AEPKABHA CHYKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

nipos. Haait Ceivnuunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kop CJIPTIOY 37079055

BUCHOBOK
PO AKiCTH BBE3CHOro B Y Kpainy JikapebKoro 3acoby

31.05.2024 Ne 28080/24/26

HNPELIAJIIKA

(Halmeny paHus JUKapeLKroro sacoly 3riano 3 peceTpaifingm nocsiaucHnamM)
KancyJu reepii no 300 mr, o 10 kancys y 6aicrepi; no 2 6Jictepu B kapTonuiii kopooui

(hopma srnycky, 103y BALHS, BAA NAKYBATIS JHKAPCLKOIO 3acoly)
Howmep peecrpaniitioro nocsiguenna UA/19604/01/03 crpox nii pecerpanditnoro nocsinuenus 16.08.2027
Cepis nikapcskoro 3aco6y Ne 1403034 KiankicTs npesenoro siikapesxoro sacoby 5000

Bupobsik OAPMATEH IHTEPHEIIHII CA, I'penis

{Haimenypat BrpoGIKka Aikapchioro 3ucaly, KpaiHa HOXONKCHHR)

Baeseno B Ykpainy Tosapucrno 3 o6mexkenowo sipmosinaisaicrio "BYCT @APMA",
inenr. kon: 44107410

(naksenypanns ta koa sa CAPTIOY wopuaninol veolu abo npissuine, iM's, 1o Gatskosi Pisusiol
0¢06u - iupuemus, I aicue npoxusans ta peeeTpaiinnii nomep oGNKOBOT KAPTKH WIATHHKD
noaarkin ado copis va HoMep menopTa)

Iporokon Bisyasanhoro konrpomo six 31.05.2024 Ne 1963/4.

gigapebkiil  3aci®  sseseno B Ykpainy 3

i

3a pesyaprataMu  ACPXKaBHOro KOHTPOIO  BCTAHOBACHO,  ULO

AOTPpHMAHHAM 3 JABCTBA HOAO sa0e3neueniin skoch Jfikapebrux 3acobin,
ANCOBIB 74
4

B.o. nayans, Isan 3AJIBOPHMX

(iniwianm ta upissrie)

(nocaona h1402)
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innovation inspired

Koa: CoOoAQMO001PRE300_MISTRAL_UA

Bepcia: 001
[ara: 27.10.2023

Prepared by: Hara Vlachou
Approval: Voula Chamosfakidi

CEPTMCbIKAT AHANI3Y

I'IPErAﬂIKA Kancynu 'rBep,ql no 300 mr (nperaﬁanm)

Data supobHuyrea: 05-03-2024

Cepin: 1403034

Bupo6Hmua cepin: 1401699

Cepis AdI:
BMpOGHMK;

SBlT npo Bl,u,xuneHHn I:I HI

I'IEPEBIPKA

Onuc

CepepHa macata
OAHOpiAHICTD MacK

. Brpatu npm BucywysaHHi |

Po3nagaHHsa
laeHTUdiKauia

Bmict

CynyTHi AOMilLIKK

. EnaHTiOMepHa umucrota
Po3unHeHHA

OAaHopigHICTb ,D,O3OBaHM;(
OAuHUUb

Mikpo6He 3a6pyaHeHHA

BignosiganbHuii 3a
KOHTPONb AIKOCTi

1350375 1450273
SOAPMATEH IHTEPHELLIHA C A.

I'IaKyBaHmr

Poamip cepii: 500 000 KAMCY/N |
MocrayanbHUK {\dﬁ_lﬂ; CAYPAB ’

®APMATEH IHTEPHELLHA C.A.

M TAK (38im npo sioxuneHHs dodaembcn) DEVN /nter 0SD-2024-0961 i

TEXHI‘-IHI XAPAKTEPMCTMKM

Buwm I'IOpOLIJOK y TBepp,m e NaTUHOBIN Kancyni 3 6invm Kopnycom Ta

; _ 4epBOHO-NOMapaHYeBMM KOBMaYKkoMm, 3 Big6UTKom «300» Ha Kopnyci

480,0 Mr+ 5 % (456,0 - 504,0 mr)

He 6inbly 2-X 04UMHULE IHAMBIAYANBHUX Mac MOXKYTb MaTU BiOXUNEHHSA
Bif cepeA-HbOT Macu binbL, HixK Ha 7,5 %, opaHa iHAMBIAyanbHa maca
__He MoxKe maTu BiAXWUNEHHA 6'i'm?Lu, HiXK Ha 15 %

