JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

05.01.2026 Ne 56709/26/10

BAIIPE

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
kancyau no 150 mr, no 10 kancyJ y 6.aicrepi; no 3 6icrepu y kapToHnHii kopobii

(dhopma BuITycKYy, NO3YBaHHS, BHJ IAKYBAaHHA JIIKapChKOro 3acoly)

Howmep peecrpauiitroro nocsiguenns UA/19101/01/02 crpox aii peecrpaniitsoro nocsinuenns 16.12.2026

Cepis mixapcbkoro 3acoby Ne E252475A Kinbkicts BBe3eHoro sikapcrkoro 3acoby 18032
BupoGruk I"erepo J1ab63 Jlimiten, Iumis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOro 3aco0y, KpaiHa NMOXODKEHHS )
Baesero B Vipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiimenysanus Ta koj 3a €JIPTIOY ropumuunoi ocobu abo npizsume, iM'a, no 6aTeKoBi (izmanOl
ocobu - mignmpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkis abo cepis Ta HOMep nacrnopra)

Iporoxoa Bisyaasnoro konrposo six 13.11.2025 Ne 3577/3.
JlaGoparopHuii aHaIi3 SKOCTI JKapCHKOTo 3ac0o0y 3/1iliCHeHMIA:

JAIT "LlenTpansha sabopaTopis 3 aHATI3y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MEUYHOT MPOAYKIi"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpsisceka 8B KuiBcbka obacts, ¢. Hosi Ilerpisiii,
Bys1. [Bana ®panka, 19)

(naliMeHyBaHHA Ta MicIe3HAX0LKEHHs JabopaTopii, o nposena 1abopaTOPHUI aHa3 IKOCT )

BHCHOBOK 111010 SIKOCTI JiKapebKoro 3acoly, Bujanuii naboparopieto sig 26.12.2025 Ne 2050

Pesynsrary 1a60paTOpHOro aHAII3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3sukamy BiIMOBIaI0TH
BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JJOKYMEHTALLIT).

3a pesynbTaTaMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpainy 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.

Onera EPBLOMEHKO

{riiomwc) {iginiams ra opizpange)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



HETERO LABS LIMITED

UNIT-1I1 (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.

BATCH CERTIFICATIth“e < +91 40 23096171/72/ 73 [ 74
CEPTH®IKAT CEPII
Certificate No.: Page | of § ]
. FP25006594 2

Ceprudixar No: 03 e Cropitka 135
Product name: BAPRE Manufacturing country: India
Haizsa npoaykuii: GATIPE Kpaita-BUpOOHHK: Inais |
Pharmaceutical form: Capsules Destination country: Ukraine
Jlikapeska gpopma: Kancynn Kpaila npu3HaveHsi LYI(pa'l'rla

Strength/potency:
Cuna aii/akTHBHICTD:

1 capsule contains Pregabalin 150 mg
1 kancyna micrure 150 mr nperadaniny

Type and size of packaging:

Bua i po3mip yraKoBKH:

YKPATHCLKOK MOBOO

10 capsules in a blister, 3 blister in a carton box with Ukrainian languages labelling

1o 10 kancys1 y daicrepi, no 3 daicrepu y KapTOHHIH KOpoOUi 3 MAPKYBAHHNIM

Batc'h No.: £252475A Batch. Slze:m 18555 packs

Cepin Ne: Po3mip cepil: ynaKkoBoK |
Mfg. Date:’ 05.2025 Expiry Datf: 04.2027

Jarta BHpOOHHUTBA: MpuaaTHHii 10: B
Registration Certificate: UA/19101/01/02 Valid up to: 16.12.2026

PeecTpauiiine NoCBIiAUCHHA; Hiiicue 10:

Majlufacturer name: Hct‘ero Labfs Llf‘lll.ted Man. L‘lcens.e No.: 22/RR/AP2001/F/R
HajimeHyBaHHSI BHPOOHUKA! TCerepo Jlads JlimiTen Bup. jiuecu3is Ne:

Location:

Micue3sHaXomKReHHsI:

Telangana, India
10uir 11, ®opmysneiiwn [liot
Tenanraua, luais

Unit 111, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055

No 22 - 110 LA, Joxuaimeraa, Xaitaepadan, 500 055

3acobip Bumoram HBIT Ne:

