S X

AEPIIKCIIYXBA
AEPKABHA CJHOVYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIU OBJACTI

npocnekT Banepis JlobGanoscskore, 51, M. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua, Kog €PTIOY 37078774

BHCHOBOK
HPO SIKICTH BBE3EHOro B YKpaiHy JikapchbKore 3aco0ly

03.12.2020 Ne 64815/20/10

DOIYKAII

(HalivenyBanns MxapCHKOro 3208y ITUIHO 3 PeECTpal HHMM TI0CBi HYSHHSM)
Kancya mo 73 mr, no 10 kamcyn y 6uricrepi, no 1 6icrepy v Kopobui 3 KapToHy

(dopma Bummycky, AO3YBAHHSA, BHI NAKYBaHHA JTKaPCAKOIO 3aC00Y)
Homep peecrpaitinoro noczimuerns UA/17009/01/03 cpox aif peecrpaniitsoro nocsimuenns 31.10.2023
Cepis nixapcbroro 3acoby Ne E2(11944C KinexicTs BBE38HOTO Nikapeskoro sacoby 49950

Bupofiruk Ierepo J1262 Jlimiten, Iamis

(HaFMeHyBarHS BHPOGHIKA 1iKapcLKOTo 3acofy, kpaida HOXOZMEHHH)

Breseno B Vipainy TOBapHSTBO 3 obmeskeHO0 BinnOBiRATRREICTIO "TAMAPOKC
IOKPEWH JIMITEAL", inenr. xon: 43687709

(naiMerysanHs T2 ol 3a CPIIOY rOpHIuYHOT ocoBu abo npissuiue, iM's, mo 6atexosl Gizuumol
0co0H - nianpreMud, ii Micie IpoXUBAHHS Ta peecTpariiinui HoMep 00aIKOBOT KAPTKH IUIATHHKE
NOAATKIE 300 cepix Ta HOMep acopTa)

Hporokon sizyankHoro Konrpomo gin 26.11.2020 N 4137/1.

JlaGoparopruil anamis skocTi TiKapeskoro 3acoby 3ilcHesui:

ATl "Lentpansra nafoparopis 3 anatisy SKOCTI TIKAPCHKEX 3aCOBIR 1 MEMHIHOT mpomyKmii”
(v.Kuie, Byn.Kympseceka 10r)

{(HalMCHYBaHHS T4 MICLIE3HAXOMXEHHS TaGoparepil, mo nposena nabopaTopHMil ananis grocTi)
Buchosok mono axocti nikapeexoro 3acoby, suzanuii raGoparopieo siz 03.12.2020 Ne 3477

PesyneraTu maGopaToproro anamizy sxocti JIKaPCEKOro 3acofy 3a epeBipeHUMH NoXaIHMKaMH BIATORINa0TE
BHMOraM METOIB KOHTPOIKO AKOCT] (2HATITHIHO-HOPMATHBHOL JOOKYMEHTAIT).

3a  pesyNbTaTAMM  [EDHKEBHOTO KOHTPONIO BCTAHOBNEHO, IO nikapcekuii  3acif  BBesewo B Yipaimy 3

ACTPHMAHIAM BHMOT 3aKOHOAABCTBA MO0 3a6e3eYeHHs TKOCTI AiXapChKHX 3ac0biB.
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HETERO

HETERO LABS LIMITED

e

f

(UNIT - Il E.OU)

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana INDIA.
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
e-mail : contact@heterodrugs.com, URL : hitp//www.heterodrugs.com
CIN : U 24110TG1983PLC009723
CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI

Certificate No.: Pagelofd

Ceprudixar Ne:- Q3FP20005149 : Cropisxka | 34
Productname: FLUCAP Manufacturingeountry: | India
Hassanpojyxuii: DIYKAIL Heprrapa-upobunk: Inpist

Jdikapcebka dopma:

Pharmaceuticalform:

Capsules75 mg
Kancynn mo 75 mr

Strength/potency:

Cuna ail/akTHBHICTD:

1 capsulecontains: Oseltamivir phosphate equivalent to Oseltamivir 75 mg
1 kancyna micTuTh:03eabTaMiBipy docdar expipasenTHo o3enpTaMiBipy 75 mr

Type and size of

10 capsules in a blister, 1 blister in a carton boxwith Ukrainian language labeling

packaging:
Bua i posmip 1o 10 xaneyn y Gaicrepi, no 1 Gaicrepy y kopo0ui 3 KapTony3 MapKyBanHIm
YIAKOBKH: YKpaiHChKOI0 MOBOIO
Balc'hNo.: £201944C Batcl?Slze: 49950 packs
Cepist Ne: Posmip cepil: YHAKOBOK
Mfg. Date:r 09/2020 Expn’yDat(i: 08/2023
Hara supobunnrsa: | puaarunii po:
ReglstratlgnCertlﬁ(-:zlte: UA/17009/01/03 V?l]l(] upto: 31.10.2023
PeecTpaniiine noceiguenns: Hiiicue po:
Manufacturer name: HeteroLabsLimited Man. License No.: : -

. _ . . R/AP R
Haiimenypanns pupoonuka:| I'erepo Jlao3J/limiren Bup. ninensin Ne: e

Location:

MicuesHaxomaKenns:

Unit I11, FormulationPlot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055

Telangana, India

YOuir i1, ®opmyneimullnor Ne 22 - 110 LA, cunimerna, Xaiinepaban, 500 055

Tenanrana, Inain

NPHBHIYCKY HA TepMIiH NPHAATHOCTI

SMDC Conclusion. on confirmation of GMP CertificateNo.: 129/2020/(:'_339' vali(li‘ty:mﬂ 03.03.2021
| Bucnosox moao minrsepwxenna cepraugikary HBIT AJICNe: Tepmingii:
Analysis procedure results
Peszynbprarn nposejeHns aHamizy
Sr.No Test/ Specification /lonyeTumi mexki Besltf - o
Ne3/nf Tlokasnnk sikocTi Heluksc/ STz PeaynsTat

1. | Description

Onuce

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 white to off white
granular powder.

Trepai skenaTurHoOBl Kancylm posMipy «2»
3 HENpo30pOI0  KPUIIEYKOK  CBITNO-
YKOBTOT'O KOMLOPY | HEMPO30PHM KOPNYCOM

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 white to off
white granular powder. : ‘

Tsepai sxenaTuHOBI Kancyay posmipy «2»
3 HENpO30POKY  KPMILGUKOK  CBITIHO-
JKOBTOTO-  KONIbOPY | HEMpO3CpuUM

CIpOro  KOALOPY 3 HANMCOM  CHHIM | KOPNyCOM CIpOro  KoJ
uoptunom «H» na xpumeuni i «5» wHa | cvHiv uophunom «H
KOpMycCi,  3amoBHEHI  rpaly/ibOBaHHM | HA KOPNycCi, 3anopfjeks
nopowkoM Ginoro abo wmaike Ginoro | nopowkom -Ginor
KOJILOPY. KOHBOPY.

M. on vioig big 0 14 4040

U z
Factory : 22-110,I1DA Jeedimetla. Hvderabad - 500 055. Talanaana INNIA Tal Q4_AN22NQRATNITA /72172174




HETERO LABS LIMITED

(UNIT-ll E.O.U)

