HJEPJKABHA CJIYXBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJACTI

npos. Ceitinynoi Hanii, 3, m.Kuig, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
npo sikicTh BBE3¢HOr0 B YKpaiHy JiKapchbKkoro 3acoby

15.01.2025 Ne 668/25/10

JUHTIPUMAP®

(rafiMenyBarHs NikapcbKoro 3acofy 3riAHO 3 peecTpallifiTiM NOCBIXIEHHAM)
TabJIeTKH, BKPUTI IJIIBKOBOIO 060J10HK0F0, 10 20 Mr, no 10 TabéseTok y Gaicrepi; mo 3
oJicTepu y KapTOHHIH kKopo6ui

(hopMa BUMYCKY, I03YBaHHS, BHI NMAKYBAHHS NiKapchkoro 3acoby)
Howmep peccrpanitinoro nocsiguenus UA/2377/01/01 crpox aii peectpauiitioro nocsipuenis 01.01.2099
Cepis nikapcbkoro 3acoby Ne LG4956 KinbkicTs BBE3EROTO Nikapebkoro 3acoby 720

Bupo6nuk [Taiizep Mentodexkuypunr Joiuneng 'm6X, HiMeuunna

(HaiiMeHyBaHHS BHpOOHHKa Nikapcekoro 3aco0by, kpaiHa MOXOMKCHIIS)

Baeseno B Vipainy CriiibHe yKkpaiHChbKO-eCTOHCHLKE MiANPUEMCTBO Y (popMi TOBAPUCTBA
3 00MeskeHol0 BignosigansuicTio "OnTiMa-®apm, JITH", inent. xox:
21642228

(naitmenysanns ta xoa 3a €JIPTIOV wopuauunoi ocobu abo npizeuile, iM's, 110 6athkoBi (pizuunol
ocoGu - nianpuemMu, Ti Micle TPOXKHBaHHS Ta peecTpallifiunii HoMep 06ikoBOi KapTKu NAaTHHKaA
rofaTkis abo cepin Ta Homep macrmopTa)

MpoTtokos Bizyannuoro kourpoaio sin 13.01.2025 Ne 0037/6.

3a  pe3ynbTaTaMH  JICPXKABHOIO KOHTPOMK BCTAHOBIGHO, LIO0 JHKapChKMM 3aci®  BBeseHo B YkpaiHy 3

JOTPUMAHHAM BuUMOT 3aKOHOIABCTBA WOJO 3a6e3reHeH s AKOCTi JliKapchkux 3acobis.

-
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Mepexnaj

TIbAU3EP MEHIOGEKUYPHHIT JOHYNEH/ TMBX

79108 GPAHBYPT IM BPAMCTAY

MYCBAMBAAJIL 1

HIMEYUYHHA

nata 02-09-2024

ChopmoBano:
Harasis Busiensex
Cropinka 1l 34

CepTudikar aHanxisy

NJIBKOBOIO 000.JI0OHKO10, 1o 20 M1

JinpuMmap®, Ta6JIeTKH, BKPUTI
Ne10x3 y6Jricrepax

[Tpu3sHaueHHs: Ykpaina

Homep marepiany: F000142816
Jlata Bupobunursa: 15/11/2023

Cepist Ne: LG4956
TepmMin npuaaTHocti: 01/11/2026

AHaniTH4Ha npoueAypa: 966000-09
Tecr Metoa Jdonycrumi mexi PesyawTar
[e] p{%(® 1202/ Biai kpyrai, noxpyuTi MIBKOBOIO 060A0HKOIO Bignosigae
PesysbTart BizyannHo TabAeTK 3 IPaBipyBaHHAM
«20» 3 optHOTD GOKY Ta «ATV» - 3 inuwioro.
PO3UYHUHEHHSA ATOPBACTATHHY
vepes 15 xBiauu
PesysnuraT’ TM-0258A/Yd He menwe 80% (Q) Bix 3asiBnexol BiAnosigae
KisibKOCTi
- CEPEeJIHE 3HAEHHH TM-0258A/Y® - 92
- MiHiMyM TM-0258A/Yd - 87
- MaKCUMyM TM-0258A/Y® = 100
- CTanfapTHe BiAXUIEHHS TM-0258A/Yd - 4,7
- cTapisn TM-0258A/Yd - 1

