JEPKABHA CJYIKBA 3 JIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hagii Ceitanunol, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €I[PTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3CHOTO B Y Kpainy JiKapchKoro 3acoby

06.01.2025 Ne 13572572611

NMPETAJIKA

(nabiMeuy Bas AIRAPCLKOTO 3aco0y 3riAHO 3 peccTpatlifinis nochiaueHam)
kaneyan Teepai no 150 mry o 10 kancya y 6aicrepi; no 2 Gaicrepu B kaprouii kopo6ui

(hopma BHITYCKY. A03YBANIHS, BIL [TAKYBAINS NIKAPCLIOTO 32c00Y)

Homep peectpauiiinoro nocsinuctns UA/19604/01/02 crpox aii peectpauisinoro nocsinuenns 16.08.2027

Cepia nikapcbroro 3acoby Ne 1404659 Kinnkicrs paesesoro nikapeskoro 3acoby 6415
BupoGHuxk ODAPMATEH IHTEPHELIHJI CA, I'penis

(nadisenyBanns vHpobinika JHKapenkoro 3acoly, Kpaila noXokeIhs)

Baeseno B Yipaiuy Tonapierso 3 odMearenoio simosinansuicrio "BYCT GAPMA",
inent. wou: 44107410

(maiisenybans ta koa 3a C/PTIOY 1opruusnol ocobu aGo npisnuuie, iv's, 10 Girbkonl
iztnniot ocoBu - nianpuesms, 7 Micue npoKHBAHNA Ta peccTpaniiiinuil Homep 06aikoBOT
KAPTKH NAaTHHEY H0JQTKIn aG0 Cepis Ta HOMEP 1aciopTa)

Mpotokon sisyansuoro kowrposmo sin 06.01.2025 Ne 3/01.10-25/34.

3a pesyabratamMu  ACPMABHOIO  KOHTPOMO  BCTAHOBACHO, L0 nimpcwnﬁ/;,:saci() sueseHo B Ykpainy 3
JOTPHMAHHSIM 81MOT 3aKOHOAABCTRA WOAO 3a0e3reHens AKOCTI nimpg{iﬁnx 3aco0in.
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Havanouu, L Muxona XOJIONEHKO
- (nignue) (iniiiams ra npispsine)
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HEPKABHA CIYXBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

ripoB. Hagit Ceivnuunot, 3, 02099, Ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
Npo SIKiCTH BBE3€HOro B YKpaiHy JikapcbKoro 3acody

03.01.2025 Ne 95/25/26

IMPETAJIIKA

(HafiMenyBanus Nikapeskoro 3acoBy 3riiHo 3 peecrpatliiiuM NOCBiAYeHsM)
Kanecyau Teepai, no 150 mr; o 10 xancys y Gaicrepi; 1o 2 6aicrepu B kaprouniii xopodui

(popma BuryCKy, 03yBalHs, BHI NAKYBAHUS HKAPCHKOTO 38c00y)

Homep peecrpauitinioro nocsiguenns UA/19604/01/02 crpox aii peectpauiitnoro nocsimuenus 16.08.2027

Cepis nixapcbkoro 3acoby Ne 1404659 Kinbxicts Besenoro Jixapewkoro sacoby 3000
Bupo6Huk DAPMATEH IHTEPHEIIHJI CA, I'peuis

(naiimeiynanis BupoGHUKa JIKApELKOro 3acoBy, Kpailia NoXoUKCHH) Wi
Baeseno 8 Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIATOBLIAJIBHICTIO

"BYCT ®APMA", incnr. kox: 44107410

(naiimenysanus a koA 3a CLPTIOY 1opuumunol ocobu abo npispuie, iM's, 1o 6arbkosi QisHuHol
0coBu - nignpueMid, i Micue NPOXUBAHLIS Ta peecTpanifnmi Homep 00NiKOBOT KAPTKH TUIATHHKE
noaaTkis abo cepis Ta HOMEp NucopTa)

MpoToxon Bisyansnoro kourposmo sig 03.01.2025 Ne 4554/11.

3a  pesyJbTaTAMM JIEPKABHOTO ~KOHTPOMNIO BCTAHOBJIEWO, WO JAikapchkuil 3aci6  sseeHo b Vkpainy 3

AOTPHMAHHIM BAMOT 33KOHONIABCTBA OO 3abesnedeHiis siKoCTi JliKapCbe& 3acobis.
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Approval:

Koa: CoAQMOO1PRELS0_MISTRAL_UA
Bepcia: 001

Oata: 27.10.2023

Prepared by: Hara Vlachou

Voula Chamosfakidi

CEPTWDIKAT AHAI’IBY

I‘IPEI'AI]IKA Kancynu Tsep,ql no 150 mr, NPEFABANIH

) ﬂara BMpOGHMu,TBa 31 01- 2024 Teprqu npup,amocn 12 2026

P03M|p cepu 1 000 000 KAFICyn

ﬂocraqanbuuu Adl:

‘BMpOGHW-Ia cepm 1400774
Cepm Adl: 1350374

Cepm 1404659

CAYPAB

. ®APMATEH IHTEPHELLHA C.A.

