JEPKABHA CJIVKBA 3 JIIKAPCbKMX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npos. Ceitimunoi Hapil, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOT0 B YKPaiHy JiKapcbKkoro 3acody

15.01.2025 Ne 667/25/10

JIINMPUMAP®

(waliMenyBaHs NKapchbKoro 3acofy 3riflHo 3 peecTpauiiniM MoCBiAHEHHM)
TabJeTKH, BKPUTI IUTIBKOBOIO 060J10HK010, Mo 10 mMr, mo 10 TabyieTok y uicrepi; no 3
OJicTepu y KapToHHiil KopoOwui

(hopma BUITYCKY, 103yBaHHS, BUL MaKyBaHHA Jikapchkoro 3acofy)
Howmep peectpauiiinoro nocsizuenns UA/2377/01/04 crpox aif peectpauniitioro nocsiguenns 01.01.2099
Cepis nixapcbkoro 3acoby Ne LG4961 KinbkicTs BBE3eHOTO Nikapehkoro 3acoby 480

BupoGHuk [Taiizep Mentodexaypnur Horunenn I'm6X, HiMeuunna

(HaiiMeHyBaHHs BHpOGHHKA JlikapchKoro 3aco0y, kpaiHa MOXO/DKCHHS)

Baeseno B Ykpainy CrijibHe yKpaiHChbKO0-eCTOHChKE MANPHEMCTBO Y (GOpPMi TOBAPHCTBA
3 oGmexkeHo10 Bianosigaaenicrio "OnriMa-®apm, JITA", inent. xox:
21642228

(nadimenyBanus Ta oz 3a €IPTIOY opuauuioi ocobu aGo npissuie, iM's, no 6athiosi (isuunol
0cobu - nianpHemus, ii MicLe NPOXUBalHs Ta peecTpallifHnit Homep 0651iK0OBOT KapTKH MNaTHUKA
nojaTkis abo cepis Ta HoMep NacnopTa)

IpoTtoxkou Bisyansnoro konrpomo six 13.01.2025 Ne 0037/5.

3a pesylbTaTaMH JEpPXKABHOIO KOHTPOJNIO BCTAHOBNEHO, IO JIKapchKHH 3aci6 BBeseHo B VYkpaiHy 3

JOTPHUMAHHSIM BHMOI 3aKOHOJABCTBA 11040 3a6e3MeyeHHs AKOCTI JIKapCbKUX 3aco0iB.

7 BRI % \ -
3acTyn ﬂ Onsra EPLOMEHKO
i "B KOHTPOSIO) ‘ (rinruc) '(i}lilliaﬂﬂ Ta npissuiLe)



[lepexnaz

Pﬁzer

NMOAU3EP MEHIOGEKUYYPHHT
JIOMYNEH | TMBX
BETPIBUITETTE GPAUBYPT
MYCBAJIbAAJb 1
79090 GPAWBYPT

12-06-2024
Chopmonano:

Capa 3imGep
Ctopinka 133

CeprudikaTt aHanisy
Jdinpumap®, Ta6JIeTKH, BKPUTI IJIIBKOBOK 060JIOHKOIO, o 10 mMr

Ne10x3 yoiicTrepax

lpusHaveHHs: Ykpaina

Homep maTepiany: F000142814 Cepis Ne: LG4961
JaTa supo6uunrsa: 25/10/2023 Tepmin npugathocti: 01/10/2026
AnasiTHuHa npoueaypa: 966000-09
Tect MeTtoa Jonycrumi mexi PesyabTar
[e]31%(e 1202/ Bisi, kpyrati, BKpUTi n1iBKoBO10 060JI0HKOIO Bignosifae
PeaysnnTaT BisyaibHO TaGaeTKH, 3 rpaBipyBaHHsam «10» 3 oiHOTO GOKY