IAEHTUDIKALISA ATOPBACTATHHY / TIOX
Pesyantat

IAEHTUDIKALIS ATOPBACTATHUHY /BEPX
Peayasrar

TM-0253A/TUIX

Besinunna R 4J1st OCHOBHOT /1AM Ha
XpoMaTorpami, ogepxaniit gusi
BUNPOGOBYBAHOI'O PO3UKHY, MTOBUHHA BignoBigae
BiZANOBIATH BeAWMWRI Ry JIJiIsi OCHOBOHO! IJIAMHM

Ha XpoMoTOorpami, olepannii gas

CTAHAAPTHOTO POIYHHY

Yac yrpuMyBaHHA OCHORHOIO MiKa,
OJEePKAHHOTO 3 XPOMaTOTPAMH PO3YHHY JUIH

KiluKicHoro BH3HaueH s, NOBKWHEH BianosigaTu

TM-0255A/BEPX , Bignosigae
yacy yTpuMyBaHHs OCHOBHOTO MiKa,
0/1€PAHOTO i3 XPOMATOrPaMu CTaHAAPTHOTO
pO3UHHY
HUCTOTA ATOPBACTATHUHY /BEPX
IHauBigyanbii pigomi MpoaykTr
poanaay PD140728
PesynnTaT TM-0255A/BEPX He Ginbuie Hik 0.3% (nutoua) 0.2
- PD130694 TM-0255A/BEPX e 6iabwe ik 0.3% (naowa) <0.1
PesyabTaT
- PD153824 TM-0255A/BEPX He 6ianie Hix 0.3% (rnsiowa) <=0.3
Pesyantat
- PD148996 TM-0255A/BEPX He Giabiue Hix 0.3% (naowa) <=0.3
PesynuTat
- PD139884 TM-0255A/BEPX He Giabiue Hix 0.3% (noua) <=0.3
PesynuTar ;

JloKYMEHT PO3FASAACTLCA HK BAACHICTS TA Gy CTHOPENRUit UL onepatii Giznecy Ta AJs neperasnay poGiTHHKAMHA Ta HPCACTABHUKAMI PETYASTOPHHX opranis.
Po3noBCIoAXeRN Ta Nepeaada TPeTiM cTopoHaM By3 10380y 3a60PpOHEHD.

emaedcs060 iaenTudikaniiinui nomep cneuudikauiin 118441564 iM'st LICRDEGP

o
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MOAH3EP MEHIODEKYYPUHT JORYNEH] TMBX

MYCBAJB/AJIL 1

79108 GPAHBYPI"IM BPAMCIAY

HIMEYYHMHA

nata 02-09-2024

CdopmosaHo:
Haranist Buneuzsek
Cropinka 234

Ceptudikar aHajgizy

JlimnpuMap®, Ta6JIeTKH, BKPUTI IJIIBKOBOI 06010HKO0K0, 110 20 Mr Ne10x3 y
ésicrepax

. MpusHaveHHs - YkpaiHa

Homep maTepiany: F000142816 Cepisa Ne: LG4956
JlaTa Bupo6HuNTBa: 15/11/2023 Tepmin npugatHocti: 01/11/2026
Ananituvuna npoueaypa: 966000-09

Tect MeToz Monycrumi mexi PesyabTat -
Inausigyanshi HesigoMi npoayKTH TM-0255A/BEPX  we 6inblue Hix 0.2% (nsrowa) <=0.2
poanaay uH HeBigoMi JOMILIKH OKPEMO
Peaysbrar
3araJjibHa KiJLKicTh TpoAyKTiB posnagy  TM-0255A/BEPX He Binbiue HiXK 1.5% (nsowa) 0.2
PesyantaTt
KIJIbKICHW W BMICT ATOPBACTATUHY TM-0255A/ BEPX 194 - 21,0 Mr (3asB. 20 Mr) 20,4
/BEPX
PesysbTaT
KIABKICHWH BMICT ATOPBACTATUHY TM-0255A/ BEPX 97.0 - 105.0 % 102.2

/BEPX
PeaynuTar
OJAHOPIAHICTDL
JO30BAHHX
OJIMHULbL/Yd
PesysnbTaT

- cepelHE 3HaYeHHA

- MiniMy™M
- MakcuMyMm

- craunin

- KpuTepi# upuiusTiocTi

- koedilieHT BiAXWUIEHHRA

TM-0256A/
€sp.Papm.
2.9.40/USP-NF
<905>

Bifnosigae sBuMoram Esp.dapm. 2.9.40

He 6ianine Hix 15 %

BiinoBigae

101.7
100.1

103.2
1

3

1.0

CeprudiraT ananisy 6yr cTBopeHuit BaJiIoBaHO0 CHCTEMOIO THC/H ITOrOKCHHS KeDIBHUKOM BiAATY KonTposio sixocti i Aificnnii 6ea

nignucy.