Conclusion on the confirmation of the conditions for the
production of medicinal products in accordance with the
requirements of the GMP No.:

BUCHOBOK 11010 MIATBEPIKEHHS YMOB BHPOOHUUTBA JHKAPCHKUX

197/2025/C-500-25

validity:

. L 07.12.2025
repmin i

Product Code
Koa npoayxra

4030406

Date of Batch Release
Jara sunycky cepii

17/07/2025

Analysis procedure results

Pe3syabTaTH HPOBEACHHS ananisy

Specification / lonyctumi Mexi

Sr.No Test/ Release / Shelf-life / Result/
Nes/n| TMoxasnuk sKocti npH BHILYCKY Ha TepmiH Pesynbrat
NpPHAATHOCTI

1. | Description

Onuc

White cap / White body size 2' hard gelatin
capsules imprinted with '[42"on cap and 'J' on
body with black ink, filled with white to off
white powder.

Toepai xeaTHHOBI Kancyau posmipom 2, 3
KPHLIKOIO 11070 KOALOPY / KOPriycOM Ginoro
KONIBOpY 3 Hanucom «142» Ha kpuiuLi T@ «J»

Ha KOpIyci HOPHHM HOPHUIIOM, HAMOBHEHI
nopotikom  Ginoro  abo  maibie 6isoro
KOJTbOPY.

White cap / White body size 2" hard gelatin
capsules imprinted with 142" on cap and 'J'
on body with black ink, filled with off white
powder.

Teepai xKeaTuHOBi Kancynu po3mipoMm 2, 3
KPUILIKOIO  OLIoro  KOJbopy /  xopItycom
Gisoro Kompopy 3 Hanucom « 142» Ha KpyLi

ta «J» Ha KOpryci YOPHHM HODHHIIOM,
HarioBHeHi  mopounkom  maibke  6i10ro
KOSThOPY.

Corporate

7-2-A2, Industrial Estates, Sanath Nagat, Hyderabad-500 018. Telangana, india
T: +91 40 23704923/ 25

www.hetero.com



HETERO LLABS LIMITED

UNIT-11I (E.Q.U)

Factory : 22-110, IDA, Jeedimetla,

Hyderabad - 500 055.

Telangana, INDIA,

Phone : +91 40 23096171/ 72/ 73 | 74

Certificate No.:
Ceprudirar Ne:

03FP25006594

Page 2 of 5
Cropinka 235

Specification / Jonycrumi mexi

Metoa BEPX

the chromatogram of the sample
solution should correspond to that
in the chromatogram of the
standard solution as obtained in the
Assay.

Yac yTpuUMYBaHHS OCHOBHOTO MiKy
Ha Xpomarorpami pO3YHHY
BUNPOOYBaHOrO 3pa3ka BiANoBinae
TAKOMY Ha XpomaTorpaMi po3unHy

He npoBoaHThCH

Sr.No Test / Release / Shelf-life / Result/
Nez/nt Moxa3unuk sikocTi MpH BHILYCKY Ha TepMin Pesyasrart
PUAATHOCTI
2 |ldentification
[aenrudikaris
2.1 | By HPLC The retention time of major peak in | Not carried out The retention time of

major peak in the
chromatogram of the
sample solution

corresponds to that in
the chromatogram of
the standard solution as
obtained in thc Assay.

Yac YTPUMYBAHHS
OCHOBHOrO MiKy Ha
XpoMaTorpaMi po3HuHy
BUIIPOOYBAHOI'O 3pa3Ka

Corporatg

Cepejansa Maca 3aN0BHEHOT

KancyJsiu

(249,85 mr — 276,15 mr)

CTaHaPTHOrO 3pa3ka, BiAMOBiZaE TaKoMy Ha

OTpUMAHOMy Y  BHIIPOGyBaHHi XpoMarorpamMi posuHHy

«KisbKicHe BUSHAUCHEHSI». CTAHNAPTHOrO  3paska,
orpumaHomy y
BUMPOOYBAHHI
«Kinskicue
BH3AUEIIHAY.

