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Product name: FLUCAP Manufactaring country: | India
Hassa npoayiniis GIYKAI Kpaiua-srpobin Tuais
Pharmaccutical form: Capsules 75 mg Destination country: Ukraine
Jlikapeska dopma Kaueym no 75 mr Kpaiua npysnavents: Yxpaiua

Strength/potency:
Cuaa ail/aKTHBHICTh:

{ capsule contains: oscltamivir phosphate equivalent to oseltamivir 75 my
1 aneysa mictuTh: o3eantavinipy hoedar eKBisajieHTHO oxensTaminipy 75 mr

Type and size of packaging:

Bux i posmip ynakosKu:

ylcpa‘mcmcom MOBOX0

10 capsales in a biister, 1 blister in a carton box with Ukrainian languages labelling
110 10 kaneys y 6aicrepi, o 1 GaicTepy y kopoOui 3 KapTOHY 3 MAPKYBAHIM

Bat(ih No.: £242798 ‘Butcl? Slzc:m 51000 pack}
Cepin Ne: Poamip cepiit YIAROBOK
Mig. Date: 07/2024 Expiry Date: 0612027

Hara snpobirsa: Hpusarnuil 20:

l}c%{lls"tratx‘on Cgrtlﬁ‘catc: UA/17009/01/03 v?}m ap tp: Unhmlted. 5
Peccrpauiiine nocsinyennn: Jiticse jgo: Heobmemenuit
Mafnuiacturer name: Hetgro Labs I{lf'lll'lcd Man. !fxcens‘c No.: 22/RR/AP/2001/F/R
Halimenysanasa BupoGHuUKa: [evepo Jlads Jlimiren Bup. siuensis No:

Location:

MicHe3HAXOINEHHS:

Telangana, India

Tenanrana, s

Unit [11, Formulation Plot No 22 - 110 IDA, Jeedimetia, Hyderabad, 500 055

HOuirT [, dopmysein Thnor Ne 22 - 110 LA, Hacvniversia, Xaiiaepatan, 500 035

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

BUCHOBOK 1040 NATBEPKENHS] YMOB BAPOOHANTEA NiKa PCLKUX

zacobiB samoram HBIT Ne:

449/2023/C-885

validity:

0 107.12,.2024
Tepmin it

Analysis procedure results
Pe3yibTATH NPOBEIEHISE AHANIBY

Specification / Jonyerumi mexi

Sr.No Test / Release / Sheli-life / Result /
Nes/mi [lokasHuk sarocTi PN BUITYCKY Ha repMin Pesynnrar
apuaaryocti

1. | Description

Oriuc

Hard gelatin capsules size 2" with. light yellow
opaque cap and grey opague body, imprinted
with ‘H’ on cap and 5" on body with blue ink,
filled with white to off white granular powder,

Toepiti kenatuHosl Kancyau posmipy «2» 3
HENPOIOPOIO  KPHUIGUKOIO.  CBITIO-KOBTONQ
ROAKOPY 1 HENPOIOPHM KOPNYCOM  ¢iporo
KOXLOPY 3 Hammcom cuuiv dopunaom «Hy wa
gputgenni 1 «S»  wa koprycl,  3anompeni
FPAHYILOBAIMM nOpowROM Gitore abo Maitwe
BUIOrO KUALODY.

Hard gelatin-capsules size 27 with light
yellow opaque cap and grey opaque body.
imprinted with *H’ on cap and “5* on body
with blue ink, filled with off white
granufar powder.

Trepai wenariHosl KanCymu posmipy «2»
3 HENpO30POI0  KPUWIEWKOI  CBITIO-
JKOBTOIO  KONKOPY 1 HENPO3OPHM
KOPILYCOM CIpOTO KOJILOPY 3 HAHCOM
criim yopruaom «Hy Ha kpuwesui | «5»
HA KODItYCi, 3aMOBHEH] rPaHylILORBHHM
popoikom maibxe 6110T0 koskapy.
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sample solution should chromatogram of the
correspond  to  that in the sample so\mionl

chromatogram of the standar

solution as obtained in the Assay.

Tlpu [pOBEneHH KiMBKICHOT
BHFHANEH

578.0 mg £ 3%
(216.60 mg - 239.40 mg)
228,0 My £ 5%

{rig 216,60 Mr 1o 239,40 M1

165.0 mg + 5%

(156.75 mg- 173.25 mg)
165,0 mr= 5%

(sin 156,75 Mr 1o 173,25 mr)

s Wl S b

Not more than 6.0%w/w
He Gibiue 6,0% MM

Not more than 15.0

(CreH2eN204) is dissolved in 20
Kinpiicts o3enstamisipy
MPOTATOM

ar, i—{ydarabad 500 018, Telangana, India
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Certificate No.:

Cepragiwar N 03FP24006931

Specification / Joryerami sexi

Sr.No Test / Release / Shelf-life / Result /
Nesz/n Ylokasani sIKocTi IPH BHUYERY Ha TepMin Pesyawrar
‘ npuaaTHOCT

0.02 Yw/w
0.02 %w/w
0.04 %%w/w

Not more than 2.0% w/w
Not more than 0.3% w/w
Not more than 0.5% w/w

Impurity A
Impurity B
Impurity C
Individual unidentified

impurity Not more than 0.2% w/w 0.07 Yow/w
Total unidentified
impurities Not more than 0.5% w/w 0.12 Y%w/w