HarnucauHst aapecy Ta MONIToRoro 1Aexcy Bupo6nuka lNakzep Meutodexuypuur Joiiwneny 'MEX 6yuio amineito ta paniwe igoMi 1k

Taitaep Memoderuypunr Joiuseny TM6X, BETPIBHITETTE ®PAHBYPT, MYCBA/bAAJD 1, 79090 GPAHBYPT

Bunpas/ieHHs MTOUWTOBOrO (HAEKCY Ta HANUCAHHA ajipecy BupoGHuKa [lpaitaep MeHogexuypuur Jostuneng 'M6X He BIAWBAE Ha
MiclezHaXoAKeHHs! BUpOGHUIOT ALTLHUWIL Ta He BIJIMBAE Ha BMIiCT BUpoGHUY Ol Ainensii Ta ceptidixaty HBII.

JIOKYMEHT POITSAACTLCA A1 BAACHICTL Ta 6YB CTROPEHMIT Ui ollepaniil Gizyecy Ta Asis HeperLiay poGiTHUKaMH Ta MPE/CTaBIKaMi PETYJIHTOPHUX oprauis.
Poanioncio/oken s Ta nepejata TpetiM cropouas Gy 03By 3abopouctio.

emaedes060

ifeHTHhIKanBinni nosep cnenndikaiiin 118441564

im'st LICRDEGD




NPAHZEP MEHIOPEKYYPUHT AOHYJIEH] TMBX naTa 02-09-2024

MYCBAJLAAJD 1
79108 GPARBYPI" IM BPAWCIAY Cdhopmonano.

Eﬁz@r HIMEMYHHA Haranisa Bunenseic

Cropiuka 334

CepTudikat BiANOBIAHOCTI

JinpumMmap®, TaGJeTKU, RKPUTI IVTIBKOBOK 000JIOHKO010, 110 20 Mr Ne10x3 v
oJlicTepax

Mpuanayeuns - Ykpaina -

Marepian Ne: F000142816

Cepia Ne: LG4956

JAarta BUpcOHUITBA: 15/11/2023

TepMin npugaTHoCcT: 01/11/2026

Ruxia: 22544 yn.

JlaTa BUNYCKY: 13/06/2024

BuxiaHni cepii: 8 . ; 3193512
PeecTpauiiine noceiguennsa No: UA/2377/01/01
Hazga Aim‘qd'l' PevyOBUHH: aTOpPBACcTATUH KalbLilo
Tun ynakosku: ' 6aicrep )
Jlikapcska gpopMma: TaBaeTKH, BKPUTI

IIBKOBOW 0GONOHKOI0

Hazsu, agpecy Ta HOMepH JiLen3iil A BCix JiABHULL 10 BUPOOHKUTBY Ta KOHTPOJI AKOCTI IKapcbKoro 3acoby:
M$aizep Menmodexuypuir Joiuneng 'moX, Mycsaabsans 1, 79108 dpaitGypr Im Bpaiicray, Himeuuunna
DE_BW_01_MIA_2024_0007 ‘

Mikpao6iosoriuna yucToTa:
-3araabHUH BMicT aepobrux 6akTepiil, MeTo Esp.Papm. 2.6.12, rpannyi - He 6inbute 103 KYO/r;
-3araJbHUI BMIiCT Apixapkis Ta naiceneBux rpubis, merto €sp.Papm. 2.6.12, rpannui - He Ginbwe 10 2 KYO/r;

cneuudiutii mixkpoopranismu, E.coli - meTog €sp.Papm. 2.6.13, rpanuili - BiANOBIAAIOTD.
Lle TecTyBalHA He NPOBOAUTLCS Ha KOXHIiM .cepii; BiAnoBigae BuMoram npu TectyBanHi, ko B cepTidikati ananisy ne Brasaui
pe3ynbTaTH Mo JalioMy TecTy, e 03HavaE, uo TecTyBaHHsa He TTPOBOANIIOCE.

