr BHPOTOBIC R BLOBAI0 A0 Rpawss Haaeisol BupoGiuiol (Ipastiiin,
PEAYARTRTE Hor0 Sy nuRysw nigronigmit Coprudimrr ananizy.

Hedt cepradisar we Moske Byt sLarnopessit 3 npHasacsit AWM AR Peryagtopasx oprusis Yapaiin,

11443 BACHEA VIO, 110 HAREACHA KHLE TuGOPMAUDL 6 QYTeHTIEHDIO T3 AucToBiprio. I mapTis npoaysty Gyiia BRICTORAHA,
DRAOUAONH CTET NAKY BN MAYEIINS TA KOHTPOSIG K1I0CT], 1 nouii iuonianocri 4o sumor HBI Micesik pery/aropunx
OPIREIB A L3 crensGhainyi, JpeccTRoBII B Kpais Ipradaienis, BopHerai cyBCtasitn By suroToniew
winouinocrs ao HBIL Texnoaorinsl A ponec, Npones oo 6K T 0KMERTIRIn 3 recryanns Syan suisend va e
TARHME, B0 BiagerioTs HITL Mowaust slaxiuacnst 3o poaBisuocri O¥A0 10ramseno,

Hapyrise Byia WOy ew s FIGaeHenoreHon acoboln.

Hanucanng aapecy Ta NOmTosore inaescy supodunra Naitiep Menoeruypunr Joituiens IMvoX 6yao
aMiveHo ta pasime siioMe si

Tlpatizep Memoderuypinr Jofiseng M'MGX

Berpitmrerre Opaiidypr

Mycsasbaans 1

79090 dpaitbypr

Bunpamieius fnourrosoro iHaeKey Ta Haicanis agpeor supodunka idaitaep Memoderkuypunr HAoltnena
['M6X 1HEe BIUBAE B MICHEIHAX0DKEHIS sHpodnraol ALLHHW £ He BIUMBAE 1A BMICT BHpoGHaol ainen it 13
ceprmbiary HEIL

Eaewrpormuit migine Taus Jdesan  Mictona sLdiTRa 11040 AATH BIRIYCKY cepil 09 KoBTR 2024 13:01:49
ffograyica gacy #a ceppepiz 09 wopruna 2024 13:0146

Hanucannsg aapecy Ta NOWTOROTG HHACKCY BHPOSHUKA [daiizep Memoderaypinr Joitwaeni X Gya0

AMIHEHRO Ta panime siaoMe K

Mpatisep Menmderuypunr Joitwneny PmoX

Berpiturerre dpaiiGypr

Mycnansaans 1

79090 Opaittypr
BunpapjeHHA nOMTOBONO IHACKCY Ta
Hanucamus ajipecu Bupodnuka ldaiizep
Menwderuypunr loitunenn 'mGX ne
BIUTHBAE Ha MICIHEZHAXODRCHHA BUPOOHHYOT
JUABHALT TA He BIVTKMBAE Ha BM icr HH})()GH HYol
stuensil ta ceprudicary HBIL

AGRYMEHTA BRSO BAICHICTIOTA € AOCTYIHOW A SlaHer oBeputil 1o neperasay CHRPOBITHHRANMME TA PR EYATTRODHNMN QAL
Poanoscwy/uKe ig TpeTin ocolan Be3 BONEPLHLOTO A0TBOY 3al0poneno.



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

P ze r MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAL, GERMANY

Certificate of Analysis
Material Number: F000149420
Description: LYRICA 150mg CAP 4x14 BLB UA
Batch: LM5811
Specifications Referarice HO0C0 13986401
Number:
Manufacture Date: 09-Jul-2024
Expiration Date: 0t-Jui-2027
Source Lots: LH1250 - HO000 13986
Tost Spocification Test Mothod Result
Description Coni Snap hard gelatin Visyal Canforms
capsule, Size 2,

