JEPXKABHA CIVKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

nipos. Haxii Ceitanuroi, 3, 02099, Ten. (044) 295-26-85
E-mail: dis kyiv@dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK
Npo sIKiCTL BBe3eHOro B YKpaiHy JiKapchbKoro 3acody

15.10.2024 Ne 53808/24/26

HPETAJIIKA

(saitMEHyBaHHS JIIKAPCHKOI0 3ac0o6y 3TiXHO 3 PEECTPALLHIM NIOCBIAYCHHSM)
Kancyau Teepai 1o 150 mr; o 10 kancya y 6aicrepi; mo 2 Gicrepu B KapToHHIH Kopooi

(dopMa BHMyCKyY, AO3yBaHHS, BUJ TIAKYBAHHS JIKapChKOTo 3acoby)
Homep peectpaniitnoro mocsiguenns UA/19604/01/02 crpox nii peectpauiiinoro nocsinuenns 16.08.2027
Cepis nixapeskoro 3acoby Ne 1404658 Kinbkicts BBE3eHOT0 Nikapewkoro zacoby 9000

Bupobunk GOAPMATEH IHTEPHEIIHII CA, I'penis

(naiiMeHyBarHa BHpOGHIKA JliKapcbkoro 3acody, kpaina NMoXoJKeH )

Baeseno B Yipainy TOBAPHUCTBO 3 OBMEXEHOIO BIJITOBITAJIBHICTIO
"BYCT ®APMA", igent. xon: 44107410

(Haiimenysanrs Ta xof 32 €J{PTIOY ropuanyHoi ocobu abo npizsuule, iM's, N0 6aThKOBI pisHuHOT
0co6H - minnpHeMus, Ti Miclie IPOXMBAIIHA Ta peecTpaniiinuii HoMep 0671iKoBOI KAPTKH [IATHIKA
roaTKiB abo cepis Ta HOMep naclopTa)

TIporokon Bisyansnoro kourposo sin 15.10.2024 Ne 3547/4.

3a  peayNsTATAMH JEPKABHOTO KOHTPONIO - BCTAHORJNGHO, IO Jikapchkui 3acib BBesemo B Vipainy 3

JOTPUMAHHSAM BuMOT 3aKOHONABCTBA 100 sabesneuents AKOCTI JlikapchKkux 3acobis.

HauansHuk Muxkona XOJNOJEHKO

(rocanosa ocofa oprany AepiKaBHOTO KOHTPOIIO) - {miammic) (imimiasm Ta npisriuLe)
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Koa: COAQMOO1PRE1S0_MISTRAL_UA
Bepcin: 001

Dara: 27.10.2023

Prepared by: Hara Vlachou

Approval: Voula Chamosfakidi

by B

CEPTU®DIKAT AHANIZY

NMPEFANIIKA, kancynu Teepai no 150 mr, MPETABAJIIH

[arva supobHuursa: 01-09-2023 Tepmin npuaartHocrti: 08-2026 Cepin: 1404658
Bupoﬁnuqa cepin:"‘1'307420 """"""""""""""""""""" Po3mip cepii: 1 000 000 KANCYN o ‘‘‘‘
 CepinA®l:  1350372,1350373 Mocrauanehuk A®L: _CcAvPAB
 Bupobumc: _ ®APMATEH IHTEPHELLIH/ C.A. Mawysanun: _ OAPMATEH IHTEPHELIHN CA.
: 3BlT npo BigXuNeHHA: . HI [ TAK (38im npo eidxuneHHa dodaemescs)