CepTudikar sxocri

Opranam Oxopouu 310pos’'s Ykpaiuu
TAPAHTIMHUH JTUCT

£, Toll, XTo NiANUCcaBCsA HWXKYeE, YIOBHORaXeHa 0co6a Ildaitzep Menlodexuypunr Joiiunens 'M6X, Myceanugant 1, 79108 dpaitéypr
Im Bpaiicray, Himeunnua, niATBepKy0, L0 AaHUH NPOAYKT 6YB BUTOTOBJCHUI A/ PUHKY YKpaiHH.

MW rapaHTY€EMO AKiCTL {LOTO TPOAYKTY Ta Te, o BiH 6yB BHroTosieHHIT Bignosigio Ao npasua Hasexxiol Bupo6uutiol MpakTHKy, B
peaysabTaTi woro Gys suuyiueHvil Bignosijuuii Ceprudikar ananisy. '

Leit cepTHdikaT He moxce 6yTH BiATBOpeEUil | TpUsHaveHW TINbKY A8 PeryAATOPHUX oprais Ykpaitu.

L{uM sacBiguyio, 0 HaBeAeHa BUILE iHGOPMaILis € ayTEHTHYHO Ta 4OCTOBipHOIO. Lia NapTist TpoAyKTy 6y/ia BUTOTOBJICHA,
BKJIOHAI0YM CTalil NaKyBaHHA/MapKyBalHs Ta KOHTPOJO SKOCTI, Ha NPUBEAEHOMY BUlle BUPOGHUIITBI (aX) B NMOBHI RignosiguocTi
o sumor HBIT MicieRnx pery/isiTopHUX opraHis Ta i3 citerdikauisu, sapeecTposaHMMy B KpaiHi npusHauenHs. Bukopucrana
cy6cTaHLis 6y/1a BUFOTOBAEHA Y signosigrocTi go HBIL TexHonoriunumii npouec, polec yrnakoBKH Ta JJOKyMeHTallis 3 TeCTyBaHHSs
GyJii BUBYEH] Ta BURHAHI TaKWMM, ULO BigrosigatoTs HBITL Moxutisi Hacjaifky, BiagxuieHHs a6o po36ixiiocTi 6yJI0 MOro KeHo.

115t cepist yJia BUITyULela YoBHOBaXEH 010 0C06010,
Ileit cepTudikaT 6yJi0 CTBOPEHO BaJi/lOBAHOI0 CUCTEMOIO0 Ta BiH € AificliumM 63 pyuHOro mianucy.

EnexkTpoHHnii nignue: Xaxain Uisapu Micuesa sigMiTka wogo AaTH BHRYCKyY cepii: 13 wepsusa 2024 11:15:19

Mosauka lacy Ha cepsepi: 13 tepaus 2024 11:15:12

JIOKYMENT POATJISAAETHC K BAACHICTE T2 BYR CTROPEHW U9 oTiepadiit 6iaiecy Ta a8 Leperaafy PoGiTHIKAMN T3 TPREACTARIUKAMN PEryAHTORHUY oprardu.
Poanonciokenin Ta nepeana Tperin cToponam 6ys Bosusoay zaGoposcerio,

gmaedcs060 inentudikagiHnui yomep cremidinanii: 118441564 X im'sn LICRDEGP




NPARBEP MEHIO®EK YPHIIT JONUUJIEHA TMBX sara 02-09-2024
MYCBAJIBAAJIb 1 -
79108 QPAUBYPT IM BPAMCIAY Coopmosaito:

ﬁg} 2”2‘@5’” 3 HIMEYYUTA “Haranis Bunenzex
Cropinka 4 3 4

HanucanHts agpecy Ta H0IITOBOrO iHJeKCY BUpo6HUKa Mbaitzep Mentodexuypunr Joiunens 'M6X 6y/10 sMineHo Ta paHilwe BiZoMi sk
Maiizep Mentodpexuypunr Aoituneny 'm6X

Berpi6wrerte ®paiiGypr ’ )

MycBanbaans 1

79090 dpaiibypr
BunpapaeHHA NOUWITOROCO IHAEKCY Ta HaNMcaHHs ajpecy supobHuka Mdaitzep Mertodexuypuur Joiunens 'M6X He BIMBAE Ha
MicuesHaxo/pKeH s BUPOoBHUUOT Ai/IbHULI Ta He BIIWBaE Ha BMicT BUpoGiuyol sinensii ta ceprudikary HBIL