PO3YUHEHHA ATOPBACTATHIY
yepes 15 XBUAUH
PesyawTat

- cepe)iHE 3HAYEHHA

- MiHIMYyM

-~ MaKCUMym

- CTAHJMAPTHE BIAXUJICHHA

- cTajin

\IEHTUDIKALLIA ATOPBACTATUHY / THIX
PeaynuTat

IEHTUDIKALLA ATOPBACTATHHY /BEPX
PesynbTar

YUCTOTA ATOPBACTATHHY /BEPX
tuausigyanabri sigomi lMpoayxTh
posnaay PD140728

PeaynnTaT

- PD130694
PesyasTaT

- PD153824
PesyabTat

- PD148996
Pesyanrar

- PD139884
PesynnTaT

TM-0258A/YD
TM-0258A/Yd
TM-0258A/Yd
TM-0258A/Y®

TM-0258A/Yd

TM-0258A/Y®

TM-0253A/TIIX

TM-0255A/BEPX

TM-0255A/BEPX

TM-0255A/BEPX

TM-0255A/BEPX

TM-0255A/BEPX

TM-0255A/BEPX

Ta «ATV» - 3 iHworo.

He menuie 80% (Q) Bixg sasiBieHol

KisbicocTi

Beauuunna Ry fJist OCHOBHOI NJIAMH Ha
XxpomMaTorpami, ofepxanii ans
BUIIPOGOBYBaHOr0 PO3UNHY, NOBHHHA
BiZMOBIAAaTH BeNHUHKI Re VI OCHOBOHOI NIISMM
Ha XpOoMOTOrpami, ogepuautii ans
CTAHAAPTHOTO PO3YUHY

Yac yTpuMyBaHHA OCHOBHOTO TiKa,
0AepXKaHHOT'0 3 XPOMATOrPaMH Po3uWHY s

KiIbKiCHOT'0 BU3HAYEGHHSA, NOBHHEH BiANOBiAaTH
yacy yTPUMyBaHHsl OCHOBHOTO 1MiKa,
0/1ePXaHOTO i3 XpOMATOrpaMu CTaHJapTHOTO
po3YnHYy

He Giabwe Hix 0.3% (nnomwa)

He 6iabuie Hix 0.3% (rowa)

He 6ianue Hix 0.3% (nuiowa)

He Ginie Hixk 0.3% (rnowa)

He Gisbie KX 0.3% (nsoua)

signosigae

94

92

96

1,7

pignosigae

Bignosifae

JoxyMelt Po3rAsAAETC! SIK BAACKICTL Ta Byl CTBOPeHnii s onepaltif Giziecy Ta (U TIepersidy poGiTIIKAMIs T IPEACTaBINKaMi pe
Po3nOBCIOANENHS TA Tepelaua TPETIM cTopoHaM Gy3 Jo3Bsosy 3abopolieno.

emaedcs060

inewrudikanifinuii nomep crieundikauii: 118441513

ryasTopHUX opraKin.

[egye

iM's LICRDE6P
O 2

<



JOUUWIEHJ 'MBX

BETPIBIITETTE GPAUBYPT Cdopmosario:
MYCBAJIbJAIBL 1 Capa 3imMBep
79090 ®PAUBYPT CropiHka 233

Ceptudikar aHanisy

JlinpuMap®, Ta6JeTKH, BKPUTI IJIiBKOBOK 060/I0HKO10, 10 10 Mr Nel10x3 v
oJlicTepax

IMpusHayeHHs - YKpaina

Homep marepiany: F000142814 Cepia Ne: LG4961

Aarta Bupo6ruuTBa: 25/10/2023 Tepmin npugatHocri: 01/10/2026
AnaniTiuna upoueaypa:  966000-09

Tecr MeTopa, . Jonycrumi mexi PesyJibTar

InpusigyansHi HesigoMi NTpoayKTH TM-0255A/BEPX  He 6inbiue Hix 0.2% (110ma) <0.1

po3najly 4u HeBioMi JOMIIIKK OKpeMo

PesynbTaT

3arajbHa KILKICTL NPoAYKTiR posnagy  TM-0255A/BEPX  we Ginbe nik 1.5% (nnowa) 0.1

PesysibTaT

KINBbKICHUI BMICT ATOPBACTATHMHY TM-0255A/ BEPX  9.70 - 10.50 mMr (3aas. 10 mr) 10,23

/BEPX . .

PesysibTaT

KIJIbKICHW I BMICT ATOPBACTATHUHY TM-0255A/ BEPX  97.0 - 105.0 % 102.3

/BEPX

Pesysbrar

OAHOPIAHICTD

J0O30BAHHX

OAUHULL/YD _ .

PesynbTaTt . Bignogigae sumoram €sp.Papm. 2,9.40 pignosinae

- CcepejiHE 3HAYeHHSH TM-0256A/ ) . 103.3

. esp.dapm.

