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Product name:
Ha3gyg npoaykui-

Pharmaceutica; form:
Jdirapenky dopma;
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Strength/potency: 1 capsule containg Pregabalin 150 mg
Cung uii’/amnsng’_r“b: ______ el 1 Kaneyny MICTHTL 150 Mmp erabaniny —_— e
Type and size ofpackaging: / 10 capsules in a blister, 3 blister in a carton box with Ukrainian languages !abelfing
Bua i PO3MIp ynakogycy: / 1o 10 kancyy Y bnicrepi, ng 3 Onicrepy Y ®apronnii Kopofiui 3 ma PXRyBanuy
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Mfg. Date: 02.2024 Expiry Date: 01.2026
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Location; Unit I, Formu}ation Plot No 22 - 110 ID4, .feedimer,la, Hyderabad, 500 055

Telangana, India
Ouiv i, Popmynetiungy Hiuor Ne 27 . 119 1A, ,llxcxmimew}a, Xaﬁnepaﬁau, 300 055
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Conclusion on the confirmation of the conditions for the / |

Micueauaxomicemm:

production of medicinat Products in accordance with the
requirements of the GMP Ny ..
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Specification / ASUYCTHM Mo

{Sr.No; Test / Release / Shelf-life / Resuli /
Ne 3/ Mokasyn AKOCT] pu BUmycky Ha Tepmiiy Pesynprar
- HpuAaTHOEF -
I Description — White cap / White bod}fﬁ?egi' hard gelatin White cap / White body size o hard gelatin /
Capsules imprinted With '142' op cap and 'J' on capsules imprinteqd with 142" op cap and 'J* |
body with black ink, fitled with white 1o off | on body with blaci ink, filled with off white
white powder. powder,

449/2023/C-885
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Teepai WehAaTuHoR| Kamneyny possipon 2, 3 | Taepai KenaTHrap] kancyny Po3mipom 2, 5
KPUUIKOw0 Binorp kosiLopy / Kopnycom binoro KPHIIKOWO  Binorg KOfbopy  / Kopnycowg
Onue Komsopy 3 Hanucom «147y pa Kpuioni ta «Jy | Binore ROIBOPY 3 Waruconm «t42» ua Kpuiguf
Ha Kopryci HOPHHUM HOPHHNOM, HalnoBHewj ,J Ta «n» g kopryei  qopnmm qopmlmom,‘/
opourkom  Girore abo  Maibxe binoro | HanosHenj NopowkoM  masise Sinoro
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Specification / Honyerumi Mesxi 7

Sr.No Test/ T “‘T;g,’gg;;,‘f” D ‘s;}lé}ﬁ‘ﬁfe‘/“—f Result /

Nez/n Hokasuug AKOCT] npH Binycky HA Tepmin ,f Pesyantar

npuaatTHocTi f
\lp\_mﬂ_mj .......

The retention time of major peak in
the chromatogram of the sample
solution should correspond to that chromatogram  oFf the
in the chromatogram of the ! sample solution
standard solution as obtained in thejf corresponds to that i

2 fden tnzz_tal_(?;t_ig;i -
Lienrugikanig

21 [By HpLc

The rétention time of
major peak i the

Assay the chromatogram of [
| the standarg solution as
! obtained in the Assay, /
[
! Meroq BEpPX Yac YTpUMyYBanug OCHOBHOTO iy | He NpoBOAHTLER ! Yac YTPUMYBaKLg
Ha Xpomarorpami poztivy ] [ UCHOBHOMO  piky  yp ii
BUiIpOOyBanore 3palia sinmosigac ! XpoMaTOrpami pOzUkny |
TAKOMY Hy Xposarorpam; Po34uAy ff ' BUGpODYRAnorg 3paika ';'
Crannaptuore paska, | | BidnoBigae TaKoMy uga |
OTpHMRHOMY BUNPOGY Rk / XPomaTorpai posguyy !
«Kinskicne BH3IHAYBHHgy, Cranaapraorg 3pazka, {
! oprmanomy y
f’f BHNPOOYBapy] |
1 «Kinpkiche /
]
— B e . . f.ﬁﬂﬁ%‘i@.’iﬂ””'

The principal spot  in the | Not carried oy The principal spot in the |
chromatogram obtained iy ‘ chromatogram obtained
sample solution should correspond with sample  solution
i position and intensity with that ; corresponds in position
in the chromatogram obtained with ! and intensity with that
standard solutiop, in the chromatogram
obtained with standard
solution,

i
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|
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!