JLOKYMEHT PUirAsAaeThes stk BAACKICTE Ta Gy crsopeitil ans onepauiii 6ishecy Ta ans neperasay POGITHHKAMY T APEJACTABHAKAME PETYAATOPHHX OPraHiB.
PoanosCo/pKCeHH Ta tepefata Tperiv ¢ oporam Gys Auszsony sabopoieho.

emandes060 ineHTrhIKaLifauil HoMep cnenndikaniic 118441564 im's LICRDEGP



PFIZER MANUFACTURING

DEUTSCHLAND GMBH  Generated By:
BETRIEBSSTAETTE FREIRURG Barbara Ciblis

MOOSWALDALLEE 1 ‘ Page 1 of 5
79090 FREIBURG :

Certificate of Analysis

LIPRIMAR 20MG SMT 3X10 BLS UA

Destination: Ukraine

Material No.: F000142816 Batch No.: LG43956
Manufacturing Date: 15-NOV-2023 Expiry Date:01-NOV-2026
: Analytical Procedure: 966000-09
Test Method Limit Result .
APPEARANCE . , ,
Result’ S I 2.02/ White, round film-coated conforms
VISUAL tablets debossed "20" on

one side .and "ATV" on the
other side.

DISSOLUTION
ATORVASTATIN
in 15 min
Result TM-0258A / UV NLT 80% (Q) of the label conforms
claim
Average TM-0258A / UV - 92
Min. TM~0258A / UV - 87
Max . TM-0258A / UV =~ 100
Standard Deviation TM-02582a / UV = 4.7
Stage TM-0258A / UV - 1L+
IDENTIFICATION
ATORVASTATIN / TLC
Result TM~0253A / TLC The R(f) value for the conforms
principal spot obtained
from the test solution
corresponds to that
obtained from the standard
solution.
IDENTIFICATION
ATORVASTATIN / HPLC
Result TM~-0255A / The retention time of the conforms
HPLC main peak obtained in the
chromatogram of the assay
preparation corresponds
to that obtained in
the chromatogram of the
standard preparation.
PURITY

ATORVASTATIN / HPLC
INDIVIDUAL KNOWN
DEGRADATION PRODUCTS
PD140728

Documentation is considered PROPRIETARY and is made available for business operations and review by employees and
regulatory agencies. Distribution to third parties without prior permission is prohibited.

Node: emaedcs060 Specification Name ID: 118441564 DoclUID : 8f2decb3-0402-40a5-bbbi-1762¢02711(8 Instance Name: LICRDE6P



PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTAETTE FREIBURG
MOOSWALDALLEE 1

79090 FREIBURG

Generated By::
Barbara Ciblis:
Page 2 of 5

Material No.:

Certificate of Analysis

LIPRIMAR 20MG SMT 3X10 BLS UA

F000142816
Manufacturing Date: 15-NOV-2023

Destination: Ukraine

Batch No.:
Expiry Date:01-NOV-2026

LG4956

Analytical Procedure: 966000-09
Test Method Limit Result
Result TM-0255A / NMT 0.3% (Area) 0.2
_ HPLC
PD130694
Result TM-0255A / NMT 0.3% (Area) < 0.1
HPLC
PD153824
Result TM-0255A / NMT 0.3% (Area) <= 0.3
HPLC
PD148996
Result TM~-0255A / NMT 0.3% (Area) <= 0.3
HPLC
PD139884
Result TM-0255A / NMT 0.3% (Area) <= 0.3
HPLC
INDIVIDUAL UNKNOWN
DEGRADATION PRODUCTS
Result TM-0255A / NMT 0.2% (Area) <= 0.2
HPLC
TOTAL DEGRADATION PRODUCTS
Result TM-0255a / NMT 1.5% (Area) 0.2
HPLC
ASSAY
ATORVASTATIN FCT / HPLC
Result TM-0255a / 19.4 - 21.0 mg 20.4
HPLC mg)
ASSAY
ATORVASTATIN FCT / HPLC
Result TM-0255A / 97.0 - 105.0 % 102.2
HPLC
UNIFORMITY OF DOSAGE UNITS
/ UV
Result TM-0256A / PH. Conforms to Ph. Eur. conforms
EUR. 2.9.40 / 2.9.40 requirements
USP-NF <905>
Average TM-0256A / PH. - 101.7
EUR. 2.9.40 /
USP-NF <905>
Min. T™™-0256A / PH. - 100.1

EUR. 2.9.40 /
USP-NF <905>

Documentation is considered PROPRIETARY and is made available for business operations and review by employees and

regulatory agencies.