Color of body: white opaque,
Color of cap: white opaque,
Color of imptint: black,
imprint on body: PGN 150,
irmprint on cap: Phizer,
Content: white 1o off-white

pawdor
{dentification HPLC The retantion time of the HPLC Canforms
main peak obtained from the
Sample Preparation
corrasponds 1o that obtained
in the chromatogram of the
System Suitabllity
Praparation.
{dentification IR The gspectrum agroos with IR Conforms
raforence spectrum,
Assay and Purity Pregabalin HPLC
Assay Pregabalin {percent) 95.0 - 105.0% of the labal 98.5 %
claim
Assay Pregabalin (mg) 142.5 « 157,56 my/Capsuls 147.8 Milligrams Per Caps
Impunities / Dagradation Products, NMT 0.2% (w/w) <0.1%
Specified: PD 0147804
Impurities / Dagradation Products, NMT 0.2% whw each 0.1 %
Unspocified
Total impurifies NMT 1.0% «0.1 %
issuod By: MARTIN ORTOLF Date of Issi  28-Oct-27024 14:42:22

This cartficale was created by s valideled aystern and s valld without manual signature.

Pago 1018



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

' P Ze r MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAU, GERMANY

Certificate of Analysis

Matorial Numbern F000149420

Description: LYRICA 150mg CAP 4x14 BLS UA

Bateh LM5811

Specifications Reference HO00013988-01

Numbern.

Manufacture Date: 09-Jub-2024

Expiration Date: 01-Jul-2027

Source Lots: LH1250 - H0000139886

Tost Specification Tast Method Result

Uniformity of dosage units Ph, Eur. 2.8.40
Resull Conforms Ph. Eur. 2.9.40 Pass
Average - 98.5 %
Minimum - 87.3%
Maximum - 100.2 %
RSD - 0.95%
Acceptance value - 22%
Stage - 1

Dissolution Pregabalin after 30 min USP «711>
Result NLT 80% (Q) Fass
Average - 96 %
Minimum - 95 %
Maximum - 89 %
RSD - 18 %

Stage “ 1

The Cattificate of Analysis was created by a validated system upon Head of Quality Control approval and is valid without
signature,

The spelling and ZIP code of the manufacturer Pizer Manufacturing Deulschland GrobH was changed and formatly
known as

Piizar Manufacturing Deutschland GmbH

Betriabsstsette Freiburg

Mooswaldaliee 1

78080 Freiburg

The correction of the ZIP code and spelling of the address of the manufacturer Pfizer Manufacturing Dautschland GmbH
does not affect the localization of the manufactuting site or have any implications on the content of the manufacturing
authorization and GMP certificate.

tosued By: MARTIN ORTOLF Dato of Iseue:  26-Oct-2024 14:42:22

This corificate was created by a valideled system and lu velid without manuat signature.

Page20l8



' Pﬁzer

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1
76108 FREIBURG IM BREISGAL, GERMANY

Certificate of Analysis
Material Number: F000149420
Description: LYRICA 150mg CAP 4x14 BLS UA
Batch: LM5811
Specifications Reference HO00013986-01
Nutnber:
Manufacture Date: 09-Jul-2024
Expiration Date: 0t-Jul-2027
Source Lots: LH1250 - H000013986
tssued By: MARTIN ORTOLF Dute of iseue:  28-0ct-2024 14:42:22

This cerlificate was created by a validaled system and is valid without manual signature,

Page Jot's



PFIZER MANUFACTURING

3 DEUTSCHLAND GHMBH
& mzer MOOSWALDALLEE 1

76108 FREIBURG 1M SREISGAL, GERMANY

Certificate of Compliance
Material Number. F000148420
Description: LYRICA 150mg CAP 4x14 BLS UA
Destinations: Ukraine
Batch: LME811
Manutacture Date: 08-Juf-2024
Expiration Date: 01-Jub2027
Quantity Manufactured: 10080 Each
Date of Release: 28-0ct-2024
Registration Number: UA/3753/01/02
APl Name: Pragabalin
Package Type: Blistar
Dosage Type: Capsules
tosuod By: MARTIN ORTOLR Deto of issue:  26-0ct-2024 14:42:22

Tiis omlificate was crealed by & valideled system and is valld without manual signature.

Page 4 of 6



PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1
79108 FREIBURG IM BREISGAU, GERMANY

Certificate of Compliance

Dosage form: capsule

Name, address and number of manufactuting authorization license of manufacturing and guality control site:

Plizer Manufacturing Deutschland GmbH, Mooswaldalles 1, 79108 Freiburg im Brelsgau, Germany; DE_BW_01.M 1A 202
4_0060

Microbiological testing: total aerabic microbial count {TAMC), method: Ph. Eur. 2.6.12, limit: not more than 10° CFU/ g;
total combinad yaasts moulds count {TYMC), method: Ph. Eur. 2.6.12, limit: not more than 16* CFU/ g; spacified
microorganisms, absence of E, coli (1 g), methed: Ph. Eur. 2.8.13, limit: conforms.