} 101.1
MIHIMYM 2.9.40/USP-NF -

- MAKCHMYM <905> R ’ 104.4

- cTafis » 1

- 1<pm-epiﬁ NpHAHATHOCTI ' He 6iabie uix 15 % 4

- KoedinieHT BIAXUICHHSA . 1.0

CepTudikat aHasizy 6yB CTROpEHHI Bail0BAHOI0 CHCTEMOIO nicas cxpajeHHst
KepiBHUKOM BIAAINY KOHTPOJIO 5(KOCTi i€ pitichnii 6es nignucy.

L0 KyMEHT POIVFJAAETHCS S BAACHICTH 7a Gyl CTHOPEnHiE Jist omepaniit 6isHecy Ta A1 HepLIsiHAY POBITHIKAMI T2 HPE/ICTANHUKAMI PETYJISTOPHIX opranin,
PoaNORCIOMKEHHS Ta MEPERANA “PETIM CTopoiIaM BY3 J0aR0.Ty 3a6apotedn,

emaedes060 inenrudikaniiingil HoMep coenndikauiic 118441513 iMm's LICRDEGP




ﬂ(I)AHSEPUMEH}QmEK‘IYPHHF 12-06-2024
JOUYJIEIT]] TMBX

BETPIGWITETTE GPAABYPT Copmonaro:

MYCBAJIbJAD 1 Capa 3iMbep

79090 GPANBYPT Cropinka 333

CepTudikar BiAnoBigHOCTI

Jlinpumap®, Ta61eTK!, BKPUTI IL/1iBKOBOIO 060JIOHKO10, 110 10 Mmr Ne10x3y
6Jiicrepax

[puayauenns - Yxpaina

Marrepian Ne: F000142814
Cepis Ne: LG4961

JaTa RUPOGHUITBA: 25/10/2023
Tepmin npugaTHocTi: 01/10/2026
Buxia: 6000 yn,

Hata Bunycky: 12/06/2024
Buxiaui cepii: .. 3186215
Peectpauifine nocsigdenus No: UA/2377/01/04
HaszBa nit040i pevyoBHHU: aTopBacTaTHH KaJibLUiio
Tud ynakosku: = Guictep
Jlikapcbka popma: TabaeTKH, BKPUTI

MJiBKOBOW 060JIOHKOK

Hassu, afpecy Ta HoMepHU JileHsiil Ans BeiX AlTBHUIL 0 BUPOBHUITEY Ta KOHTPOJIIO AKOCTI IKAPChKOTO 3acoby:
Maiizep Mentopexuypunr [oituneng 'M6X, Mycsannaait 1, 79108 dpaii6ypr Im Bpaticray, HiMmedunHa
DE_BW_01_MIA_2024_0007

Mikpo6iosoriyda yucToTa:

-3araJbLHMI BMIiCT a2poGHUX 6akTepiit, MeTos €sp.hapM. 2.6.12, rpaHuui - He 6lsbie 103 KYO/r;

-3araibHUI BMICT APDXKIE Ta NTiceHeBUX rpUGiB, MeTod EBp.Papm. 2.6.12, rpaHuui - He Giablwe 10 2 KYO/r;

cnenudivni mikpoopraniamu, E.coli - MeTon Esp.®apm. 2.6.13, rpanuyi - RIANOBIAAIOTE.

LIe TeCTyBaHHsi He NPOBOAUTLCA Ha KOXHIW cepii; Bijnmosigae BuMoraM npu TecryBaliti, SAxuto B cepTudikaTi ananizy He BKazaHi
peayibTary No AAHOMY TeCTy, L€ 03Havae, o TecTyBaHlis He NPOBOJMIOCH.

CeprudikaT AKOCTI

Opranam Oxopouu 3p0poa’st Ykpainu

TAPAHTIHHWH® JIMCT :

1, Toll, XTO MmiAnNUCcaBCs HbKYe, ynosHoBaxena ocoba laizep Meniopexuypunr JoHuiena 'M6X, Mycsanbaans 1, 79108 dpaiibypr
Im Bpaiicray, Himeuynna, NiATREPIOKYIO, o AaHKWH NPOAYKT 6yB BUTOTOBJIEHUH 418 PUHKY YKpaiHH.