Node: emaedcs0€60

pistribution to third parties without prior permission is prohibited.

Specification Name ID: 118441564 DocUUID : 9f2decb3-0402-40a5-bbbf-1762c0271118

Instance Name: LICRDEGP



PFIZER MANUFACTURING ;

DEUTSCHLAND GMBH Generated By:

BETRIERSSTAETTE FREIBURG Barbara Ciblis.

g MOOSWALDALLEE 1 ~ Page 3 of &

| ’ 79090 FREIBURG ‘

Certificate of Analysis

LIPRIMAR 20MG SMT 3X10 BLS UA

Destination: Ukraine

Material No.: F000142816 Batch No.: LG49356
Manufacturing Date: 15-NOV-2023 Expiry Date:01-NOV-2026

: Analytical Procedure: 966000-09
Test Method Limit Result

Max. ) -TM-0256A / PH. - 103.2
e < EUR. 2.9.40 /

USP-NF <905>

Stage TM-0256A / PH. - : 1
EUR. 2.9.40 /
USP-NF <905>

Acceptance Value TM~0256A / PH. Not more than 15% 3
EUR. 2.9.40 /
USP-NF <905>

Coefficient of Variation  TM=-0256A / PH. - 1.0
EUR. 2.9.40 /
USP-NF <905>

The results on the Certificate of Analysis were transcribed upon Head of Quality
Control approval.

Documentation is considered PROPRIETARY and is made available for business operations and review by employees and
regulatory agencies. Cistripution to third parties without prior permission is prohibited.

Node: emaedccz60 Specification Name ID: 118441564 DocUUID : 9f2dech3-e402-40a5-bbbl-1762¢02711(8 Instance Name: LICRDE6P



PFIZER MANUFACTURING i
DEUTSCHLAND GMBIL | Generated By:
BETRIEBSSTAETTE FREIBURG i Barbara Ciblis.
MOOSWALDALLEE 1 § ) ) Page 4 of 5

i

79090 FREIBURG

Certificate of Compliance

LIPRIMAR 20MG SMT 3X10 BLS UA

Destination: Ukraine

Material No.: F000142816

Batch No.: LG4956
Manufacturing Date: © 15-NOV-2023
Expiry Date: 01-NOV-2026

Yield: 22544 EA

Date of Release: . . - 13-JUN-2024
Source Lots: ' 3193512
Registration No.: v UA/2377/01/01

AP| Name: Atorvastatin Calcium
Package Type: Blister

Dosage form: film-coated tablet
Name, address and number of manufacturing authorization license of manufacturing and quality control site:

PFlZ_ER MANUFACTURING DEUTSCHLAND GMBH BETRIEBSSTAETTE FREIBURG, MOOSWALDALLEE 1,
79090 FREIBURG, Germany; .
DE_BW_01_MIA_2024_0007

Microbiological testing: total aerobic microbial count (TAMC), method: Ph. Eur. 2.6.12, limit: not more than 10°
CFUY/ g; total combined yeasts moulds account (TYMC), method: Ph. Eur. 2.6.12, limit: not more than 102 CFU/ g;
specified microorganisms, absence of E. coli (1 g), method: Ph. Eur. 2.6.13, limit: conforms.

This testing is not performed routinely, meets when tested. If no results are listed on the CoA, testing was not
petformed.

Certificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

|, the undersigned, qualified person for the PFIZER MANUFACTURING DEUTSCHLAND GMBH
BETRIEBSSTAETTE FREIBURG, MOOSWALDALLEE 1,79090 FREIBURG, Germany confirm that this product
was manufactured for the Ukrai.nian market.

We 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 certificate may not be reproduced and is solely destined to the Governmental Authorities of Ukraine.

Decumentation is considered PROPRIETARY and is made available for business operations and review by employeec and
regulatory agencies. Distribution to third parties without prior permission is prohibited.

