JIEPXUIIKCITVIKBA |
JEPJKABHA CJIYIKBA 3 JHKAPCHKHAX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTUKAMM
¥V JTHIIPONETPOBCHKIA OBJIACTI B

Juinpo, nn.CobopHa,4, k. 601-605, 49005, Ten, (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37070665

BHUCHOBOK
Npo AKiCTHL BBE3eHOro B YKpainy Jikapcbkoro 3aco0y. .
13.07.2021 Ne 39487/21/04
-1:‘{\ 5
JIPHAKA

{HaitMenyBanua nikapeskoro sacoGy STiAHO 3 peccTpauifiHuM nocsinuennm)
wancyju, 75 mr, mo 14 kancya y 6aicrepi; mo 1 Giicrepy B KapTonHiii Kopofui

{({lopma BUNYyCKy, HO3YBAHHS, BUI NAKYBAHHA NiKkaposkoro sacoby)

Howmep peectpauiiinoro nocsinuenna UA/3753/01/04 crpox aii peectpauiitroro nocsinuenus 01.01.2099

Cepis nikapesxoro 3acofy Ne FD3898 Kinpkicts BBe3eHOTO Nikapebkoro sacaby 13974 ;
Bupo6Hik Iaiizep Memodexaypuur Hoitanenn I'M6X, Himeuunna
(nafiMenysasns supoBunKa Jikapcbkoro 3acoBy, kpaiia noxomssiina) = .+, 4+~
.
Bgezeno & Yrpainy TosapucTBo 3 o6Mexenoio signorinansnicTio "BaJlM", izenr. xoa:
31816235 -

(nailiMenysanns Ta xoa 3a €APTIOY opuanuuol ocobu aGo npispuiLe, iM's, no Garskos! (isnuttol
ocafy - nignpHenns, it Micue npoxRuBaHEA TA peecTpauiitail HoMep obnikoBO} KAPTKH MAATHHIA
nogarkis aGo cepis Ta HoMep [ACHOPTA) )

Mporoxon sisyansiioro rontpomio sin 12.07.2021 Ne 03-01/2270/1. A
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NOTPHMAHHAM BuMOr 3aKOHOAABCTBA L0A0 3a6e3MeneHHs AkacTi Jikapchkux 3acobis, )
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Kapiua Buwnaxona +38(066)345-41-71
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) NOARZEP MERIOGERMYPHHT JOHYNEH TMEX Hajpykyaas:
e ; BETPIBUITETTE ®PAREYPT SQLYLIMS System Managar
"M | _ : MYCBA/BAARE 1 132
iy, A Pﬁzer ! #9090 dPANEYPT
TMEPEKIAL '
’ CEPTH®IKAT AHANI3Y TA BIANOBIAROCTI
Jlipuka Kancyau po 7sur Ne 1X14 v faicrepl
Kpaina npussadeHun: Yepaina
MaTeplan Ne: F000120134 Cepin N2: FD3898
Aara supoSuuyTea; 09,02, 2021 Tepmin npuaaruocti: 01.02, 2024
AnanituuHa npoueavpa (All): H000941190-01
TECT METOX TPAHHL] PesyNbTaTH
Onuc AN Taepai venpozopi (6ini/noMapandosi) xeaaTHHoB]  |Bianosigae
Ramcyny, “posmipy 47, Aki micTaTe nopowok bia
6lnoro po maline Ginore koasopy. Maprybpassa Ha
wopmyci: "PGN 75"; Ha kpHwj: "Pfizer” vopanMn
YOpPHHAAMH,
PosMip Kancynn ARl 4 elanopipae
ILaenTndixania (BEPX) ATl Yac yTpUMyRatHa niky npeGaranivk Ha |eianorinae
XPOMATOTPaAMAaX ADCALDKKEAHOrD POSYHHY
BIATIORIJa¢ Yacy YTPHMYBAHHA Nixy nperabanidy Ha
XPOMATOrpaMax pOIUMHY AAA Neperipxy
NPHAATHOCTI CHCTEMH
Inenvudikania (14) ATl MaE BianoBipaTH piAnoeigac
KinekicHe BHsHAYeHAR Al
nperadaniny;
Pesynstat 95,0 - 105,0% pig sasaBAeHOl KiAbKOCTL 1004
PezyaeTat 71.25 = 78,75 Mr/xancyay
Jomitiky i npOAYKTH gerpagauii: Al
PDO147804 e Gianie 0.2% {8./p) <1
PeayapTar
lhmi aomiwxy (koxua) All
PesyabTat He Giaewe 0.2% KowHa <Q.1
CyMa fomiwox i npoayKTie Al
Aerpasaii: ne Ginbw Hix 1,0% <01
PesynbTar
OpHopiaHicTs Ao3oBanky ofuHHIL | €ep.dapM. |eiancwifae eumoram Epp.Papm. pianoeigae
2940
PosusHHicTs nperabaalHy: Al He Menwe 80%(Q} eianonipae
3a 30 xp -
~ cepegHa . 99
- MiHIManbHA - 10z
- MBKCHMankHa - LA
= CYAHAAPTHE BiAXHACHHA - 1.2
-aza 1