Mu rapaHTYeMo AKICTh EOTO TPOAYKTY Ta Te, U0 BiH 6yB BUrOTOBJAEHHH BIANOBILHO A0 MPAaBUT HanexHol BupoGHuuoi [IpakTHKH, B
peayanTati Yoro 6ys suuyieHuis Bignosianui Ceptudikar analisy.

Ueit cepTrdikaT He Modke ByTH DIATBOPeHHUH | TPHU3sHAYeHUH TINbKY /1S PEry/IATOPHUX OpraHis Ykpaiuy.

Lism 3acsijguyio, ulo HaBegeHa Brile iHdOpMAallis € ayTeHTUYHOIO0 Ta JlocToBipiiolo. st napTist PpoAyKTY 6yJ1a BUI'OTORJIEHA, BKJItOYAlOUK CTaAil
NakyBaHHA/MapKyBallHA Ta KOHTPOJII0 IKOCTI, Ha IPUBCAEHOMY BHILC BHPOGHUITBI (ax) B nosniit BignosianocTi go sumor HBIT mMicuesux
PETYNATOPHKX OPraKiB Ta i3 cnenrdikallisMu, 3apeecTpoBaHUMK B KpaiHi npusnavents, Bukopucrana cyGeraHilis 6ysia BUTOTORJEHa y
gijnosigHocTi 4o HBIL TexHosoriviui npoiiec, poLec yrakoBKu Ta JIOKyMEHTAaLlis 3 TeCTYBaHHA Gy/I1 BHUBUEHI Ta BU3HAHI TAaKUMH, 10
gianosigawTb HBIT. MoxiMBi HACJIAKH, BiAXH/IeHHS 260 po36ibKHOCTI 6yJ/10 HOTOPKEHO,

Cepis 6yJia BUNyu{eHa YIIOBHOBaKEHO10 0C06010.
Heii ceprudikar 6yJ10 CTEOPEIo Bali0BAHOI0 CHCTEMOIO Ta BiH € JAidcHKM Ge3 py4HOro nigncy.
EstexTponsuit nigmuc: Xakain Wsapy Micuesa BiAMiTKa o0 JIATH BUNYCKy cepii: 12 vepsha 2024 09:01:15

Toznadka vacy Ha ceppepi: 12 uepsHs 2024 09:01:08

JloKYMelIT PU3FARARETHCS A1 KIACHICTE TA Gyr CTROpeHNit ANst onepauiil Giziecy Ta At feperas iy pobiTitHKaMi Ta HPeACTABHUKAME PEryasTOpIHHK opranis.
PoanoBCioUKEHRA Ta fiepeaaia TPeTiM cTopoHas Gy3 Jo3pony 3uGopoHeno.

emaedcs060 . iaenTudnkaniinnii Homep cnegudiranii 118441513 iM'a LICRDEGP




PFIZER MANUFACTURING 12~JUN-2024.

DEUTSCHLAND GMBH Generated By:
BETRIEBSSTAETTE FREIBURG Sarah Zimber
MOOSWALDALLEE 1 Page 1 of 5

79090 FREIBURG

Certificate of Analysis
LIPRIMAR 10MG SMT 3X10 BLS UA

Destination: Ukraine

Material No.: F000142814 Batch No.: LG4961
Manufacturing Date: 25-0CT-2023 Expiry Date:01-0CT-2026
Analytical Procedure: 966000-09
Test Method Limit Result
APPEARANCE
Result I 2.02 / White, round film-coated conforms
VISUAL tablets debossed "10" 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 - 94
Min. TM-0258A / UV - 92
Max. TM-0258A / UV =~ 96
Standard Deviation TM-0258A / UV =~ .5
Stage TM~-0258A / UV - 1
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 PRCODUCTS
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: 118441513 Instance Name: LICRDEG6P



PFIZER MANUFACTURING 12-JUN-2024

DEUTSCHLAND GMBH Generated By:
BETRIEBSSTAETTE FREIBURG Sarah Zimber
MOOSWALDALLEE 1 Page 2 of 5

79090 FREIBURG

Certificate of Analysis

LIPRIMAR 10MG SMT 3X10 BLS UA

Destination: Ukraine

Material No.: F000142814 Batch No.: LG4961
Manufacturing Date: 25-0CT-2023 Expiry Date:01-0CT-2026
Analytical Procedure: 966000-09