Node: emaedcs060 Specrfication Name ID: 118441564 DoclUUID : 9(2decb3-e402-40a5-bbbl-1762¢0271118 Instance Name: LICRDEGP



PFIZER MANUFACTURING

: DEUTSCHLAND 'GMBH ' B Generated By:
i ﬁ.@ fZer BETRIEBSSTAETTE FREIBURG Barbara Ciblis

MOOSWALDALLEE 1 ) ' Page 5 of 5
79090 FREIBURG ‘

| hereby 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 Authorization(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 brocessing, packaging and analysis records were reviewed and found to be in compliance with GMP. Any
investigations, deviations and discrepancies have been approved.

This batch has been released hy a Qualified Person.

The spelling and ZIP code of the manufacturer Pfizer Manufacturing Deutschland GmbH was changed to actual
valid MIA DE_| BW_01_MIA_2024 _0007. Formerly known as

Pfizer: Manufacturmg Deutschland GmbH ‘

Betriebsstaette Freiburg

Mooswaldaliee 1

79090 Freiburg

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

This CoA/CoC is an‘updated version (03) to a previously issued version. The following changes have been made:
Adress change in Header and Certificate of Compliancé from current: ‘

PFIZER MANUFACTURING DEUTSCHLAND GMBH MOOSWALDALLEE 1 79108 FREIBURG IM BREISGAU
GERMANY

to former!

PFIZER MANUFACTURING DEUTSCHLAND GMBH BETRIEBSSTAETTE FREIBURG MOOSWALDALLEE 1
79090 FREIBURG

Reference of current ZIP code was updated.

Actual valid MIA was added.

The prbdu:@;t release date has not been changed.

A V z W(Iﬂ Anna Victoria Welte
i ’ f 09 SED 2024 07:45:037-0400
REASON: | have reviewed thls document and have no comments that

require addressing.
Data Veriﬁed by b‘)c.d4b32-0d14-41c6-a83a»06cc5efr935:

Manager SC/ Date

: (]‘ /. fé Jacqueline Schwarz
, 620?((@ e QCIWAIZ Sep 2024 08:50:038-0400
REASON: | approve this document.

Data approved by 6dd619c9-9107-4cd0-add4-89¢0d3de23el
Qualified Person / Date

Documentation is considered PROPRIETARY and is made available for business cperations and review by employees and
regulatory agencies. Bistribution to third parties without prior permission is prohibited.

Node: emaedcs060 specification Name ID: 1184415641 DocUUID : 9f2dech3-e402-40a5-bbbf-1762c0271118 Instance Name: LICRDEGP
'
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Subject CN TAIGLE LLC
Subject DN EMAILADDRESS=operations@msbdocs.com,CN=TAIGLE LLC,0U=MSB,0=TAIGLE LLC,L=Irvine,ST=California,C=US

Email operations@msbdocs.com

Serial # 94498063721598734909473981570044396779

Issuer DN CN=Entrust Class 3 Client CA - SHA256,0U=(c) 2015 Entrust, Inc. - for authorized use only,OU=See www.entrust.netlegal-terms, O=Entrust,
Inc,,C=US

Signing Time 09 Sep 2024 08:50:038-0400
The Certificate chain was successfully built to a Trusted Root Certificate.
The Signer's identity is valid.

The Document has not been modified since the signature was applied.

This page was added to the original document by the MSB Validation Service (SVS) as part of the process to convert
active signature block content into inactive text. A full validation report of each signature is generated and cross-
referenced using a numeric footnote annotation.

DocUUID : 912decb3-0402-4035-bbb(-1762¢027 1118



Time Stamp

09 Sep 2024 07:34:053-0400

09 Sep 2024 07:34:05.-0400

09 Sep 2024 07:44:033-0400

09 Sep 2024 07:45:037-0400

09 Seo 2024 07:45:037-0400

09 Sep 2024 07:45:037-0400

09 Sep 2024 08:50:011-0400

tser

Barbara Ciblis

UUID : 75267614-0aa0-4786-87b1-bdSaadddc448
Email : Barbara.Ciblis@pfizer.com

IP Address : 168.224.160.14

0S: Windows, Browser: Edge, Device: Desktop

Anna Victcria Welte
UUID : b9cd4ba2-0d14-4106-a83a-06ceSefc935¢c
Email : AnnaVictoria.Welte@pfizer.com

Anna Victoria Welte

UUID : b9cd4ba2-0d14-41c6-a83a-06ceSelc935¢
Email : AnnaVictoria.Welte@pfizer.com