22 |By TLC The principal spot in the | Not carried out The principal spot in the
chromatogram  obtained  with chromatogram obtained
sample solution should correspond with sample solution
in position and intensity with that corresponds in position
in the chromatogram obtained with and intensity with that
standard solution. in the chromatogram

obtained with standard
solution.
Meron TLUX QOcHoBHa M1ama Ha XpoMaTorpami, | He nposoantsbes OchoBHa risMa  Ha
oTpumaHiit st PO3UHHY xpomarorpami,
BUNPOOYBAHOrO 3paska, oTpHMaHif LIS
BiANOBifa€ 3a CBOIM MOJNOWKEHHIM po3UUHYy
Ta IHTEHCHBHICTIO OCHOBHI# [LIAMI BUNPOOYBAHOro 3paska,
Ha& XpoMarorpami, oTpuMaHiil ans BiArioBinac 3a CBOIM
CTAHAAPTHOTO PO3UKHY. MONOKEHHAM Ta
IHTEHCHUBHICTIO
OCHOBHiM  ruisiMi  Ha
Xpomarorpami,
oTpumatiil sl
CTaHAAPTHOTO
PO3YHHY.
3. | Average weight of filled 263.0 mg £ 5% Not carried out 261.87 mg
capsule (249.85 mg - 276.15 mg
263,0 Mr+ 5% e npoBOANTHCS 261,87 mr

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T: +91 40 23704923 / 25

www.hetero.com



HETERO LABS LIMITED

UNIT-H1I {E.0.U)

Factory : 22-110, IDA, Jeedimetla,

Hyderabad - 500 055. Telangana, INDIA.
Phone ; +91 40 23096171/ 72 /73 74

Certificate No.: 03FP25006594 Page 3 of 5
Ceprudikar Ne: Cropitka 335
Average net fill content | 200.0 mg £ 5% Not carried out 199.4 mg
(190.0 mg ~210.0 mg)
200,0 mr 4 5% He npoBoauTLCH 1994 mr

CepeaHs maca BMicTy
Kancyau

(190,0 mr—210,0 mr)

Lock length

JoBHHA B 3aKPHTOMY
BHIJSIL

17.80 mm + 0.40 mm

17,80 mwm + 0,40 MM

Not carried out

He npoBoanThCs

Minimum: 17.42 mm
Maximum: 17.77 mm

Minimym: 17,42 mm
Maxcumynm: 17,77 mm

Water content
(By KF)
BuicT Boan

Not more than 2.0% m/m

1.2 %m/m

(meTon K@) He 6inswe 2,0% m/m 1,2 Yam/m
Uniformity of dosage L1=15.0 on the first 10 dosage
units units or if greater than L | then the
Pregabalin (CgH7NO2) value is less than orequal to L | for
Accceptance value (L1) 30 dosage units in total and no
individual content of the dosage | Not carried out 3.1
unit is less than (1-L.2 x 0.01)M not
more than (1+L2 x 0.01)M in the
calculation of acceptance value
under the content uniformity.
Onuopianicts nososanux | LI = 150 ana mepuux 10
OJIHHH LB JI030BAHUX OJMHWIL, 200 AKLIO
[pera6aniu (CsHi7NO2) Oinbwe L1, Toai 3HAUCHHS MeHLIE
[MTpuitmansue uucno (L1) abo nmopismwoe L1 ana 30
JI030BAHUX OAMHHLL y uinomy, i | He npoBoantbes 3.1
KOIEH (HAMBIAyalbHHI BMICT Y
JIO30BaHIN OMMHUL HE € MEHIIUM
3a (1-L.2 x 0,01)M i He Ginbluwn 38
(1+ L2 x 0,01)M npu obuncneHsi
NpUAMaNbHOrO  4HCAA  METOLAOM
NIPSAMOTO BU3HAUEHHS.
Dissolution Not less than 75% (Q) of the labeled amount of Pregabalin
(CgH7NO2) is dissolved in 15 minutes.
Po3unHeHHs 101 %
He wenwe 75% (Q) sin womiHanbHOT — KinbkocTi
Iperaaniny  (CsHi7NO2)  po3dMHSETLC  NPOTArOM
15 XBUAKH. 101 %

Related compounds
H-PGNRCO1
H-PGNRCO03
Maximum single
unspecified impurity
Total impurities

Not more than 0.2% m/m
Not more than 0.2% m/m

Not more than 0.2% m/m
Not more than 0.8% m/m

Not more than 0.2% m/m
Not more than 0.2% m/m

Not more than 0.2% m/m
Not more than [.0% m/m

Not Detected
0.00% m/m

0.05 % m/m
0.05 % m/m

Corporat
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India

T: +91 40 23704923 / 25 www.hetero.com



HETERO LABS LIMITED

UNIT-I1I (E.Q.U)