‘38iT npo sigxunenns: [J HI

BMpoGHuK naKVBaHHH

¢APMATEH IHTEPHELLIHJ'I C A
%] TAK (3e/m npo erdxuneHHﬂ dodaemocs) DEVN-Inter 0SD-2024-1143

NEPEBIPKA TEXHNHI XAPAKTEPMCTMKM PE3YNbTATU
Onme EI/WlM NOPOLWOK Yy TBepAil enaTuHoBsIH Kancym 3 GUIMM KOBNaUYKOM i Br,a.noslp,ae
___61/114:\/\ Kopnycom, 3 Biabutkom «150» Ha Tini )
240,0 Mrt5 % (228,0 - 252,0 mr) E 240 6mr
CepeaHAa maca Ta He 6inbw 2-X 04MHMLb IHAWBIAYANbHUX MAC MOXYTb MaTu BiAXUNEHHR MiH.: 227,1 mr
0AHOPIAHICTL Macku BiA cepe-Hbol macu Binbl, HIX Ha 10 %, oaHa iHaAMBiAyanbHa maca Makc.: 258,2 mr
v __He moxKe matu BIAXW‘IEHHH 6I/lbLU HiX Ha 20 % s Biﬂ,noaip,ae
BTpaTM npu sucymysanm ‘ He 6|nbme 6 O% 1 2%
POBHBABHHR He 6Il]bLLIe 15 X8 01 18” 03 16"
1 k4ac yTpMMaHHﬂ {RT) rm(y I’lpera6amHy B PO34UHi 3pasKa No 1LRRT=1,0

laeHTudikauis BiAHOWEHHIO A0 CTaHAAPTHOrO PO34YMHY cTaHoeuTs RRT = 1,0+ 0,1,

2 I4- cneKTp 3paaKa B|p,noslp,ae 1‘4 CHEKpr craHgapTy

BEPX
95,0 - 105,0% sif 3aasneHol KinbKocTi Nperabaniny

Bmicr

Nomiwka A<0,2%
Domika B £0,2%
Nomiwka C<0,2%
HOomiwka E £0,2%
Byab-aKa iHaveinyansHa Hesigoma gomiwka < 0,2%
Domiwka D £0,2%
Cyma gomiwwok £ 1,0%

CynyTHi gomiluKku

2. MNo3nuTHBHUN

99,4%

Jomiwra A: ND(LOD=0,0003%)
Jomiwka B: 0,0%

- Jomiwka C: ND{LOD =0,008%)
‘ [Nomiwka E: 0,0% )
byab-Aka iHaMBIiAYyanbHa

Hesigoma: 0,1%

Homiuika D: ND{LOD =0,008%)
' Cyma OoMmilLIOK:0, 2% :

Jomiwka F <0,2%

é ND(LOD =0 03%)

Po34uHeHHn BUBINbHEHHA ANA KOXHOI 0AUHUL] He MeHLW, Hixk Q+5% 3a 15 xs.

(Q=85%)

Bianosiaae sumoram €spon. ®apm. (S1, S2, S3): pisers S1:% |

99% ......
MiH.:97%
Makc.:100%

Bip,ndsiﬂ,ae nomqﬁiﬁ pep,aKLul Ph:Eu‘r (npe,b,tTééh}ie L1,L2)
PigeHb L1: MpuiiHATHE 3HaHeHHA He Binble 15

OAHOIpiAHiCTbb p,osoeauhx :
OAuHUUL

AV: 8

TAMC: makc. 10 *KYO/r
TYMC: makc. 10 2KYO/r
_ EtColvi: B_ig,cyrHiCTb_[[ B

MikpobHe 3abpyaHeHHs

TAMC: ND KYO/r
TYMC: ND KYO/r
_ E.Coli: Bincyrha/r

BianosiganbHuil 3a
'KOHTPO/Ib AKOCTI

Aara sunycry:
03-06- 2024

*HMB (8DL) - Humqe MEXKi BUABNEHHSA / Below Detection lelt
BQL - Huue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PieHb KifbKicHOro eusHavenHsa / Level of Quantitation
LOD - Mexa susasaeHHa / Limit of Detection

© N/A- He 3actocosyetbea / Not Applicable
l ‘ _»ND He BUABJIEHO / Not Detected

EIPIHI KABALAM

KoHTponb npoaykuii
ans ekenopty KepisHuk/YnosHosaxeHa ocoba
dapmarteH IHTepHewHn C.A.