He 6inbwe 6,0%

He 6|nbLue 15 xB

1 Yac yTpMMaHHH (RT) me MperabaniHy B pO34mHi 3pa3Ka no
BiAHOLWEHHIO A0 CTAaHAAPTHOrO PO34uHy cTaHoBUTL RRT =1,0 £ 0,1.
2, 14- CI'IEKTp 3paska Bignosifae I4- cnempy CTaH,a,apTy

JOomiwka A<0,2%
Domiwka B <0,2%
Homiwka C<0,2%
Jomiwka E £0,2%
Byab-aKa iHAMBIAYaNbHA HeBipoMa AomiwKa < 0,2%
Oomiwka D <0,2%
Cyma pomiwok < 1,0%

Aomtu.ma F<0,2%

Bl,u,nosl,u,ae BUMOram Espon dapm. (S1, S2, S3): pIBEHb Sl
% BUBINbHEHHA ANA KOXHOT OAUHULI He MeHLW, HiX Q+5% 3a 15 x8.
(Q=285%)

B|,u,nos|,qae FIOTOHHIM penakuii Ph Eur (npep,CTaBnﬂe L1 L2)
PiseHb L1: MpuitHATHe 3HaueHHs He Binble 15

TAMC: makc. 10 > KYO/r
TYMC: makc. 10 2KYO/r
E.Coli: B|,a,cyTH|CTb/r ‘

PE3Y/NIbTATU

Bignosinae

 484,8 mr
MiH.: 456,0 mr
Makc.: 503,9 mr
Bignosifae
1,2%
01',32"-02,48"

1.RRT=1,0
2. No3nTUBHUI

97,9%

Homiwka A: ND(LOD=0,0001%)
Jomiwka B: 0,0%
Oomiwka C: ND(LOD =0,003%)
Jomiwka E: 0,0%
byab-sika iHouBIAyanbHa
HeBigoma: 0,1%
[Oomiwka D ND(LOD =0,008%)
Cyma Aomiwok:0,2%

ND(LOD =0 03%)

101%
MiH.:100%
Mauc.:lOl% -

AV: 4

TAMC: ND KYO/r
TYMC: ND KYO/r
_ E.Coli: Bl,u,cyTHﬂ/r ‘

,D,aTa Bunycxy

*HMB (BDL) - Hukue mesxi suasneHHsn / Below Detection Limit
BQL - Huxkue kinbkicHoi mexi / Below Quantifiable Limit
LOQ - PiseHb KinbKicHoro BuaHaueHHa / Level of Quantitation
LOD - Me3ka suasneHHa / Limit of Detection
N/A - He 3actocoByetbcs / Not Applicable
ND - He suseneto / Not Detected

EIPIHI KABAOAM
KoHTponb npoaykKuii
Bna ekcnopty KepisHuk/YnosHosaxeHa ocoba
dapmarteH lHTepHewHn C.A.

.20-05-2024

/Nignuc/ 23/05/2024

Pharmathen International S.A.

Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 25320 31280, f +30 25320 31571"
Registered seat: 4 Dervenakion str,, 153 51 Pallini, Athens, Greece, t +30 210 6604 300, f +30 210 6666 749

www.pharrnathen.com

Prepared by: Kyriaki Efkarpidou
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Innovation inspired by life

Koa: CoCQMOO1MISTRAL_UA
Bepcia: 001
[ata: 25.05.2021

CEPTUDIKAT BIANOBIAHOCTI
roToOBOro NPOAYKTY

HA3BA NPOAYKUII:

NPETANIKA, kancynu teepai no 300 mr (nperabanin)

NIKAPCbKA ®OPMA:

Kancyau CUNA A1 : 300 mr

'PO3MIP | TUM YMAKOBKMU:
KIMbKICT:
KPATHA-IMMNOPT:
PEECTPAL|IVIHE NOCBIAYEHHA Ne:
HOMEP CEPII BULK:
®IHANNBHUA HOMEP CEPIT:

Ynak x 2 baictepu x 10 Kancyn

10 147 YNAK

MICTPA/ YKPAIHA
UA/19604/01/03
1401699

1403034

DATA BUTOTOBJIEHHSA:

BUPOBHUYA AINbHUUA Ta ii appeca:

05-03-2024 TEPMIH NPUAATHOCTI : 02-2027

' ®APMATEH IHTEPHELLH/ CA,

Inpacrpian Napk Canec MpedekTtypa Pogoni, baok Ne5, Poaoni, 69300, Mpeuis

323129/31-3-2023 / 0000007311/23/2

AINbHULUA BIANOBIAANIBHA 3A AHANI3
Taii agpeca:
GMP-ceptudikatr No / MIA No:

GAPMATEH IHTEPHELLUHA CA,
Inaactpian NMapk Canec NpedekrTypa Poaoni, Baok Ne5, Pogoni, 69300, Mpeuia
323129/31-3-2023 / 0000007311/23/2

BUPOBHMUK, BIANOBIAAIbHUIA 3A
MAKYBAHHSA Ta tioro aapeca:

GAPMATEH IHTEPHELLIHA CA,
Inaactpian Napk Canec NpedekTtypa Pogoni, Baok Ne5, Poaoni, 69300, MNpeuis

GMP-ceptudikar No / MIA No:

323129/31-3-2023 / 0000007311/23/2

BUPOBHUK, BI,[],rIOBl,U,AI]bHMﬁ 3A
BUNYCK CEPIi Ta ioro aapeca:

GMP-ceptudikar No /.MIA No:

GAPMATEH IHTEPHELLHA CA,
IHaacTpian Napk Canec MpedekTtypa Posoni, Baok Ne5, Poaoni, 69300, MNpeuin

323129/31-3-2023 / 0000007311/23/2

HOMEP CEPIT API:

BUPOBHUK Adl Ta iioro agpeca:

PE3YNIbTAT AHANI3Y:

1350375, 1450273 / CAYPAB

CAYPAB HEMIKANC NIMITEA BXATBAHMYPA, BAPBANA POY/[ 140507 AEPABACI,

CAXIB3ALA (konuwHin MOXANI) DS

KOMEHTAPI / 3AVB‘A)KEHHF|:

BIAXWNIEHHA:

IHAIA

CepTudikaT aHani3y roToBoi NPOAYKLiT 4OAAETLCA.
. : i

M TAK DEVN-Inter OSD-2024-0961 O HI

KinbKicTb AOKYMEHTIB, WO A0AAIOTHCA:

Im'a
YnoBHOBaXeHa ocoba:

Mianuc
YnoBHoBa)XeHOI ocobu:

[ara sunycky: 20-05-2024

LiMm 7 niaTeepayio, WO 3a3HayveHa iHpopmallia € AOCTOBIPHOIO Ta TOYHOIO.
3anucu cepiitHoi 06pobKM, yNnakoBKMU Ta aHanisy Byau nepernaHyTi Ta BU3HaHI BIANOBIAHUMU A0 BUMOT HanewHoi BUpoBHUUOI MpaKTUKK
(GMP).
Lia cepia npoAayKTy, BKAtOYatoun AdIl, byna BUroToBAEHA, BK/IKOYAIOUM YNAKOBKY Ta KOHTPONb AKOCTI Ha BULLE3a3HAYeHUX AiNAHKAX, Y NOBHIM
BianosigHocTi fo Bumor GMP Ta Bumor micuesux PerynatopHux OpraHis, a Takox Ao cneuudikalii peecTpalifHOro A0CbE, | BUNYyLWEeHa.

EIPIHI KABAQAN
KoHTponb npoaykuii
Ana ekcnopty KepisHuk/YnosHosa>keHa ocoba
®dapmateH IHTepHewHn C.A.
/Nignuc/ 23/05/2024

Pharmathen International S.A.

Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 25320 31280, f +30 25320 31571'

Registered seat: 4 Dervenakion str,, 153 51 Pallini, Athens, Greece, t +30 210 6604 300, f +30 210 6666 749

www.pharrnathen.com

Prepared by: Kyriaki Efkarpidou



Code: CoAQMODTPRE300._MISTRAL_UA
Yersion: 001

Date: 27/10/2023
Prepared by: Hara Vlachou
______________ Approval: Voula Chamosfakidi

 CERTIFICATE OF ANALYSIS
PREGAL!CA 300mg Capsules (pregabalin)

Innovation

Man. Date: 05-03-2024 ~ Expiry Date: 02-2027 Pack Lot: 1403034
Manuf, Lot: 1401699 o o Batch Size: 500.000CAPS
Active Ingredient Lot: 135037.} 1450273

- Actwe ngmdleﬂt Supplier: SAURAV
Man, Site: PHARMATHEN INTERNATIONAL S.A. Pkg. Site: PHARMATHEN INTERNATIONAL S.A.

| Deviation Report: [1NO M YES (the deviation report is attached) DEVN-inter OSD-2024-0961

Controls Specifications  Results
White powder in a Swedish Orange cap and White body hard
Apg}géraﬂce ~gelatin capsule imprinted with ‘300" on the body it
480.0 mg £5%