Total impurities Not more than 3.0% w/w 0.21 Yow/w
Cynposiani pomimgu
Jomimwa A
Jomimxa B

Howmiwka C

0.02 % /M
0.02 % wim
0.04% m/m

He Ginbine 2.0% s/m
He 6inbe 0.3% m/m
He 6inpie 0.5% v/s

OnaauuHa

reincHtudikosarna

AoOMimIKa He 6inbie 0.2% Miv 0.07% mim
Cyma Heigenudikosanux

JOMIIIOR He Ginbiie 0.5% M/m 0.12% m/m

Cyma oMok He 6inpue 3.0% m/im 0.21 % MM

10. | Assay
1 capsule contains:
Oseltamivir phosphate
equivalent to
Oseltamivir
(C16H2sN204), inmg Not less than 71.25 and Not less than 67.50 and | 76.56
not more than 78.75 not more than §2.50
{%) Labeled amount Not less than 95.0 and Not less than 90.0 and 102.1
not more than 105.0 ot more than 110.0
Kubricre BU3HAYCIHE
| Kancyna MicTHTh:
Osenvramisipy docgar
eKRIBAICHTHO O3eIbTAMIBIDY
(CieH2aN204), 8 Mr He wmewwe 71,25 1 ne Ginwme | He menmne 67,50 i me
78,75 Binnie 82,50 76.56
(%) Bl BOMIHAIBHOTO He wemme 95,0 i ne Ginbwie | He meHue 90,0 { 5e
AHAHEHES 105,0 Ginwwe (10,0 102.1
11, | Residual solvents
Content of Ethanol Not more than 5000 ppm Not carried out 54 ppm
FANHIKOBI POIHMHHHKH
BMmicT BTanoy He Ginsise 5000 ppm He 1npoBouTHCH 54 ppm

12, | Mierobiological
examination

count:
moulds count:

Microorganisms:
Escherichiua coli:

Corporate

1. Total aerobic microbial
Total combined yeast and

2. Test for specified

Not more than 10° cfu per g.

Not more than 107 cfu per g.

Should be absent per | g of the preparation.

Less than 10 cfu per g

Less than 10 cfu per g

Absent per g.

7-2-A2, Industrial st
T- +91 40 23704923 / 25

tes, Sanath Nagar. Hyderabad-500 018 Telangana, India
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HETERO LABS LIMITED

UNIT-1I1 {E.O.U)

Factory : 22110, DA, Jeedirnetla,
Hycierabad - 500 055, Telangana, INDIA,
Phaone : +91 40 23096171/ 92 /73 /4

Certificate No.:
Cepruhixar N
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Specification / Jonycrami meski

Sr.No Test/ Release / Shelf-life / Result/
Nea/n Howkasunk sxocri JIpH BUIIYCKY Ha Tepmin Pesyabtar
apaaTHocT

MixpaoGiosorivua
HHCTOTA

(. 3araapHe 4ucao
aepofiuux
Mikpoopranismis:
3aranpHe yueao

rprbis:

2. BunpoOysarus na
OKpemi BHIH
MIKpoOprasismis:
Escherichia coli:

DPDRKOBUX TA M{CEHEB MY

He 6inbute 107 KYO/r

He 6inbue 107 KYO/ir

Iosuundi Oy1d siacyrHi B 1 r npenapary

Mere 10 KYOi,

Menme 10 KYO/r,

Bincytuig 1

Labeiling Should correspond to the MQC requirements Complies
Maprysanys Mosuuuo pinnosizaTy sumoram MKSI Bimnosinac
Packaging Should correspond to the MQC requirements Complies
Haxysanng ITosunno sianosigary sumoram MK Biurosigae

I hereby certife that the above iformation is authentic and accurate, This batch of product has been
neyfactired. including packaginglabeling and quality control at the above mentioned site in full
complicice witli the requiremenis specified in the current GMP guidelines approved by the Ministry of
Hedlth of Ukraine and with the requirements of the registration dossier of the destination countiy. The
batch processing, packagiy and analyisis records were reviewed and found to be in complicnee with GALP.

Ll st saeeidnyo, wo nacedend sumge indhopatayia e docmosipuow ma moeuncn. o ceplio npodyryii ovio
SUPOTACHO (ERAIOYIOUU HAKRVGQINS-MAPRY ARG 1Ia KOUIIPOAL 3 axovmi o cugesasnaen il cupodnuyii
Aitbuagd nposedeny ¥ ROsHIl Gionosignoemi 3 guyoeayn, 3aznavenuny ¢ aamit nacmanosi 3 GAP,
sameepdaceniii Minicmepemeom oxoponu 300p06 s Vepdiny, | 301002y preempalfiiinec Jocks: spainu
Hpanavenns, lpomoront eUPOOHUINGA, NAKYSAHHIE M andizie OVI0 Nepeasnymo Mo gCanoeaco

alonoeionicnts GMP.

Position of person authorising the batch release

[Mocaygs ocofiy, AKa AN O3B Ha BUIIYCK cepil

Name

[1pizBuine

Nilesh. K

AGM-Quality Assurance
Hiseun K.
NIrK-3adesnevenns Hrocri

Signature of person authorising the batch release
IMinstue ocoby, sika Rraana Jo3Bii Ha BURYyCK cepii

Date of signature
Hara ninnucanng

Corporate

7-2-A2, Industria! Estates, Sanath Nagar, Hyderabad-500 018, Teiangana, india

T +3) 40 23704923/ 25
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