This tosting is not performed routinely, meats when tested. If no results are listed on the CoA, tesling was not performed.

Cartificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

}, the undersignad, qualified parson for the Pfizer Manufacturing Deutschland GmbH, Mooswaldaliee 1, 78108 Froiburg tm
Brelsgau, Germany confirm that this product was manufactured for the Ukrainlan market.

Wa guarantee the quality of this product was manufactured according to the rulss of Good Manufacturing Practice and the
appropriate Certificate of Analysis was issued.

This cerfificate may not be reproduced and Is solely destinad to the Governmental Authorities of Ukraine.

tosued By: MARTIN ORTOLF Duto of Issue:  26-0ct-2024 14:42:22

This certificate wae created by a validalnd system and lu valid without manua) signature,

Pago 5018



PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1
70108 FREIBURG 1M BREISGAU, GERMANY

Certificate of Compliance

1 hareby certify that all the manufacturing stages, including packaging / labeling and quality control, of this batch of
finished product have been carried out in full compliance with the GMP requirements of the EU and with the requirements
of the Marketing Authorisation{(s) of the destination country/countries, The above information is authentic and accurate.
‘The corresponding active ingredient was manufactured in compliance with GMP, The batch processing, packaging and
analysis records were reviewad and found to be In compliance with GMP. Any investigations, deviations and
discrepancies have been approved.

This batch has been roleased by a Qualified Person,

The spelling and ZIP cods of the manufaciurer Pfizer Manufacturing Deulschland GmbH was changod and formarty
known as

Plizer Manufacturing Deutschiand GmbH

Betriebsstaette Frelburg

Mooswaldatiee 1

78080 Fraiburg

‘Tha correction of the ZIP code and spalling of the address of the manutacturer Pfizer Manufacturing Deutschland GmbH
does not affect the localization of the manufaciudng site or have any implications on the content of the manufacturing
authorization and GMP ceriificate.

Dispositioned By: MARION ARNOLD
Disposition Date. 28-0ct-2024 14:07:51
This cerifficate was created by a validated system and is valid without manual
signature,
tosued By: MARTIN ORTOLF Duto of iseue:  28-Oct-2024 14:42:22

This caiificats was crealod by a validated systom and Is valld without manual signature.

Pago S ol 8



JAEPKABHA CIIYKDBA 3 ﬂIKAPCI)KI{_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIH OBJIACTI

npos. Ceitimaroi Hagaii, 3, v.Kuie, 02099, ren/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APIICY 37078774

BUCHOBOK
Npo AKICTL BBe3eHoro B YKpaiHy JiKapchKoro 3acody

21.02.2025 Ne 6478/25/10

JIIPHKA

(vaftenysatnig nixapesxora 3acoby 3rinHo 3 peecTpaniiisiM HOCBIATEHHAM)
Kancyau no 150 mr; no 14 xancya y Guicrepi; no 4 6aicTepn B KapTon#iil Kopotui

(dhopMa BIIYCKY, TO3YBAHHA, BUA MMKYBEHHA NiKapcekaro 3acoby)

Homep peectpanifisoro nocsizverns UA/3753/01/02 erpox aii peccrpauiiinoro nocsiauenus 01.01.2099

Cepia nixapepkoro sacoby Ne LT6340 Kinskicts Beescuoro fikapeskore.sacoby 288
Bupo6uik Hbaiizep Menwodexuaypuur Joitunenn I'm6X, HiMeuuuna
(erafimestysapsa BHpoGHIKA AIKAPCEKOTO 3acoby, KpaiHA HOXOIKEHHS)
Boeseno B Vxpainy Criible YKpainCLKO-£CTORCbKE MANPHEMCTBO ¥ QOPMI TOBAPUCTBA
3 obmereHow BignosigaasuicTo "Onrista-®apm, JT", izest. rox:
21642228

{nafimerynauus Ta Ko 32 CAPIIOY topinivsol-ocoGu abo npiseynne, iv's, na Garsxosi §izyuol
ocof - mignpHes, 1 Micie nposisates Ta peecTpaniiianii HoMep o6aikaR0T KAPTKH MIATHHKA
nagarxin abo cepis Ta HOMEp NacnopTa}

IpoToxon sizyagsuoro renrpoenio sin 21.02.2025 Ne 0447/3.