Meron TIIX OchoBHa nisug Ha Xpomatorpami, | He UpORGANTLC

f

!

Ocuorya TIsIMa Ha!'
]

i

OTpHManii s po3dIny ? Xpomarorpami,
BHApoOyeanore 3paska, | OTpumanik ang |
BLANOBInae 38 CBOIM Aonomesunm |

Ta fHTEHCMBHfCT}O OCHOBHIH gy
Ha Xpomarorpawm;, OTpUMaHIE ang
CTaHgapTHOr posuuny,

BHIpobysanorg Ipaika,
BiAMOBigae 34 cso}‘;‘vz;

posumny }

onoweHEaM Ta
iHTeHcmsHicno
OCHOBHIN  rurapgg 13 f

pasiii |

Average weight of filled
capsule

Cepennst macy 3anoBHeyof
Kaneynu

263.0 mg + 59,
{249 85 mg-276 15 mg}
263,0 Mr = 594

(249,85 mr— 276,15 mr)

W=l T t-em—wt_w_w__ﬁ_—g_m.m_m_. T et e s
7-2-A2, Industrial Estates, Sanath Nagar, HyderabadeOO 18, Te!angana, Indig
T:+9) 40 23704925 / »x - wWww.hetero.com
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r Specification / Honycrumi mexci

Sr.No Test / T Release / Shelf-life ; Result /
Nes/py [okasuui akocri npH Biuycky HA Tepmin ! Pezyanrar
o S | _omeent |
4 Average net fill content 200.0 mg + 59 Not carried our { 198.8 mg f
{EQ0.0mg—N0.0mg) ‘
Cepenns maca BMicTy 200,0 mr + 59 He nposogurees { 198.8 mr -
Kaneynu (190,0 pr—2 Wowry | ~ !
5. | Lock length | 17.80 mm = 040 mm Not carried oyt Minimum: 17.70 mm

Maximum: 17.95 mm

Horsuna g 3aKpuTOMy 17,80 mm + 0,40 wu He nposogmrees MikivMym: 17.70 My |
BHEASIA] f

Makcumym: 17.95 yn

—— |

Water content
(By KF)
Buict sogu
{(meTon Ky

Not more than 2.0% m/m

He Binsuge 2,0% m/im

. N T — ey T
Uniformity of dosage LI=15.0 on the first 19 dosage

units UNits or if greater than { I then the
Pregabalin (CanNOz) value is less than orequaltc 1. | for

Acceptance value (L1} 30 dosage units i total and no |

individual content of the dosage ié Not carried out i
unit is less than (1-L2 x D01 nor | ]
more than ([+L2 x 0.01M in the |
calculation of acceptance value f

under the content uniformity. l

|

I, roai sHaveusa mempe | }

OHHOpiJIHiCTbJIGSOBaHHX L1 = |50 A nepuwmx 1

OXMHMLE ACI0BAHMX  OfHHNLL, afg A0
[peradasiy (CsH1NO») Ginsiue .

lpuitmany ye 4ncno {L1) abo

Jopisroe ] ans 30
QO3OBARKX Ok, ¥ uinomy, i
KONEH IHAMBIZY AN b Bmicr y
AO30BaRiA OakHULI pe ¢ MERUIHY |
3 (1-L2 x 0,61 )M i pe Ginbunm 3a | f
(1412 x 0.01)M npn oGuHCIeNH| | :
NMpuHsaiLrorg HHCHA  MeTonom , |
|_MPAMOTO BH3Havenns. N ___,,_,Ww_%__....i. N
| Not less than 75% (Q) of the iabeled amount of Pregabalin ](