Test Method Limit Result

Result TM-02552 / NMT 0.3% (Area) 0.1
HPLC

PD130694

Result TM-0255A / NMT 0.3% (Area) < 0.1
HPLC

PD153824

Result TM-0255A / NMT 0.3% (Area) < 0.1
HPLC

PD148996

Result TM-0255A / NMT 0.3% (Area) <= 0.3
HPLC

PD139884

Result T™M-0255A / NMT 0.3% (Area) <= 0.3
HPLC

INDIVIDUAL UNKNOWN
DEGRADATION PRODUCTS

Result TM-0255A / NMT 0.2% (Area) < 0.1
HPLC

TOTAL DEGRADATION PRODUCTS

Result TM-0255A / NMT 1.5% (Area) 0.1
HPLC

ASSAY

ATORVASTATIN FCT / HPLC

Result TM~0255A / 9.70 - 10.50 mg (decl. 10 10.23
HPLC mng)

ASSAY

ATORVASTATIN FCT / HPLC

Result T™™-0255A / 97.0 - 105.0 % 102.3
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. - 103.3
EUR. 2.9.40 /
USP-NF <905>

Min. TM-0256A / PH. - 101.1
EUR. 2.9.40 /
USP-NF <905>

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

Node: emaedcs060 Specification Name ID: 118441513 Instance Mame: LICRDEGF



PFIZER MANUFACTURING 12-JUN-2024

DEUTSCHLAND GMBH Generated By:
BETRIEBSSTAETTE FREIBURG Sarah Zimber
MOOSWALDALLEE 1 . Page 3 of 5

79090 FREIBURG

Certificate of Analysis

LIPRIMAR 10MG SMT 3X10 BLS UA

Destination: Ukraine

Material No.: F000142814 Batch No.: LG4961
Manufacturing Date: 25-0CT-2023 Expiry Date:01-0CT-2026

Analytical Procedure: 966000-09
Test Method Limit Result

Max. ) o TM-0256A / PH. -~ 104.4
' EUR. 2.9.40 /

USP~-NF <3805>

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

Acceptance Value TM~0256A / PH. Not more than 15% 4
EUR. 2.9.40 /
USP~-NF <905>

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

The Certificate of Analysis was created by a validated system upon Head of Quality

Control approval and is valid without signature.

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: 118441513 Instance Name: LICRDE6P



PFIZER MANUFACTURING 12-JUN-2024

DEUTSCHLAND GMBH Generated By:
| BETRIEBSSTAETTE FREIBURG Sarah Zimber
MOOSWALDALLEE 1 ~ Page 4 of 5

; : 79090 FREIBURG

Certificate of Compliance

LIPRIMAR 10MG SMT 3X10 BLS UA

Destination: Ukraine

Material No.: F000142814
Batch No.: .G4961
Manufacturing Date: 25-0OCT-2023
Expiry Date: 01-0OCT-2026
Yield: 6000 EA

Date of Release: 12-JUN-2024
Source Lots: 3186215
Registration No.: UA/2377/01/04

APl 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:

Pfizer Manufacturing Deutschland GmbH, Mooswaldallee 1, 79108 Freiburg Im Breisgau, 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°
CFU/ g; total combined yeasts moulds account (TYMC), method: Ph. Eur. 2.6.12, limit: not more than 10* 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
performed.

Certificate of Quality
To the Health Authorities of Ukraine

GUARANTEE LETTER

I, the undersigned, qualified person for the Pfizer Manufacturing Deutschland GmbH, Mooswaldallee 1, 79108
Freiburg Im Breisgau, Germany confirm that this product was manufactured for the Ukrainian 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.

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: 113441513 Instarnce Name: LICKDE6P
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Sarah Zimber

Page -5 of 5

! PFIZER MANUFACTURING
DEUTSCHLAND GMBH
BETRIEBSSTAETTE FREIBURG
MOOSWALDALLEE 1

79090 FRETIBURG

| 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 processing, 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 by a Qualified Person.
This certificate was created by a validated system and is valid without manual signature.

Electronic Sign:atulre: Jacqueline Schwarz Lot Release Local Timestamp: 12-JUN-2024 09:01:15 Server
Timestamp: 12-JUN-2024 09:01:08

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: 118441513 Instance Neme: LICRDEG6P
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