3a pesymsTATAMH JEPABHOTO KOHTPOIIQ BCTAHOBICHC, WO  JiKapehKnil aacié psescHo B Yepainy 3

JTOTPHMAITHAM Binior 33K0HOIABCTEA M1010 3a0e3MTEUSHHS AKOCT AIKAPCEKEX 3ac0Bin,




= Pfizer

Material Number:

Certificate of Analysis

F000140420

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1

79108 FREIBURG 1M BREISGAU, GERMANY

Description: LYRICA 150mg CAP 4x14 BLS UA
Batch: LT6340
Specifications Refarence HO00013986-01
Numbar:
Manufacture Date: 09-Jul-2024
Expiration Date: 01-Jul-2027
Source Lots: 1.H1250 - HO00013988
Tost Specification Tost Method Result
Description Cont Snap hard gelatin Visual Conforms
capsule, Slze 2,
Color of body: white opague,
Color of cap: white opague,
Color of imprint; black,
imprint on body: PGN 150,
{mprint on cap: Pfizer,
Content: white lo off-white
powder
{dentification HPLC The retention time of the HPLC Conforms
main peak obtained from the
Ssmple Preparation
corresponds to that obtained
in the chromatogram of the
System Suitability
Praparation.
{dantification IR The spectrum agroos with IR Conforms
reference spsctrum,
Assay and Purity Pregabalin HPLC
Assay Progabalin (percent) 95.0 - 1056.0% of the label 8.5 %
claim
Assay Pregabalin {mg) 142.5 - 157.5 my/Capsule 147.8 Milligrams Per Caps
Impurities / Dagradation Products, NMT 0.2% (wiw) <0.1 %
Specified: PD 0147804
impurities / Dagradation Products, NMT 0.2% whw each <0.1 %
Unspecified
Total impuritios NMT 1.0% «0.1 %

tosued By: MARTIN QRTOLF

Dato of lssue;  30-0ct-2024 10:30:00

This cortificats was crsated by a validated systam and Js valid without raanual signature.
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o= Pﬁzer

Material Numbaer:
Dascription:

Batch:

Specifications Refoerence
Numbaer

Manufacture Date:
Expiration Date:

Source Lots:

Tost

Uniformity of dosage units
Resutt
Average
Minimum
Maximum
RSD
Agcaptance value
Stage

Dissolution Pregabaslin after 30 min
Result
Average
Minimum
Maximum
RSD
Stage

Certificate of Analysis

F000149420

LYRICA 150mg CAP 4x14 BLS UA

LT6340
HO00013988-01

08-Jul-2024
01-Jul-2027
LH1250 - H000013966

Spacification

Conforms Ph. Eur, 2.9.40

NLT 80% (Q)

Tagi Method
Ph. Eur, 2.8.40

UsSP <711>

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1

79108 FREIBURG IM BREISGAL, GERMANY

Result

Pass
98.5 %
87.3%
100.2 %
095 %
22%

Pass
96 %
95 %
99 %
1.8 %

The Cartificate of Analysis was created by a validated system upon Head of Quality Contral approval and is valid withowt

signature.

The spelling and Z1P code of the manufacturer Pfizer Manufacturing Deutschland GrbH was changed and formedy

known as

Plizer Manufacturing Deutschland GmbH

Batriebsstaette Freiburg
Mooswaldaliee 1
79090 Freiburg

The correction of the ZIP code and spalling of the address of the manufacturer Plizer Manufacturing Deutschiand GmbH
does not affect the localization of the manufacturing site or have any implications on the content of the manufacturing

avthorization and GMP certificate,

fosued By MARTIN QRTOLF

This cortificat was crsatad by a validaled systam ard is valid without reonual signature.