/I'Ilp.nmc/ 17/06/2024

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, pharrmather

Prepared by: Kyriaki Efkarpidou



Kog: CoCQMOO1MISTRAL_UA
Bepcia: 001
[ara: 25.05.2021

CEPTUDIKAT BIANOBIAHOCTI
rOTOBOTO NPOAYKTY

HA3BA MPOAYKLI:

JIKAPCBKA GOPMA:

PO3MIP | TUM YNAKOBKMU:
KINBKICTb:

KPATHA-IMMOPT:

PEECTPALYIIHE NOCBIAYEHHS Ne:
HOMEP CEPIT BULK:

®IHANBHUA HOMEP CEPIT:

[OATA BUrOTOBAEHHSA:

BUPOBHUYA AINbHUUA Ta it appeca:

No GMP-ceptudikat / No MIA:
AUIbHULA BIANOBIAANBHA 3A AHANI3
vaii agpeca:

GMP-ceprudikar No / MIA No:
BUPOEHMUK, BIANOBIAANLHUA 3A
NAKYBAHHA Ta itoro agpeca:
GMP-ceprudikar No / MIA No:
BUPOBHUK, BIANOBIAANBHUMA 3A
BUNYCK CEPIT Ta itoro agpeca:
GMP-ceptudixar No / MIA No:
HOMEP CEPIT API:

BUPOBHUK Al Ta tioro agpeca:

PE3YNIbTAT AHANI3Y:
KOMEHTAPI / 3AYBAKEHHS:
BIAXUNEHHA:

MPETANIKA, kancyau teepai no 150 mr, MPETABAAIH
Kancynu CUNA aIi': 150mr

¥Ynak x 2 bnaictepu x 10 Kancyn

9415 YNAK

MICTPAJT YKPATHA

UA/19604/01/02

1400774

1404659

31-01-2024 TEPMIH NPUAATHOCTI : 12-2026

GAPMATEH IHTEPHELUHA CA, Ihgacrpian Mapk Canec MNpedektypa Pogoni, Baok Ne5,
Poponi, 69300, Mpeyin

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

SAPMATEH IHTEPHELLHA CA, Ingactpian Mapk Canec Npedekrypa Pogoni, Baok Ne5,
Pogoni, 69300, MNpeuis

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

OAPMATEH IHTEPHELWHA CA, IHgacTpian Napk Canec Npedekrypa Poaoni, Baok NeS,
Poponi, 69300, Mpeuin

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

GAPMATEH IHTEPHELLHA CA, IngacTpian Napk Canec MNpedextypa Pogoni, baox Nes,
Poponi, 69300, Mpeuis

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

1350374 / CAYPAB

NPETABANIH (CAYPAB)
CAYPAB YEMIKANC NIMITEL BXAMBAHMYPA, BAPBANA POYA 140507 AEPABAC,
CAXIB3AZA (Konuwwnitt MOXAI) DS

IHAIA

CepTudikar aHanizy roTosoi NpoAyKuUii 4oAa€EThLCA,
-N/A-

M TAK O HI

KinbKicTb AOKYMEHTIS, WO A0A310TbCA:

LUum 8 nigTeepxyto, Wo 3asHaveHa iHbopmalyia € LOCTOBIPHOK Ta TOYHOH,

3anucu cepiinol cBpobKU, YNakosKW Ta aHanisy Bynu neperasHyTi Ta Bu3HaHi BignosiaHumu o sumor HanexHoi BupoBHuuoi MpakTuku
(GMP).

Lis cepia npoAyKTy, BrAtovatoun ADI, 6yna BUroTOBAEHA, BKAKOUAOUM YNAKOBKY Ta KOHTPOAL AKOCTI Ha BULLE@3a3HAYEHUX AINAHKAX, Y NOBHIN
signosigHocTi 40 sumor GMP Ta sumor micuesux PerynatopHux OpraHis, a Tako 40 cneuudikayiv aileHsii Ha npoaask, i sunyuieHa.

im'a
YnosHoBayeHa ocoba: EIPIHI KABALLAA
KoHTponb npoayKuii
Ans ekcnopTy KepisHuK/YnoBHosaeHa ocoba
dapmareH IHrepHewnn C.A,

/Nianuc/ 17/06/2024

Aianuc
YnosHoBaxeHoi ocobu:

Aara sunycky: 03-06-2024

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 cor

Prepared by: Kyriaki Efkarpidou
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PREGALICA Pregabalin 150mg Capsules

Man. Date: 31-01-2024

| ‘Manuf. Lot: 1400774

) Exptry Qate: 12-2026

Pack Lot; 1404659

Actwe Ingredient Lot: 1350374
‘Man. Site: PHARMATHEN INTERNATIONAL S.A.