IP Address : 168.224.160.14

0OS: Windows, Browser: Edge, Device: Désktop

Anna Victoria Welle

UUID : b9cddba2-0d14-41c6-a83a-N6ceSefc935c
Email : AnnaVictoria.Welte@pfizer.com

1P Address : 163.224.160.14

0S: Windows, Browser: Edge, Device: Desklop

Barbata Ciblis
UUID : 75267614-0aa0-4786-87b1-bdYaadddcd48

Email ; Barbara.Ciblis@pfizer.com

Jacqueline Schwarz
UUID : 6dd619c9-9107-4cd0-add4-89¢0d3de23et
Emait : Jacqueline.Schwarz@pfizer.com

Jacqueline Schwarz

UUID : 6dd619c3-9107-4cd0-add4-89cGc3de23el
Email : Jacqueline.Schwarz»@pﬁzer.com

IP Address : 168.224.160.14

0S: Windows, Biowser: Edge, Device: Desklop

Document Antion

Started

RequestSent

Name : LIPRIMAR 20MG
SMT 3X10
BLS._LG4956_F000142816_
EU_TR_MOW_CoA
LIMS_Version 03_MSB.pdf

DocumentViewed

-, UUID : 9f2dech3-e402-40ab-

bbbf-176260271118
Document Source : GNOSIS

Narne : LIPRIMAR 20MG

SMT 3X10
BLS_L.G4955_F000142816_
EU_TR_MOW_CoA Signed
LiMS_Version 03_MSB.pdf

UUID : 9f2dech3-e402-40a5-
bbbf-1762c¢0271118

Document Source : GNOSIS

EPakStateChanged

RequestSent

Name : LIPRIMAR 20MG
SMT 3X10
BLS_LG4956_F000142816_
EU_TR_MOW_CoA
LIMS_Version 03_MSB pdf
UUID : 9f2decb3-e402-40a5-
Lbbf-1762¢0271118
Document Source : GNOSIS

DocumentViewed

Details

The custodian composed the ePak succesfully.
Subject: LIPRIMAR 20MG SMT 3X10
BLS_LG4956_F000142816_EU,_TR_MOW_CoA
LIMS_Version 03_MSB

ePak UUID: f339768e-7628-4093-8c19-0546b7df199

Sign request sent to elPak recipient,

Document viewed by signer.

The recipient sighed the document after authentication via
login password,

Comments: None

Signing Reason: | have reviowed tnis document and have
no comments that require addressing.

Consent: | understand thai my Electronic Signature is
Equivalent to my Handwritten Signature and is tnerefore
legally binding. My Electronic Signature wil rernain unique
to me, and under no circumstance | am allowed to disclse
my password to any individual which may allow
unauthorized access to system. | understand that 1 am
accountable and responsible tor all actions associated wilh

my Electronic Signature.

The ePak progressed to the next workflow state .

Sign request sent lo eFak recipicnt.

Document viewed by signer.

DocUUID : 912duch3-e402-40a5-bbbf-1762c0271168



09 Sep 2024 08:50:038-0400

09 Sep 2024 08:50:038-0400

Usar

Jacqueline Schwarz

LUID : 6dd619c9-9107-4cd0-add4-89c0d3de23e |
Email : Jacqueline.Schwarz@pfizer.com

P Address : 168.224.160.14

0S: Windows, Browser: Edge, Device: Desktop

Barbara Ciblis
UUID : 752676f4-0aa0-4786-87b1-bd9aadddc448
Email : Barbara.Ciblis@pfizer.com

Hocument fAotion

Name : LIPRIMAR 20MG

SMT 3X10
BLS_LG4956_F000142816_
EU_TR_MOW_CoA Signed
LIMS_Version 03_MSB.pdf

UUID : 9f2dech3-e402-40a5-
bbhf-1762c02711f8

Document Source : GNOSIS

Completed

Detalls

The recipient signed the document after authentication via
login bassword

Comments: None

Signing Reason: | approve this document.

Consent: | understand that my Electronic Signature is
Equivalent to my Handwritten Signature and is thercfore
leqally binding. My Electronic Signature will remain unique
to rhe, and under no circumstance | am allowed to disclose
my password to any individual which may allow
unauthorized access to system, | understand tnat | am
accountable and responsible for all actions associateo with

my Electionic Signature.

The ePak is compieted successfully.

DocUUID : 9i2dechd-e402-40a5-vkbl-1762¢027 1118
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