HEPEBIPKA TEXHIYHI XAPAKTEPUCTUKU PE3YNLTATU
1 Bt NOpOoLLOK y”%ép,u,m WEeNaTUHOBIN Kancyni 3 BiNMM KOBMAYKOM i R
Onuc Bianosifae
................... Ginum kopnycom, 3 giabutkom «150» Ha Tini . i
240,0 Mr£5 % (228,0 - 252,0 mr) 238,2 mr
CepepaHsa macaTa He 6inbly 2-X 0AUHWL IHAUBIAYANbHUX MAC MOXYTb MaTU BIAXUAEHHS MiH.: 225,2 mr
OAHOpPIAHICTE Macu Bij, cepen-Hboi Mack Binblu, Hix Ha 10 %, woaHa iHausidyanbHa maca Makc.: 258,1 mr
o HE MOXXe MaT BiAXMAEHHS BinbWw, HiX Ha 20 % Bignosigae
BTpaTM npu BMCVLLIYBaHHI He 6inbiwe 6,0% 1,4%
PoanaAaHHﬂ He 6inbiue 15 x8 01',55”-03,07"
" 1.Mac yTpmmaHHﬂ (RT) niky NperabaniHy 8 po34uHi 3paska no 1> RRT ‘_ 1 O -
laeHTudikauia BIAHOWEHHIO A0 CTaHAaPTHOrO PO3YMHY cTaHoBUTL RRT=1,0+ 0,1 ) e
2. Mo3uTusHUNA
2 1Y-cnekTp 3paska signosigac 14- cneKpr craHp,apTy
Bmicr BEPX

95,0 - 105,0% sig 3aasneHoi kinbkocTi Nperabaniny

[omiwka A: ND{LOD=0,0001%)
Domiwka B: 0,0%
[Llomitwka C: ND{LOD =0,003%)
Lomituka E: 0,0% '
Byab-fKa iHOUBIAyanbHa
Hesigoma: BQL(LOD =0,04%)
[Homiwka D: ND(LOD =0,008%)
Cyma pomiwox:0, 2%

Jomiwka A<0,2%
[omiuika B £ 0,2%
Jomiwka C<0,2%
CynyTHi 4OMIlLIKK Lomiwka E<0,2%
Byab-aka iHAMBiAyanbHa Hesigoma Jgomiwka < 0,2%
Homiwka D £0,2%
Cyma gomiwok < 1,0%

" EwaWTiomepHa uucToTa || Domiwka F $0,2% z ND(LOD —0,03%)
B Bignosigae sumoram Espon. Papm. (S1, S2, $3): piseHb S1: % 96%
Po3uuHeHHsA BUBINbHEHHA ANA KOXKHOT 0AUMHULI He meHwW, Hix Q+5% 3a 15 XB. MiH.:95%
OA‘prvi,a,H'i'é;rb Agébsaﬁﬁubx » : Blp,nosl,qae noTouHil pegakuii Ph.Eur (npeacrasnse L1, L2) AV' 7 »
0AMHMYb PIBEHb Ll ﬂpMMHﬂTHe 3HaYeHHA He 6mbme 15 ] e
et ammmemmmtes BV T Kyo/r e gl TR AT
Mikpo6He 3abpyaHeHHA TYMC: makc. 10 2KYO/r TYMC: ND KYO/r
E.Coli: BigcyTHicTb/r E.Coli: BigcyTHa/r
BianosiganbHuii 3a JAara sunycky:
|, KOHTpO/b nKocri 03-06-2024

 *HMB (BDL) Huskue mexi BUABNEHHS / Below Detection Limit
BQL - Hwkue Kinbkichoi mexi / Below Quantifiable Limit
LOQ - PiseHb KinbKicHoro susHaueHHa / Level of Quantitation
LOD - Mesa suasneHHs / Limit of Detection
N/A - He 3acTocosyetbea / Not Applicable

'ND - He Bussneno / Not Detected

EIPIHI KABAZAW
Koxtponb npoaykuii 1
ana ekcnopty KepisHuk/YnosHosaxeHra ocoba
dapmaren IHTepHewwtn C.A.
/Nianuc/ 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

wwyy.pharhathen.com

Prepared by: Kyriaki Efkarpidou



Koa: CoCQMOOIMISTRAL_UA
Bepcin: 001
[Lara: 25.05.2021

CEPTUDIKAT BIMOBIAHOCT!

FOTOBOIO NPOAYKTY
HA3BA MPOAYKLIT: NPETANIKA, kancynu Teepgi no 150 mr, NPEFTABANIH
NIKAPCbKA ®OPMA: kancynm - CUAA Al : 150mr
P e - ynakaBmcrepmxlO Kancyn L AAT s
KINBKICTb: | 9807VNAK
KPATHA-IMMOPT: ' 'MICTPAN YKPATHA
PEECTPALUVHE NOCBIAYEHHA Ne: | UA/19604/01/02
HOMEP CEPIi BULK: | 1307420
®IHA/IbHWIA HOMEP CEPI: 1404658
NATA BUTOTOB/EHHS: "1 01092023 TEPMIH NPUAATHOCTI: 08-2026