484.8mg

: (456.0mg -504.0mg) o e
Memgﬁx Ma?‘s‘& Not more than 2 of the individual masses deviate from the anﬁ 455.0mg
Mass Uniformity : Max: 503.9mg

average mass by more than 7.5% and none deviates by more W

Conforms

than 15%.
Loss on drying NMT 6.0% 1.2%
Disintegration MMT 15min 01" 327 - 02’ 48”
' 1. Retention time (RT) of Pregabalin peak in the sample
solution in relation to the standard solution 1. RRT = 1.0
Identification iSRRT =1.02 0.1,
2. IR Spectrum of sample corresponds to IR spectrum of 2. Positive
standard.
Assay 95.0-105.0% of the stated amount of Pregabalin 97.9%
Impurity A:

ND(LOD=0.0001%)

Impurity A NMT 0.2% Impurity B: 0.0%
Impurity B NMT 0.2% Impurity C:
Impurity C NMT 0.2% ND{LGOD=0,003%)
Impurity E NMT 0.2% mpurity E: 0.0%

Any Individual Unknown NMT 0.2% Any Individual Unknown:

Impurity D NMT 0.2% 0.1%

Total NMT 1.0% Impurity D:

ND(LOD=0,008%)

Related Substances

Total: 0,2%
Enantiomeric purity tpurity F NMT 0.2% ND{LOD=0.03%)
Comply with Ph.Eur current edition 101%
Dissolution {Introducing 51,52, 53); Min: 100%
51 level: % Dissolved of each unit is not less than Q +5% at Max: 101%
15min (Q=85%)
. . Comply with Ph.Eur current edition
%’ggggnzfgig (introducing L1,L2) AV: 4 :
ol L1 level: Acceptance Value NMT 15 |
N TAMC: NMT 10° Cfu /g TAMC: ND Cfu/g :
Comﬁgﬂon TYMC: NMT 102 Cfu /g TYMC: ND Cfu/g
E. Coli: Absence/g E. Coli: Absence/g
' Responsible for |

Quaii_t;y Control Release Date: 20-05-2024

w B TA ,‘fg

as Industiial Area, Sl Block 8, Perfecture of Rodopl, G

280, ‘f%v 30 25320 318
3 4 Dervenakion str., 153 51 Pallinl, Athens, Greece, 180 210 66804 300,

prepared by: Kyriaki Efkarpidou



Code: CoCQMOOTMISTRAL _UA

Yersion: (01
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

NAME OF PRODUCT:

DOSAGE FORM:

PACK SIZE AND TYPE;
GUANTITY:

IMPORTING COUNTRY:
PRODUCT MA No:

BATCH NUMBER BULK:

BATCH NUMBER FIN:

- MANUFACTURE DATE:
MANUFACTURING SITE name &
address

GMP-certificate No / MIA No:
AMALYSIS SITE name & address

GMP-certificate No / MIA No:
PACKAGING SITE name & address

GMP-cortificate Ho / MIA No:
| RELEASE SITE name & address

- GMP-certificate No / MIA No:
BATCH NUMBER OF APL
AP MANUFACTURER

: MAME AND ADDRESS:

- RESULT OF ANALYSIS:

COMMENTS/REMARKS:

DEVIATIONS:

PREGALICA 300mg Capsules (pmgmhaiinf}
Capsules STRENGTH: 300MG

Btx2Blistersx10Caps

1014787

MISTRAL UA

UA/19604/01/03

1401699

1403034

05-03-2024 EXPIRY DATE: 02-2027

Pharmathen International S.A.

Industrial Park Sapes Rodopi Perfecture, Block No 3, Rodopi 69300, Greece
323129/31-3-2023 700000073 11/2372

Phgrmuthien Tnternational S.A.

Industrial Park Sapes Rodopi Perfecture, Bloek No 35, Rodopi 69300, Greece
S23A29431-3-2023 7 00000073 1172372

Pharmathen Infernational 8.A.

industrial Park Sapes Rodopi Perfecture, Block No 8, Rodopi 69300, Greece
323029/31-3-2023 7 0000007311232

Pharmathen binternational S.A,

Industrial Park Sapes Rodopi Perfecture, Block No 5. Rodopi 69300, Greece
323129/31-3-2023 7 00000073 11/23/2

13530375,1450273 / SAURAY

SAURAYV CHEMICALS LIMITED  BHAGWANPURA, BARWALA ROAD

140507 DERABASSL SAHIBZADA DISTRICT IN

Certificate of analysis of finished product attached.

7 A

K YES DEVN-Inter OSD-2024-0961 d NO
Attached number of documents:

I hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

This batch of product, including API, has been manufactured, including packaging and guality control at the
above mentioned sites in full compliance with the GMP requirements and the local Regulatory Authority and
with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Date of release: 20-05-2024

+30
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