Factory : 22-110, IDA, Jeedimet]a,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +9140 23096171/ 72 /73 [ 74

Certificate No.:
Ceprudirar Ne:

03FP25006594

Page 4 of 5
Cropinka 4 3 5

Cynposigsi goMillIKH
H-PGNRCO1
H-PGNRCO03
MakcumansHa OAUHIYHA
HCCTIEUH(iKoBaHA

He 6ianure 0,2 % m/m
He 6inbue 0,2 % m/m

He Ginbuie 0,2 % m/m
He 6inbiue 0,2 % m/m

He 6inbue 0,2 % m/m

He BusisnieHo
0.00% m/m

0.05 % m/m

AOMiLLKa He 6inbuie 0,2 % m/m

3araneHa KiJibKiCTh

JOMILOK He Ginbwe 0,8 % m/m He 6inbue 1,0 % m/m 0.05 % m/m
10 | Assay

Each Capsule contains
Pregabalin (CgHi7NO») in

mg,

(%) L.abeled amount 95,0~ 105,0 99.9 %
KinbkicHe BH3HAUCHHS

KoxHa karicyna MicTuTe 149.92 wmr
Mperabanist (CsHi7NO2), y wr | 142,50 — 157,50 99.9 %

B % Bif HOMIHASBLHOT KINTLKOCTI

142,50 - 157,50

95,0-105,0

149.92 mg

Microbiological
examination

1. Total aerobic microbial
count:
Total combined yeast and
moulds count:

2. Test for specified
Microorganisms:
Escherichia coli:
Mikpobiosoriuna
qHCTOTA

1. 3araseHe vncno
aepoBHUX MiKpoopraHizMis
(TAMC):
3aranbHe YKHC/10
APDKIOKOBMX Ta MITICEHEBHX
rpubis (TYMC):
2. Bunpobysauns Ha
OKpeMi BHIK
MiKpooprauizmis:
Escherichia coli:

Not more than 1000 cfu per g

Not more than 100 cfu per g

Should be absent per | g

He Ginbwe 1000 KYO/r

He Ginbue 100 KYO/r

[Tosunui 6yTH BiacyTHi B | T

Less than 10 cfu per

[(}e]

{o]

Less than 10 cfu per g

Absent per g

Memnwe 10 KYO/r

Mewie 10 KYO/r

BigcytHis | ¢

Corresponds to the MQC

Labelling Should correspond to the MQC requirements

MapkyBaHHst MosuHHO BiANOBiAaTH BUMoraM MK requirements
Bianosinae Bumoram
MICSI

Packaging Should correspond to the MQC requirements Corresponds to the MQC

ITakyBanHst [TosuuHo sinnosigatn Bumoram MK requirements

Binrtosinae puMoram

MK

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India

T: +91 40 23704923 / 25 www.hetero.com



HETERO LABS LIMITED

UNIT-HI (E.Q.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73 [ 74

Certificate No.: Page 5 of 5
p 4 ;
Ceprudikar Ne: UoFFas006s? Cropinka 535

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the requirements specified in the current GMP guidelines approved by the Ministry of
Health of Ukraine and with the requirements of the registration dossier of the destination country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lium 5 3ac6iouyio, wo nasedena suye ingopmayis € 00cmogipHo ma mounow. Lfio cepino npodykyil 6yio
GUPOONICHO (BITIOUCIONIU NAKYGUHHA/MAPKYGAHIS) MG KOMINPONs If AKOCHI Hel GUe3AZHAYEHIT UpOOH YTl
Oinvuuyi NPOGedeHO ¥ NOGHIU GIORVGIONOCMI 3 GuMo2aMY, 3asnavenuvu ¢ yunnii nacmanosi 3 GMP,
sameepoviceniit Minicmepemeom oxoponu 300pos’s Ypainu, i 3 gumozanu peccmpayiiinozo 00csye Kpain
npusnauenns, IIpomoxonu upodHuymed, RAKYGanus md QHALi3ie OYN0 nepe2asHymo mda 6Cmdao6AeHO
sdnusiOnicme GV,