Batch Size: 1.000.000CAPS

Active Ingredient Supplier: SAURAV

' Pka, Site: PHARMATHEN INTERNATIONAL 5.A.

')I.‘Q‘gv;a@on Report:

I NO ™ YES (the deviation report is attached) DEVN-Inter O5D-2024-1143

Controls

Specifications

Results

Appearance

White powder in a White cap and White body hard
gelatin capsule, imprinted with “150° on the body

Conforms

Average Mass &
thass Uniformity

240.0 mg 5%
(228.0mg - 252.0mg)
Not more than 2 of the individual masses deviate from

the average mass by more than 10% and none deviates by

240.6mg
Min: 227.1mg
Max: 258.2mg

; mare than 20%. Caalienins

. Loss on drying NMT 6.0% 1.2%

x Disintegration NMT 15min 01" 18" - 03" 16"

| 1. Retention time (RT) of Pregabalin peak in the

sampte solution in relation to the standard 1.RRT=1.0

! {dentification solution is RRT = 1,0 = 0.1,

' 2. IR Spectrum of sample corresponds to IR spectrum of 2. Positive
) standard, ‘
Assay 95.0-105. % of Lhe stated amount of Pregabalin 99.4%

Related Substances

impurity A NMT 0.2%
Impurity B NMT 0.2%
Impurity C NMT 0.2%
Impurity £ NMT 0.2%
Any Individual Unknown NMT 0.2%
impurity D NMT 0.2%
Total NMT 1.0%

Impurity A: BQL{LOQ=0.0003%) °
Impurity B: 0.0%
Impurity C: ND(LOD=0.008%)
Impurity E; 0.0%

Any Individual Unknown: 0.1%
Impurity D: ND{L.OD=0.008%)
Total: 0.2%

Enantiomeric purity

Impurity F NMT 0.2%

ND(LOD=0.03%)

Comply with Ph.Eur current edition

. X 99%
. . (introducing 51,582, S3): se QT
Dissolution $1 level: % Dissolved of each unit is not less than Q +5% Mm.‘ ,97'2,
o Max: 100%
at 15min (Q=85%)
P Comply with Ph,Eur current edition
Umfurmzjtzi&f Hosage (introducing L1,L2) AV: 8
L1 level: Acceptance Value NMT 15
Microbial TAMC: NMT 10% Cfu /g TAMC: ND Cfu/g
c o TYMC: NMT 10* Cfu /g TYMC: ND Cfu/g
ontamination

E. Coli: Absence/g

E. Coli: Absence/g

Responsible for
Quality Control

sonchuaiial Areg, S

151 Palling, Athens, G

Release Date: 03-06-2024
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Version: 001
Date: 2570572021

CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT

NAME OF PRODUCT:
DOSAGE FORM:

PACK SIZE AND TYPE:
QUANTITY:
IMPORTING COUNTRY:
PRODULT MA No:
BATCH NUMBER BULK:
BATCH NUMBER FiN;
MANUFACTURE DATE:
MANUFACTURING SITE name & address

| GMP-certificate No / MIA No:
ANALYSES SITE name & address

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

GMP-certificate No / MIA No:
" RELEASE SITE name & address

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

| AP1 MANUFACTURER

| NAME AND ADDRESS:

i RESULT OF ANALYSIS:
l COMMENTS/REMARKC
l DEVIATIONS:

PREGALICA Pregabalin 150mg Capsutes
Capsules STRENGTH:
BixZBlistersx10Caps

9.415BT

MISTRAL UKRAINE

UA/19604/01/02

1400774

1404659

31-01-2024 EXPIRY DATE: 12-2026

Pharmathen International $.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece
323129/31-3-2023 / 0000007311/23/2

Pharmathen International $.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/72
Pharmathen International 5.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
1350374 7 SAURAV

150myg

PREGABALIN (SAURAV)

SAURAV CHEMICALS LIMITED  BHAGWANPURA, BARWALA ROAD
140307 DERABASSI, SAHIBZADA (ex.MOHALL) DS

INDIA

Certificate of analysis of finished product attached.

-N/A-
¥ YES DEVN-inter 0OSD-2024-1143
Attached number of documents:

LI NO

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 quality 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 Pharm nathan sm zmmﬁz nal

Qualified Person:

Date of Release: 03-06-20124

/”-“i\
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