Pozmip cepil: 39069 yn.

Aara munycxy: 20,05, 2021

Mapria: ET2374

Peecrpauiiine moceigeenna: VA/3753/01/04

Airoua peyopnHa: iperataniy

Tun naxysanxa: Saicrep

Hasen, agpecn Ta HoMepH nineHsil faA Beix gingHok no PHPOSHHLUTEY TA KOHTPOAK AKOCTI TDEMAPATY!

-Nipafizep Memiodexuypurr Rofuaens M'miX, Berpidwiterre Opakbypr, Mycaannaans 1, 79090 ©paitypr (Hineuqnna);
-DE_BW_01_MIA_2021_0002;

MikpoSiotoridaa unerora:

-3aranLHHi BMiCT aepoGHUM BakTepii, meTon Epp.Papn. 2.6.12, MeTon B TpannLi - we Ginstue 10°KY0/r;

-zaransHAl eMicT aphiamie, merog €sp.Papm. 2.6.12, MeTon B; rpanuui - He 6iabwe 10°KY0/r;

- E.coli = meTop Epp.Papm. 2.6.13, MeToA B; rpanuul - BigcyTHi B 1 r.laeHTH}iKaLiA THTAHY ARDKCHAY: NOIHTHEHO,

He TecTyBaHHA He RPOBOANTLCA Ha KOMHIA cepil; Bignoslaae BUMoOram npu TecTyBanHi Ao B cepTHIKATI ananisy He BRazaHi
PE3YABTATH TG AHOMY TECTY, 4e DIHAYAE, 1|0 TECTYBANHA HE NPOBOAHAOCE.
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: ' EETPIELITETTE ®PAREYPT Hagpyrypae:
B : MYCBANLAANL 1 SQUL*LIMS System Manager
-w P zer 79090 OPAKEYPT 232

CepTudrrar akocTi
Opranam Oxoporn 3a0pon's Yrpaian

ludgopmanisinmnii aucT

fl, Tof, xvo nianucarcA HUkYE, YIOBHOBaKEeHA ocofia pakizep Metadewuypuur Jotiunenp M'MEY, BevpiSwrerre Opaitbypr,
Myczaneaans 1, 79090 Opaiisypr (Himewsnna) migreepaxyo, uio AaHui NpoAYRT 6YE BHPOTOBAEHHH A7 pHHKY YKpaluu,

M# rapaHTyemo AKICTE UBOTO APOAYKTY Ta WO BiH 6YB RHrOTOBAEHAA BigNOBI O A0 npasun Hanexuol BHpoGuuyol
FlpaxTiky, b peayabTari yaro 6yn BHNyweHni signosigunii Ceprudikar aHaniay.