H

i
[ lic mpopomsrien
|

Dissolution

(CsHiNOw) is dissotved in |5 minutes,
Pozunsenng

98 %
He menme 5% (Q) i HOMiKATLHOT KifbrocTi
Hperaﬁaniﬁy (CsH1NOy) POIMMHRETOCT  npotsron
IS5 xsrnun,
Related compoungds T P HO5" h
H-PGNRCO) Not more than (.29 m/m Not more than 0,29 m/mr QErDAR
H-PGNRC03 Not more than 0,29 m/m | Not more than 0.2% my \
Maximum single i
unspecified impurity Not more than 0.2% m/m Not more than 0,29 m
Total impurities Not more than 0.8% m/m Not more than 1,0% /Ky }}
OV ROTE 'LQ-H%__M_ T e e
7-2-A2, industrial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, India

T:+9) 40 23704923 /25 . Www.hetero.com
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Factory : 22.110, oA, Jeedimatla,
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Specification ! Donycrami mexi
Sr.No Test/ Release / Shelf-fife / Result /
Nez/n Moxasuuk sxcoci ApH BrnyeKy Ha TepMin Pezyrnrar

- fipHAaTHoCTI

o 'Cynpc}Bim{i ROMitcH l__h_-%__u' M: )
H-PGNRCO1 1 He Ginnme 0,2 2 iy i He Oinbise 0.2 % m/m

He Gidsue 0,2 % M/

H-PGNRCO3
Maxkcumansua ONHUHMYHA
Hecneuudixonana

He Ginnwe 0.2 % nim

! zomilnka He Binbine 0,2 % m/u
3aransua xinskicTs
ToMIUTOK He Ginbe 0,8 %% ming

N— _— ———— e

Each Capsuie containg
| Pregabalin (CeHiNOwY in ]

; mg, | 142,50 - 157,50

(%6) Labeled amount 85,0-105,0
Kinbricue suanavenng

Koxua kancyna mictury,

HMperadasin {(CsHi7NO,), v mr 142,50 — 157,50

B %% 514 HomianHoi kinekocri | 95,0 1050
Microbiological T
examination
1. Total aerobic microbiaj
count; Not more than 1000 cfy perg

Total combined yeast and

moulds count:

2. Test for specified

Microorganisms:
Escherichia coli:
Mixpobionoriyas
YHETOTa
L. 3aransre yucno
AepODHAX MIKpOOprasizmis

(TAMC):

3aransse yueao

APDKIDKOBHX Ta nicesenyy
rpubiz (TYMC):

2. BunpoBysakus ua

OKpeMi Brau

MIKpoODraHismis:

Lscherichia coli: o

L P e
Labeﬁmg } Should correspond 1o the MQC requiremen
Mapxypannn | [Tornuno Binnosizary BHMOTAM MK

|

f

Not more than 100 cfy, perg

Should be absent perig

He 6insme 1000 KVO/ir

He Sinbiue 100 KYO/ir

Ylorunni Gy BLICYTHIB |

Packaging

Haxysapyq HNoswmino Bignosigat BuMoram MKS

o
Corporate

7-2-A2, industrial Fetates, Sanath Nagar, Hyderabad-son 018 Telangana, india
T +91 40 23704923 / 28

| He Gintiue 0.2 % w/m

He Ginrwe 1.6 % m/m

T T —

S S Ml el

Should carrespond (o the MQC requirements

! He nunsneuo |
L 0.01 % m/um i
0.06 %% m/v (

0.79 % M/

R s W

JLess than 10 cfu per g

|

[Menme 10 KYOQ/r

i
l
Less than 10 cfu per g }{

Meume 10 KO/ "

|

Biﬁcggi Blr

""""" h_““‘[ orrespomis_t?mﬁa@
—
Brfe

X % the MQC
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Position of Person authorising the batch release
Mpizeunye

Signature of berson authorising the b
AOHC 0cody, gra BWaana no3gin ya g

atch releage |
[ Hnycx cepiy

Hata mignweans

Corporate
7-2-A2, Inciustriz; Estates,
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HETERO LARs LIMITED

UNIT-1l {E.o.)

Factory 22-110, 1DA, Jeedimet;‘a,
Hyderabad - 500 055, Telangana, iNDiA,
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epiio HpodYyIcyi| By10 eupobnene
4 BUpoBbIeyg Horny nposedeny y
MOPHIM opzanoy, o MarosiC 8idnoeidno o
upobnuymeg, RAKYEanHa ma anguizig Byo
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AGM-Qua]ity Assurance
Hinem K,

Date of signature |
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