Name | Pandharinath. B

Position of person authorising the batch release | Asst Manager-Quality Assurance
[pizeuuie | [Mauwaxapinarx. b

[Tocana ocofw, sika BHAaNa J03BiJ Ha Buryck cepil

Signature of person authorising the batch release
[Tignuc ocobu, stika BUaNa 103BiJ Ha BUITYCK cepii

Date of signature
Jara nignucaxHs

2 )
s o

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India

T: +91 40 23704923 / 25 www.hetero.com




JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

05.01.2026 Ne 56708/26/10

BAIIPE

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
kancyau no 150 mr, no 10 kancyJ y 6.aicrepi; no 3 6icrepu y kapToHnHii kopobii

(dhopma BuIycKy, NO3YBaHHS, BHJ IAKYBAHHS JliKapChKOro 3aco0y)

Howmep peecrpauiitroro nocsiguenns UA/19101/01/02 crpox aii peecrpaniitsoro nocsinuenns 16.12.2026

Cepis mixapcbkoro 3acoby Ne E252474A KisnskicTs BBe3eHoro Jikapcskoro 3acoby 17860
BupoGruk I"erepo J1ab63 Jlimiten, Iumis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog| 3a €JIPTIOY ropumuunoi ocobu abo npizeuie, imM'a, o GaTekoBi GizHaHOT
ocobu - mignmpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkis abo cepis Ta HOMep nacrnopra)

IIporoxoa Bisyaasnoro konrposo six 13.11.2025 Ne 3577/2.
JlaGoparopHuii aHaIi3 SKOCTi JiKapChKOro 3aco0y 3/iHCHEeHHMIA:

JAIT "LlenTpansha sabopaTopis 3 aHATI3y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MEUYHOT MPOAYKIi"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpsisceka 8B KuiBcbka obacts, ¢. Hosi Ilerpisiii,
By/1. IBana ®panka, 19)

(naliMeHyBaHHSA Ta MicIie3HAXOLKEHH: abopaTopii, o MpoBena NadopaTOPHHIA aHaNi3 SKOCTI)

BHCHOBOK 1110710 SIKOCTI JiKapehKoro 3acoly, Buaanuii naboparopieio sig 26.12.2025 Ne 2048

Pesynsrary 1a60paTOpHOro aHAII3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3sukamy BiIMOBIaI0TH
BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JJOKYMEHTALLIT).

3a pesynbTaTamMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpalny 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.

Onera EPBLOMEHKO

{riiomwc) {iginiams ra opizpange)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



HETERO LABS LIMITED

UNIT-ill (E.O.U)

Factory : 22-110, IDA, Jeedimetia,
Hyderabad - 500 055. Telangana, INDIA.

BATCH CERTIFICAT
CEPTH®IKAT CEPII

phone: +91 40 23096171/ 72/ 73 [ 74

Certificate No.: o Page 1 of 5 —’1
: 3FP25006547 o
Ceprudixat No: - J | Cropinka 1 35
Product name: BAPRE Manufacturing country: India

Ha3zsa npoayxuii: BAIPE Kpafna-sHpoOHHK: Inaist
Pharmaceutical form: Capsules Destination country: Ukraine
Jlikapeobka gopma: Karcyan Kpaina npH3HaueHHs. Yxpaina

Strength/potency:
Cusia ail/akTHBHICTDb:

1 capsule contains Pregabalin 150 mg
1 kancyaa micTuTb 150 mr nperadasiny

Type and size of packaging:

Buga i po3mip ynaKoBru:

1o 10 kancya y daicrepi, 1o 3 dsicrepu y
yKpaTHCHKOI0 MOBOKO

10 capsules in a blister, 3 blister in a carton box with Ukrainian languages labelling

KapTOHHIi KopoOili 3 MapKyBaHHsIM

]

Batc.h No.: £252474A Batch SlZei." 18555 packs

Cepist No: Posmip cepii: yNaKoBOK
Mfg. Date: Expiry Date:

JaTta BHpoOHHUTBA: 052025 - TpugaTHHE 10 04.2027 ]
chnls‘tratl-(ln Ccrtlfl.cate: UA/19101/01/02 V‘.Eljld up to: 16.12.2026