Lleit ceprudixar He Moze Oy Th BigTEOPENHiT i IPUIHaYeHWA TLABKH AAA PECYIATOPHAX OpraHie ¥xpainu,

Uum aacBiguyo; wo HasefeHa BHWE IHGOPMALIA € ayTEHTHYHOI Ta AocTobipHoto. Lia napria npofykTy 6yaa BuroToBREHA,
BEAKYAWYK CTagil MaKyBRaHHA /MAPKYBAHHA Ta KOHTPOMD AKOCTL B AOBHIA BignogianecTi go eumor HEII micuernx
PErYAATOPHHX OPrakis Ta is cneqHixaniamy, sapeecTpoBaHHMH B Kpaini npuanauenua, BukopHcTaHa cybcranuin Byna
BUroTOR/IEH] ¥ BianoBiaHocT] Ao HBIL Texnoaoriunyii mpollec, Rpollec YIAKOBKH Ta SOKYMEHTALLA 3 TECTYBaHHA YW BHEYEH]
T4 BHIHAHI TAKHMU, WO BignosigaoTs HETL Moxiuei pigxusettn abo poadikuocti Gyao noroameHo,

MapTin 6yna pHIyIeHa YRoBHoBaREHOI ocobo,

A-phiopr Wemiz
TorHe iM'a: Ynosuosawewa oroba
Hiannc: /nianuc/

Hara: 20.05.2021
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Certificate of Compliance
LYRICA 75MG CAP 1X14 BLS UA

Destination: Ukraine

Material No.: F000120134
Batch No.: FP5431
Manufacturing Date: 12-0CT-2021
Expiry Date: 01-OCT-2024
Yield: 102494 EA
Date of Release: 22-DEC-2021
Source Lots: FN6852
Registration No.: UA/3753/01/04
APl Name: Pregabalin
Package Type: Blister

Name, address and number of manufacturing authorization licenses of all manufacturing and quality control sites:

Pfizer Manufacturing Deutschland GmbH, Germany, Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg,
Germany; DE_BW_01_MIA_2021_0002

Microbiological testing: total aerobic microbial count (TAMC), method: Ph. Eur. 2.6.12, limit: not more than 10?2
CFU/ g; total combined yeasts moulds account (TYMC), method: Ph. Eur. 2.6.12, limit: not more than 102 CFL/ g;
specified microorganismen, 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 Betriebsstétte Freiburg,
Mooswaldallee 1, 79090 Freiburg (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 Goed-iiariu

uring Practice
and the appropriate Certificate of Analysis was issued. :

This certificate may not be reproduced and is solely destined to the Governmentl Aqt*;or_rmes of Ukraine. |
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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 1s prohibited.
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<=Pﬁzer BETRIEBSSTAETTE FREIBURG SQL*LIMS System Manager

79090 FREIBURG '

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of

the importing country. 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,
Bugt Schmanke
Full Name: QU” : e

Signature: //‘ &
rd

Date of Issue: 2 By al A

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

regulatory agencies. Distribution te third parties without prior permission is prohibited.

Node: emaedcs080 Specification Name ID: 120440338

Instance Name:

LICRDES?
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NEARZEP MEHIDOEKYYPHHT JOAYIEH]] TMBX Happyxysae:
3 BETPIBIITETTE ®PAHBYPT SQL*LIMS System Manager
MYCBAJIBJAJB 1 cr.132
l Pﬁ rer 79090 OPAREYPT
TEPEKJIAJ]
CEPTH®IKAT AHAI3Y TA BIAMOBIAHOCTI
i 7SMrNe 1X14 v Guri L
Kpaina npusHavenHs: Yxpaina
MaTepian Ne: F000120134 Cepina Ne: FP5431
Mara supoGangTea: 12.10. 2021 Tepmin npuaaTHocTi: 01.10. 2024
AnaniTHaHa nponeaypa (All): HO00941190-01
TECT METOA TPAHHII PesyasTaTH
Onmc An ‘Trepai Henpo3opi (6ixi/momapanvosi) kenaTuHosi  |signosigae
Kancynu, "po3mipy 4", AKi MICTATb MOPOIIOK Bijg
6is1oro o Maibke BLTOro KoALOpPY. Mapxysanus Ha
kopnyci: "PGN 757; Ha xpumuji: "Pfizer” yopaumu
YOPHHAAMH.
Poamip Kancynu All 4 Bignosigae
laenTudikagia (BEPX) ATl Yac yTpHMyBaHHA MKy npe6aranink Ha signosigae
XPOMATOrPaMax JOCAI JPKKBaHOTO PO3YHHY
Bignosigae gacy yTpuMyBanns niky nperabaniny na
XPOMaTOrpaMax po3uHHy AJiA nepeBipKH
NPHAATHOCTI CHCTEMH
lgewrudikagia (1Y) Al Mae BignoBigaTH Bifgnosigae
KinbkicHe BH3Ha9eHHA All 1018
nperabaniHy:
PesyabTaT 95,0 - 105,0% =iz 3aasnenol kinbkocTi
PesynpTaT 71.25 - 78.75 mr/xancyny
JomimkH i npoayxTH Aerpaganii: All
PD0147804 He 6Libme 0.2% (B./B) <01
PesynbTar
Inmi gomimen (koxna) All
PeaynebTaTt He 6inbme 0.2% koxma <01
Cyma gomimok i mpoAykTis Al
Aerpafanii: He 6ilnbm Hix 1.0% <01
PeayneTrar
OaHOpiAgHICTE A030BaHHMX OfHHHLL | €8p.®apMm, |Bignomigac BHMoram Eep.Papm. Bignosifae
2.9.40
PozaunHicTs mperabariny: All He menme 80%(Q) BignoBifae
3a 30 x8 2
- cepeaHs - 93
- MigiManbHa - 101
- MAKCHMAJIEHA - 97
- CTAHAAPTHE BigxXuaeHHA - 2,7
- asa 1:

Poamip cepii: 102494 yn.

Mara sanycky: 22.12. 2021

MapTia: FN6852

Peecrpanifine noceigaennn: UA/3753/01/04

JAitoga pedoeuna: [Iperabanin

Tvn nakysauHA: GaicTep

Ha3mw, afipecy Ta HoMepH AiNeHsiii AnaA BCiX ALIAHOK N0 BHPOGHUIITRY Ta KOHTPOJIIO AKOCTI Npenapary:

-Midaitzep Menrodexaypunr Joianeng 'm6X, Berpi6mrerre ®@paitbypr, Myceansgans 1, 79090 ®paii6ypr (Himeuanna);
-DE_BW_01_MIA _2021_0002;

Mikpob6iosorigsa uyHcroTa:

-aarankauil BMicT aepo6uuM GakxTepil, MeTos Esp.®apm. 2.6.12, meToa B; rpaunni - ve 6insme 10°KY0/r;
-3arambHMi BMICT ApbxmKis, meTox Esp.Papm. 2.6.12, meTog B; rpanHLj — He 6inbme lﬁzIGO/r;

- E.coli — meTog €sp.®apm. 2.6.13, meTop B; rpanui - siacyTni B 1 r. IgenTH]iKanis THTaHy AHOKCHAY: NO3HTHBHO.
Ile TecTyBaHHA He NPOBOAMTHLCA Ha KOXHIH cepil; BiTORifae BHMOram npu TecTysanui. AKmo B cepTudikari ananisy He Bxasani .
PEe3yNbLTATH N0 AAHOMY TECTY, Ile 03HaYaE, MO TECTYBAHHA He NMPOBOANIOCH. “ W