GAPMATEH IHTEPHELUHAN CA, I1pacTpian Napk Canec Mpedekrypa Pogoni, baok Ne5,

BUPOBHUYA [INbHULA Ta it agpeca:
A i AP Pop,om 69300 rpeum

No GMP-ceptudikar / No MIA: v 323129/31 3- 2023 / 0000007311/23/2 ‘

ObHULA BIANOBISANBHA 3A AHANI3 GAPMATEH IHTEPHELLHA CA, InpacTpian Napk Canec Mpedextypa Pogoni, baok Ne5,
Ta il appeca: Poponi, 69300 Fpeu,m

GMP-ceprudirar No / MIA No: | 323129/31-3-2023 / 0000007311/23/2

BUPOGHUK, BIANOBISANIBHUM 3A GAPMATEH IHTEPHELLHA CA, Inpacrpian Napk Canec Mpedekrypa Poaoni, baok Ne5,
NAKYBAHHA Ta uoro appeca: Pogoni, 69300 Fpeum

GMP-ceprudikar No / MIANo: | 323129/31-3-2023/0000007311/23/2

BUPOBHUK, BlAﬂOBIAAI‘IbHMM 3A " GAPMATEH IHTEPHEIJJHII CA IH,u,aCTplan l'lapK Canec ﬂped)eKTypa Pogaoni, Browx Ne5,
BUMNYCK CEPIi Ta iioro agpeca: Po,qom 69300, 'peuin

GMP-cepudikar No / MIA No: | 323129/31-3-2023 / 0000007311/23/2

HOMEP CEPIT APL: 1350372, 1350373 / CAYPAB

MPEFABA/TIH (CAYPAB)
CAYPAB YEMIKANC NIMITEL, BXATBAHMYPA, BAPBA/IA POY/ 140507 AEPABACI,

BUPOBHUK Adl Ta itoro agpeca: .
CAXIS3AJIA (KonuwHith MOXAN) DS

IHAlA
PE3V/IbTAT AHANI3Y: Cepmcblxar aHanlay roToBoi npo,qyxu,u p,o,qaemcn
KOMEHTAPI / 3AYBAXEHHS: -N/A-
BIAXWNEHHA: O TAK M HI

KinbKicTb AOKYMeHTIS, WO A04at0ThCA:

LiMm 8 niaTeepakyto, Wo 3asHaveHa iHpopmauia € JOCTOBIPHO Ta TOUHO.

3anucu cepitiHoi 0BpoBKM, YNakoBKY Ta aHanisy 6y/u nepernsHyTi Ta BU3HaHi signosigryummn go sumor Hanexiol BupoBHudoi Npaxktynku
(GMP).

Lis cepia npogyKTy, Bkntouatoun Adl, 6yna BUroToBNEHA, BKIOHAIOHM YTIAKOBKY Ta KOHTPOAb AKOCTI Ha BULLIE3a3HAUEHNX Ainadkax, y nosHii
BignosiaHocTi 4o Bumor GMP Ta BUMOr micleBux PerynstopHux Opradis, a TakoX A0 cneundikauil nileHsii Ha npoaa, i sunyuieHa.

Im'a
YnosHoBaxeHa ocoba: EIPIHI KABAZAMN
KoHTpoab npogyxuii
fignuc Ans ekcnopTy KepisHuk/YnoeHosaxeHa ocoba
YrosHosaxkeHoi ocobu: ' dapmareH IHTeprewHn C.A,
/Mianuc/ 03/06/2024

Dara Bunycxy: 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

wwwe, hharmathen.com

Prepared by: Kyriaki Efkarpidou



Irnovation inspired by life

Code: CoAQMOOTPRETS50_MISTRAL_UA
Version: 001

Date; 27/10/2023
Prepared by: Hara Viachou
Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

PREGALICA Pregabalin 150mg Capsules

| Man. Date: 01-09-2023

Expiry Date: 08-2026

Pack Lot: 1404658

Manuf. Lot: 1307420

Batch Size: 1.000.000CAPS

iﬁwtiv& Ingredient Lot: 1350372, 1350373
- Man. Site: PHARMATHEN INTERNATIONAL S. A

Active Ingredient Supplier: SAURAV

| Pkg Site: PHARMATHEN INTERNATIONAL 5.A.