Peccrpauiiine MoCcBIAYeH s Hiiicue xo: 3 o
Maimfacturer name; Hetero Labj Ll.ml‘ted Man, L'iccns.e No.: 22/RR/AP/200 L/F/R
HaitmenysanHsi BHPODHIKA! Ietepo Jla6s JlimiTen Bup. aiuensin Ne:

Location:

Micue3HaxomKeHiis:

Telangana, India
fOniT 111, Mopmyneiimn [aoT ]
Tenaurana, Inais

Unit 111, Formulation Plot No 22 - 110 IDA, Jeedimetla,

v 22 - 110 1A, [xuaiveriia, Xaiiaepaban, 300 055

—
Hyderabad, 500 055

Conclusion on the contirmation of the conditions for the
production of medicinal products in accordance with the

validity:

Kou npoaykTa

requirements of the GMP No.: 197/2025/C-500-25 repMin Aif: 07.12.2025
BUCHOBOK W1040 NATBEPIKEHHSE YMOB BUPOGHHUTBA JIIKAPCHLKHX P )
3aco6is Bumoram HBIT No:

Product Code Date of Batch Release 16/07/2025

4030406

[ara sunycky cepii

Analysis procedure results

PC3y.ﬂ bTATH IPOBEACHHS aHan 13y

Specification / JonyeTumi mexi

Sr.No Test / Release / Shelf-lifc / Result /
Ne3/u| Tokasnuk sKocTi TIpH BHITYCKY Ha TepMiH PesynsTat
IPHAATHOCTI

{. | Description )

Onuc

White cap / White body size 2' hard gelatin
capsules imprinted with ' 142" on cap and 'J' on
body with black ink, filled with white to off
white powdecr.

Teepaui xKesaruHoBi Karncysn posmipom 2, 3
KpWLIKOIO 6110r0 KOALOPY / KOPTTYCOM Gistoro
KONbOPY 3 Hanucom «142» Ha kpuL ta «J»
Ha KOpMyCi UOPHHM UOPHHIIOM, HaroBHEHI
ropouikom  Ginoro  abo Maibke  Oisoro
KOJILOPY.

Corporate
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White cap / White body size "2 hard gelatin
capsules imprinted with 142" on cap and J'
on body with black ink, filled with off white
powder.

Teepai kenaTuHoBi Kancy po3Mipom 2, 3
kpuiukoto 6inoro  KoabOpy [ KOpmycom
GiToro KoJLOpY 3 Halncom «142» na KpHLLL
Ta «J» Ha Kopiyci 4OpHMUM HODHHIOM,
HATOBHEHI  TOPOLIKOM — Maike Bioro
KOABOPY.
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HETERO LABS LIMITED

UNIT-II (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171 [72]73 /74
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Test/
[Moka3HuK AKocTi

Specification / JonycTumi Mexi

Release /
pH BHTIYCKY

™~

[dentification
Inewrudikauist

Shelf-life /

Ha repmin

npUAATHOCTI
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Result /
PesyabtaTt

o —]

2.1

By HPLC

Metoa BEPX

The retention time of major peak in
the chromatogram of the sample
solution should correspond to that
in the chromatogram of the
standard solution as obtained in the
Assay.

Yac yTpHMyBaHHs OCHOBHOIO niky
pa  xpomarorpami PO3UHHY
BUTIPOOYBAHOTO 3PA3KA RiAMOBiLAE
TAKOMY HA XpOMaTOrpami po3uuHy
CTaHaapTHOTO 3paska,
oTpUMaHOMy Y BUNpPOGYBaHHi
«KinpkicHe BU3HaAUSHHI.

Not carried out

He npoBoAHTHCS

The retention time of

major peak in the
chromatogram of the
sample solution

corresponds to that in
the chromatogram of
the standard solution as
obtained in the Assay.

Yac YTPUMYBAHHS
OCHOBHOTO  [HKY  Ha
XpOMATOTpami po3UHHY
BHITpOGYBAHOTO 3paska
BiAMOBiI@E TakOMY 112
xpomarorpami po3unHy
CTaHJAPTHOrO  3paska,
oTpumaHoMy y
BUMPOOYBAHHI
«KinbkicHe
BU3HAUCHHY.

2.2

By TLC

Meton TLUX

The principal  spot in the
chromatogram  obtained with
sample solution should correspond
in position and intensity with that
in the chromatogram obtained with
standatd solutlon.