NeARZEP MEHIDOEKYYPHHT JOAYIEH]| TMBX 22 rpyans 2021

BETPIGEMITETTE ©®PAHEYPT Happyxysas:
: MYCBANTB/ANE 1 SQL*LIMS System Manager
Q Pﬁze ! 79090 ®PAREYPT r.232

Ceprudixar sxocTi
Opranam Oxoponu 3a0por'a Ykpaiau

Indopmaninnii nucT

A, Toii, xTo nignucaBca HIDK4Ye, ynoBHoBaxeHa ocoba [daiizep Meniodexaypunr floianeng 'M6X, Berpi6mTeTrTe ®paiibypr,
Myceaabaane 1, 79090 @paitoypr (HimevanHa) nigTBeppKyo, o AaHHA MPOAYKT 6yB BHrOTOBJEHHHA ANA PHHKY YKpalHH.

MH rapasTyEMO AKICTE EOr0 MPOAYKTY Ta IO BiH 6YB BHrOTOBAEHHH BiANOBiAHO A0 mpasrn Hanexnol Bupo6au4oi
IpakTHKH, B pesyabTaTi 4oro 6ye BUnymenuit signosiguuii CeprrdikaT ananiay.

Ile#t ceprudikaT He Moxe GyTH BigTBOpEHMI | NDH3HAYEHHIT TIMBLKH 1A PETYAATOPHHX OpraHis Ykpainu.

LM zaceigdyio, mo HarefeHa BHiLe indopMallis € ayTEeHTHYHOK Ta AOCTOBIpHOK. L[ napTia npoAyKTy 6y/1a BHrOTOBAEHA,
BKJTIO9AI0YH CTaAll NaKyBaHHA,/MapKyPaHHA Ta KOHTPOJIIO AKOCTI, B NOBHI# pignoeigaocTi o sumor HBI Micuesux
PETYNATOPHHX OPrafiB Ta i3 cnenudikanisMy, 3apeecTpOBaHHMH B KpaiHi npu3HaYeHHA. BukopucTrana cy6eTaniis 6yna
BHroTOBJIEHA ¥ BifgmoeiAnOCTI Ao HBII. Texuonoriuuuil nponec, MpoLec yIakoEKH Ta JOKYMEeHTalliA 3 TecTyRaHHs 6ynu BHBYEHi
Ta BH3HaHI TaKHMH, Mo BignoeigaTs HBI. MowiHei Bigxunenns abo po36bkHOCT 6¥10 MOroaKeHo.

Maprisa 6yna Bunyimesa YnoBHOBAKEHOI0 0C06010.

Biprit llumanke
Noewxe im's: Ynosuosaxena ocoba
Tigmac: Jmipouc/

Mara: 22.12.2021
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certifi ! £ Ana] ;
LYRICA 75MG CAP 1X14 BLS UA

Destination: Ukraine

Material No.: F000120134 Batch No.: FP5431
Manufacturing Date: 12-0CT-2021 Expiry Date:01-0CT-2024

Analytical Procedure: H000941190-01
Test Method Limit Result
DESCRIPTION
Result VISUAL Coni Snap hard gelatin conforms

capsule, Size 4; Color
of body: white opaque;
Color of cap: orange
opaque: Color of imprint:
black; Imprint on bedy:
PGN 75; Imprint on cap:
Pfizer; Content: white to
off-white powder

IDENTIFICATION

Result HPLC The retention time conforms
of the main peak
obtained from the Sample
Preparation corresponds
to that obtained in the
chromatogram of the System
Suitability Preparation

Result IR Spectrum agrees with conforms
reference spectrum

ASSAY PREGABALIN

Result HPLC 95.0% to 105.0% of the 101.8
label claim (71.25 to
78.75 mg / capsule)

IMPURITIES: SPECIFIED

DEGRADATION PRODUCTS /

PD0147804

Result HPLC NMT 0.2% w/w = ST

UNSPECIFIED DEGRADATION

PRODUCTS
Result HPLC NMT 0.2% w/w each « Bd

TOTAL IMPURITIES AND
DEGRADATION PRODUCTS
Result HPLC NMT 1.0%

UNIFORMITY OF DOSAGE UNITS

Result PH. EUR. Conforms
2.9.40 2.9.40

DISSOLUTION PREGABALIN

(after 30 min)

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.