Deviation Report: MNO D1E§(tiwe deviation report is attached} rrrrr ]
Controls Spenﬁcahons Results :
White powder in a White cap and White body hard e
| Appearance gelatin capsule, imprinted with ‘150’ on the body Conforms
E o 240.0 mg +5%
238.2mg
| Average Mass & {228.0mg - 252.0mg)

Mass Uniformity

Mot more than 2 of the individual masses deviate
from the average mass by more than 10% and none

Min: 225.2mg
Max: 258.1mg

deviates by more than 20%. Conforms
| Loss on drying NMT 6.0% 1.4%
. Disintegration NMT 15min 01’ 557 - 03’ 07”
1. Retention time (RT) of Pregabalin peak in
the sample solution in relation to the 1. RRT = 1.0
ldentification standard solution is RRT = 1.0 £ 0.1,
2. IR Spectrum of sample corresponds to IR 2. Positive
spectrum of standard.
Assay 95.0-105.0% of the stated amount of Pregabalin 101.3%

Related Substances

impurity A NMT 0.2%
Impurity B NMT 0.2%
Impurity C NMT 0.2%
Impurity E NMT 0.2%
Any individual Unknown NMT 0.2%
Impurity D NMT 0.2%
Total NMT 1.0%

Impurity A: ND(LOD=0.0001%)
Impurity B: 0.0%
Impurity C: ND(LOD=0.003%)
Impurity E: 0.0%

Any Individual Unknown:
BQL(LOQ=0.04%)
impurity D: ND{LOD=0.008%)
Total: 0.2%

Enantiomeric purity

Impurity F NMT 0.2%

ND(LOD=0.03%)

Dissolution

Comply with Ph.Eur current edition 962

(introducing 51,52, S3): -
51 level: % Dissolved of each unit is not less than Q
+5% at 15min (Q=85%)

Min: 95%
Max: 97%

Uniformity of
Dosage units

Comply with Ph.Eur current edition
{introducing L1,L2)
L1 level: Acceptance Value NMT 15

AV 7

Microbial
Contamination

TAMC: NMT 10° Cfu /g
TYMC: NMT 10% Cfu /¢
£. Coli: Absence/g

TAMC: ND Cfu/g
TYMC: ND Cfu/g
E. Coli: Absence/g

. Responsible for
. Quality Control

Release Date: 03-06-2024

1 Intamational $A.
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Inovation

Code: CoCQMOBTMISTRAL_UA
Version; 001

Date: 2570572021

CERTIFICATE OF CONFORMANCE

NAME OF PRODUCT:

DOSAGE FORM:
PACK SIZE AND TYPE:
QUANTITY:

t IMPORTING COUNTRY:

PRODUCT MA No:
B8ATCH NUMBER BULIK:
BATCH NUMBER FIN:

- MANUFACTURE DATE:

MANUFACTURING SITE name & address

GMP-certificate No 7/ MIA No:
| ANALYSIS SITE name & address

g 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 APi:

: API MANUFACTURER

NAME AND ADDRESS:

| RESULT OF ANALYSiS:

COMMENTS/REMARKS:

| DEVIATIONS:

FOR FINISHED PRODUCT

" PREGALICA Pregabalin 150mg Capsules

Capsules STRENGTH:
Btx2Blistersx10Caps

9.807BT

MISTRAL UKRAINE

UA/19604/01/02

1307420

1404658

01-09-2023 EXPIRY DATE: 08-2026

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

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

323129/31-3-2023 / 0000007311/23/2
1350372, 1350373 / SAURAV

150mg

PREGABALIN {SAURAV)
SAURAV CHEMICALS LIMITED  BHAGWANPURA, BARWALA ROAD
140507 DERABASS!, SAHIBZADA (ex.MOHALI) DS

INDIA

Certificate of analysis of finished product attached.
N/ A~

QA YES 7INO

Attached number of docurnents:

1 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 APL, 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
Qualified Person:

Date of Release: 03-06-2024

Srarmathen Internatonal SA.

xe&dc{um@ s-Manufacturing site: Sapes Industrial Area, Str. Block 8, Perfeciure of Rodopl,

208,

+30 28320 31280, T30 25320 31571
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prepared by Kyriaki Efkarpidoy