OcHOBHA isiMa Ha xpomarorpami,
oTprumManiit Juist pO3UUHY
punpolyBatoro 3pasKa,
BianoBifgae 3a cBOIM MONOKCHHAM
12 IHTEHCHBHICTIO OCHOBHIH isMi
Ha xpomarorpami, OTpUMaHiH aist
CTAHJIAPTHOTO PO3UKUHY.

Average weight of filled
capsule

Cepentst maca 3anoBHEHOT

Corporate

Kamncyan

263.0 mg=£ 5%

(249.85 mg —276.15 mg)
263,0 Mr £ 5%

(249,85 MI-— 276,15 mr)
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Not carried out

He nposoauTbes

Not carried out

He 11poBOANTLCS

The principal spot in the
chromatogram obtained
with sample solution
corresponds in position
and intensity with that
i Ui Jnutialuglai
obtained with standard
solution.

QOctoBHa rsMa Ha
xpomarorpami,
oTpuMaHiit ans
PO3UHHY

BUNpPOOYBAHOI'0 3pa3Ka,
gianosinae 3a CBOIM
[10JI0WE HHAM T2
{HTEHCHBHICTIO
ocHoBHiM  ruisimi
xpomaTorpaMi,
oTpuManii
CTAHMAPTHOTO

Ha

s

260.78 mg

260,78 Mr

www. hetero.com




HETERO LABS LIMITED

UNIT-HI (E.O.U)

Factory : 22-10, IDA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73 | 74
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]
4. | Average net fill content 200.0 mg * 5% Not carried out 198.2 mg
(190.0 mg - 210.0 mg)
Cepeatisi Maca BMicTY 200,0 mr£ 5% He ripoBoanTbCA 198,2 mr
Kancyau (190,0 mr—210,0 mr)
5. | Lock length 17.80 mm & 0.40 mm Not carried out Minimum: 17.48 mm
Maximum: 17.78 mm
JIoBKHHA B 3aKPUTOMY 17,80 M + 0,40 mm 1e npoBOAKTHCA Minimym: 17,48 mm
BUTAsAL Makcumym: 17,78 mm
6. | Water content
(By KF) Not more than 2.0% m/m 1.0 Y%om/m
BnmicT noan
(meton Kd) He Ginbtue 2,0% m/m 1,0 Yom/n
7. | Uniformity of dosage L1=15.0 on the first 10 dosage
units units or if greater than L | then the
Pregabalin (CsHi7NO2) value is less than or equal to L. 1 for
Acceptance value (L1) 30 dosage units in total and no
individual content of the dosage | Not carried out 6.2
unit is less than (1-L2 x 0.0 )M not
more than (1+L.2 x 0.01)M in the
calculation of acceptance value
under the content uniformity.
Oauopianicts gosoanux | LI = 15,0 mas nepuux 10
OMHHHUB 71030BaHMX OAWHHMLb, abo AKIIO
Iperabanin (CsHiyNO2) Ginpwie L1, Toai 3HaUeHHs MEHWS
TMpuitmansue yucno (L1) a6o nopissioe L1 o 30
JO30BAHHX ONMHUUL y [NOMY, i He nposoauThes 6.2
WOZEH HJMBILyalibHUH BMICT Y
71030BaHIH OUMHMLI HE € MEHIINUM
3a (1-L2 x 0,01)M i He Gintbilinm 32
(1+ 12 x 0,01)M nipu ofuncnetHi
NPUHMANILHOTO  HHCIA  METOLOM
PAMOTO BU3HAUCHHSA.
8. | Dissolution Not less than 75% (Q) of the labeled amount of Pregabalin
(CsH2NO2) is dissolved in 15 minutes.
Po3unnenns 100 %
He wmenwe 75% (Q) Bix HOMiHAIBHOT  KisIbKOCTI
Tperadaniny (CsHiINOz)  pO3UHHAETBCA MpoTATOM
15 XBUJUH, 100 %
9. |Related compounds
H-PGNRCOI Not more than 0.2% m/m Not more than 0.2% m/m Not Detected
H-PGNRCO03 Not more than 0.2% m/m Not more than 0.2% m/m 0.00% m/m
Maximum single
unspecified impurity Not mote than 0.2% m/m Not more than 0.2% m/m 0.05 % m/m
Total impurities Not more than 0.8% m/m Not more than 1.0% m/m 0.05 % m/m
Corporate
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HETERO LABS LIMITED