Mode: emaedes060 Specificat:on Name ID: 120440338 Instance Name: LICRDEGP



JIEPXUIIKCIIYKBA
TNEPYKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMMU
V JHIIPOIIETPOBCHKIN OBJIACTI

Jlninpo, mi.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOV 37070665

BUCHOBOK
npo AKICTh BBe3eHOro B YKpaiHy jJikapcbKoro 3acody

01.06.2022 Ne 21083/22/04

JIPHUKA

(HaliMeHYBaHHA NiKapChKOro 3acofy 3rijlHO 3 PeEcTpaliiHuM NOCBLIYeHHAM)
Karneyau mo 75 mr no 14 kancys y 6Jicrepi; mo 1 6ictepn B KapToHHIi KOpooui

(dopma BHIYCKY, NO3YBAHHA, BU ITAKYBAHHA NiKapCLKOro 3acoby)
Homep peectpauiiinoro nocsizyenns UA/3753/01/04 ctpox ii peectpauiiinoro nocsinuenns 01.01.2099
Cepis nikapebkoro 3acoby Ne FP5431 KinbKicTs BBe3eHOro Jikapcskoro 3acoby 320

BupoGruk ITdaiizep Mentodexuypunr Jloiunena I'm6X, HiMeuunna

(HafiMeHyBanHg BUpOOHMKA NiKapchroro 3acoby, KpaiHa NOXO/HKEHHA)

Baeseno B Yxpainy TopapucTso 3 oomexeHorw Bixnosigansnictio "Benta JIT/", inenr.
rox: 21947206

(HaiiMenysanus Ta ko1 3a CJIPTIOV opunuunol ocobu abo npiseuile, iM'a, no datbroBi PizutHOT
0cOo0OM - miIpHeMILs, 1T Miclie MPOXHBAHHS Ta pecCTpPaliiHuii HoMep 0DNIKOBOT KAPTKH IIATHHKA
nogatkis abo cepis Ta HOMED nAcnopra)

Iporokon Bizyansuoro kourpomo sin 31.05.2022 Ne 07-01/939/1.

3a pesynbTaTaMM JEPXKABHOTO KOHTPONIO BCTAHOBMNEHO, 10 fikapchkuit 3aci6 BeeseHo B VYkpaiHy 3

AOTPHMAHHSAM BHUMOT 3aKOHOMABCTEA 00 3a0e3MeHCHHA AKOCTI JIiKapChKUX 3ac00iB.

Hauanpuux JepxaBHoi cinyx0H 3
JiKapchKuX 3acobiB Ta KOHTPOJIO 3a [Omist OBUAPEHKO

HapKoTHKaMK y JIHInponeTpoBehKiH g
obuacTi AL

i /
(uigmac)/ (ininianu Ta npizsuLc)

(nocagosa ocoba Oprasy AepikaBHONO KOHTPOIIO)

M.IL

IRPAHA & >
AL T
(e

[¢]

Buwnskosa Kapina +38(066)345-41-71
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Certificate of Analysis
LYRICA 75MG CAP 1X14 BLS UA

Destination: Ukraine

Material No.: F000120134 Batch No.: FP5431
Manufacturing Date: 12-0CT-2021 Expiry Date:01-0CT-2024

Analytical Procedure: H000941190-01
Test Method Limit Result
Result USP <711> NLT 80% (Q) conforms
Min. USP <711> - 93
Max. USP <711 - 101
Average USP <711> - 97
Standard Deviation USP <711> - 2.7
Stage USP <711l> - I

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 15 prohibited.
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