Pago 20t 6

Dato of lssue;  30-Oct-2024 10:30:00



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

P Ze r MOOSWALDALLEE 1
76108 FREIBURG M BREISGAU, GERMANY

Certificate of Analysis
Material Number: F000148420
Description: LYRICA 150mg CAP 4x14 BLS UA
Batch: LT6340
Specifications Referance HO00013988-01
Numbor:
Manufacture Date: 09-Jul-2024
Expiration Date: 01-Jul-2027
Sourca Lots: 1LH1250 - HO000 13886
tosued Bys MARTIN ORTOLF Dulo of lsgue  30-Oct-2024 10:30:00

This crtificals was created by a validated aystem and s valld without rranual signature,

Pago 3ot b



& Pfizer

Certificate of Compliance

PFIZER MANUFACTURING
DEUTSCHLAND GMBH
MOOSWALDALLEE 1
79108 FREIBURG M BREISGAL, GERMANY

Material Number: F000149420

Description: LYRICA 150mg CAR 4x14 BLS UA
Destinations: Ukralne

Batch: LT6340

Manufacture Data: 08-Jul-2024

Expiration Date: 01-Jul2027

Quantity Manufactured: 10032 Each

Date of Relaase: 30-Qct-2024

Registration Numbaer: UAS3T53/01102

AP Name: Pregabalin

Package Type: Blistor

Dosage Type: Capsules

losued By: MARTIN ORTOLF Dute of lssuo:  30-0ct-2024 10:30:00

This carificats was craaled by a validated system and is velid without rronual signature.

Pago 4 of 6



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

" P Ze r MOOSWALDALLEE 1
79108 FREIBURG 1M BREISGALL, GERMANY

Certificate of Compliance

Dosage form: capsule
Name, address and number of manufacturing authorization ficense of manufacturing and quality control site:

Pfizer Manufacturing Deutschland GmbH, Mooswaldalles 1, 76108 Fralburg Im Brelsgau, Germany; DE_BW._01_MIA_202
4_0080

Microblological testing: total aerobic microbial count (T. AMC), method: Ph. Eur. 2.6.12, limit: not more than 10° CFU/ ¢;
totat combined yoasts moulds count (TYMC), mathod: Ph. Eur. 2.8.12, limit; not more than 10% CFU/ g; spacified
microotganisms, absence of E. coli (1 g), method: Ph. Eur. 2,813, limit: conforms,

“This testing is not performed routinely, meets whon lested. If no results are listed on the CoA, testing was not porformed.

Ceortificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

1, the undersigned, qualified parson for the Pfizer Manufacturing Deutschland GmbH, Mooswaldalioe 1, 79108 Froiburg Im
Brelsgsu, Germany confirm that this product was manufactured for the Ukrainian market.

Wa guarantee the quality of this product was manufactured according to the rules of Good Manufacturing Practice and the
appropriate Certificate of Analysis was issued.

This cartificate may not be reproduced and Is solely destined to the Govarnmental Authorities of Ukraine.

tosuod By: MARTIN QRTOLF Dote of lssue;  30-0ct-2024 10:30:00

Ths cortificate was craatod by a validated systam and |s valid without manual signature.

Pago B ot 6



PFIZER MANUFACTURING
DEUTSCHLAND GMBH

i
B P Ze i MOOSWALDALLEE 1
76108 FREIBURG IM BREISGAU, GERMANY

Certificate of Compliance

| hareby certify that all the manufacturing stages, Including packaging / labeling and quality control, of this batch of
finished product have been carried out In full compliance with the GMP requiremsnts of the EU and with the requirements
of the Marketing Authorisation(s} of the destination country/countries. The above information is suthentic and accurate.
The comresponding active ingredisnt was manufactured in compliance with GMP. The batch processing, packaging and
analysis records were raviewed and found to be in compliance with GMP. Any Investigations, deviations and

discrepancles have been approved.
This batch has been roleased by a Qualified Person.

The spelling and ZIP code of the manufacturer Pfizer Manufacturing Deutschland GmbH was changed and formarly
known s

Prizer Manufacturing Deutschiand GmbH

Betriebsstaatte Frelburg

Mooswaldalleo 1

78090 Fraiburg

“Tha correction of the ZIP code and speliing of the address of the manufacturer Pfizer Manufacturing Deutschland GrobH
dows not affect the Incalization of the manufacturing site or have any implications on the content of the manufactuting
suthorlzation and GMP certificate.

Dispositioned By: Tanja Lehmann
Disposition Date: 30-0Oct-2024 09:36:00
This cerificala was crealad by a validated system and is valid without manual
signaturo,
L
{utued By, JAARTIN ORTOLF Dote of Isgue:  30-0ct-2024 10:30:00

Thés cortificatn was craated by a validaled system and [s valid without repnual signature.
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