UNIT-H (E.O.V)

Factory : 22-110, IDA, Jeedimetia,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73 [ 74
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CynpoBiasi gomimKn
H-PGNRCOI
H-PGNRCO03
MakcumasibHa OAHHHYHA
Hecneuudikopata
JOMilLIKa

3arasibHa KifnbKicThb
JOMIIIOK

He Sisstue 0,2 % m/M
He 6insiue 0,2 % M/M

He 6iistue 0,2 % m/m

He 6inbwe 0,8 % m/M

He 6inbuie 0,2 % m/m
He Ginbue 0,2 % m/m

He 6inbuie 0,2 % m/m

He Ginbie 1,0 % m/m

He suaBrieHo

0.00% m/m

0.05 % m/m

0.05 % m/m

Assay

Each Capsule contains
Pregabalin (CsHizNO2) in
me,

{(%6) Labeled amount

KifibKicHe BU3HaUYeHHsI
KonHa Kancysia MicTHTh
TtperaGanin (CsHiNO2), y mr
B % Bi HOMIHATLHOT KITbKOCTI

142,50 - 157,50
95,0~ 105,0

142,50 — 157,50
95,0—105,0

149.95 mg
100.0 %

149,95 mr
100,0 %

Microbiological
examination

|. Total aerobic microbial
count:
Tota! combined yeast and
moulds count:

2. Test for specified
Microorganisms:
Escherichia coli:
MikpoGionoriyna
4qHCTOTA

1. 3aranbHe Yucio
aepoBHIX MiKpoOpraHizmis
(TAMC):

3aranpHe YHueso
LPDHKIDKOBUX Ta MJTiCEHEBUX
rpu6is (TYMC):
2. BunpobysaHns Ha
oKpeMi BUAK
MiKpOOpraHizmis:
Escherichia coli:

Not more than 1000 cfu per g

Not more than 100 cfu per g

Should be absent per 1 g

He 6inbie 1000 KYO/r

He 6inbwe 100 KYO/r

Tosunui OyTs BigcyTHi B | T

Less than 10 clu perg

Less than 10 cfu perg

Absent per g

Meniue 10 KYO/r

Menwe 10 KYO/r

Bincyruig I ¢

L

Labelling Should correspond to the MQC requirements Corresponds to the MQC

MapKyBaHHsI TMouuio sianosinary Buvoram MI requirements
Biarnosijiae BuMoram
MICH

Packaging Should correspond to the MQC requirements Corresponds to the MQC

[MakyBaHHs [oBHHHO BIAMNOBiLATH BUMOTAM MIKS requirements
Bianosinae sumoram
MK

Corporate
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HETERO LABS LIMITED

UNIT-1il (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
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I hereby certify that the above information is authentic and accurate. This batch of product has been
manyfactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the requirements specified in the current GMP guidelines approved by the Ministry of
Health of Ukraine and with the requirements of the registration dossier of the destination country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Lluwm 5 3aceiouyio, wo nagedend guie ingopmayis € JOCHOBIPHOIO MU MOYHOIO. Lo cepito npooyryii byno
SUPOBREHO (BKITOUAIOYY NUKYCAHHA/MAPKYGAHHSA) Ma KONMPOiLe i soemi Ha eulye3Ua3HAYEHIT GUPOBHUYIT
OlnbHuYl NPOGedeHO y NOGHII GIONOGIOHOCHI 3 GUMO2AMY, 3CU3HAUCHUMU 6 yunuitt nacmanogi 3 GMP,
sameepdoceniit Minicmepemeom oxoponu 300pos s Yipaii, i 3 guMOeaMU PEECMPAYITIHO20 OOCHE Kpalti
npusnauenns. Ipomoxoau GupodHUYINEd, NAKYSANHA M anaizie BYI0 NEPeIANYO Md GCMUOCEHO
gionogionicme GMP.

Name | Pandharinath. B

Position of person authorising the batch release | Asst Manager-Quality Assurance
IMpispiwe | Hanaxapinarx. I

IMocaza 0cobu, sAika BuUaNa A03BI Ha BUMYCK cepii

Signature of person authorising the batch release
[Tianuc ocobu, sika BHAANA A03BIN HA BHITYCK CePit

Date of signature
Jara nignucanus

Corporate
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