HETERO
“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
@-mail : contact@heterodrugs.com URL : http//www.heterodrugs.com
CiN: U24110TG1989PLC009723
Certificate No.: . Page2of4
Ceprudixar No: i Cropinka 23 4
Sr.No Test / Specification /JlonycTami mesxi RekiilET
Nea/n Hoxasnmie sicoeri Release / Shelf-life / . Pesyabrar
NpH BUNYCKY HA TepMIH RDPHAATHOCT] -
2. |Identification The retention time of major peak in | Not carried out Complies
the chromatogram of the sample ‘
solution should correspond to that in
the chromatogram of the standard
solution as obtained in the Assay.
Inenmndikanin [Tpu npoBeaeHH| kinbkicHoro | He nposoauTees Bianosinae
BM3HAYEHHA  4ac  yTPUMYBaHHA
OCHOBHOTO Nika Ha XpomaTorpami
pPO3UMHY 3paska mae 30iratdcs 3
YacoM  YTPHUMYBAHHA  OCHOBHOIO
nixa Ha XpoMaTorpami
| CTAHIAPTHOrO PO3YHHY.
3. | Average weight of 2280 mg + 5% Not carried out 229.62mg
filled capsule (216.60 mg - 239.40 mg)
Cepeana maca 228,0 mr £ 5% He nposoauTbes 229.62 mr
3aM0BNeNol Kancyjau (Bin 216,60 mr go 239,40 mr) o
4. | Averagenetfillcontent 165.0mg + 5% Not carried out 167.52 mg
[ (156.75mg - 173.25mg)
Cepeans maca pmicty 165,0 mr+ 5% He nporoaurscs 167.52mr
KancyJ (Big 156,75 mr no 173,25 wmr)
5. | Locklength 17.80mm £ 0.40mm Not carried out Minimum:
[ 7.47mmMaximum:
Homsxuna sakpurol 17,80 mm + 0,40 mm He nposonurses 17.88mm
KAaICcynu Minimym: 17,47 mm
Makcumym. 17,88 mm
6. | Water content Not more than 6.0%w/w Not more than 1.2 Y%owiw
(By KF) 7.0%w/w
Bnicr Boan He Ginbure 6,0% m/m He Ginbwe 7,0% m/m | 1.2 Yom/m
(ITo K. ®iwepy) ‘
7. | Uniformity of dosage
units
Acceptance value (L 1) Not more than 15.0 Not carried out
| OanopignicTs 6.2
A030BANKHX OAHHHIE
[putimanshe uneno He Ginpwe 15,0 He nposoauntscs
(L)
8. | Dissolution Not less than 75% (Q) of the labeled amount of Oseltamivir
(CysHasN2Qy) is dissolved in 20 minutes.
Po3YNHenus Kinpkicts ozenbramisipy (CisHwN2O,), sika posumsmnace | 96%

nporarom 20 XBUAMH, NOBMHHA CKNagaTH He menwe 75%

(Q) BiA HOMIHAIBEHOrO BMICTY.

Factory :22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA. Tel: 91-40-23096170/71/72/73/74




(UNIT-IIl E.O.U)

HETERO LABS LIMITED

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel: 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250

e-mail : contact@heterodrugs.com URL : http//www.heterodrugs.com
CIN: U24110TG1989PLC009723

Certificate No.:

03FP20005149

Page3ofd
Cropinka 3 3 4

Ceprudixar Ne:

9. |Organic impurities

Impurity A Not more than 2.0% w/w 0.02 %w/w .

Impurity B Not more than 0.3% w/w Below LOQ (LOQ =
0.009%w/w)

Impurity C Not more than 0.5% w/w 0.04 Y%w/w

Individual unidentified Not more than 0.2% w/w 0.06 Y%ow/w

impurity :

Total unidentified Not more than 0.5% w/w 0.12 %w/w

impurities

Total impurities Not more than 3.0% w/w 0.18%w/w

Cynposizni gomimxn

Nomiuka A He 6inpine2.0% m/m 0.02 % m/m

Jlomitka B He Ginbue 0.3% m/m Hixue MKB (MKB=
0.009% m/m)

Jomimka C He 6inbwe 0.5% m/m 0.04 % m/m

OnuenuHa He Oinbwe 0.2% m/m 0.06 % m/M

HelgenThikoBaHa

AOMILIKA

Cywma neinentndikosanux | He 6inbuie 0.5% m/m 0.12 % m/m

JOMILIOK

CyMa loMilloK He &inbine 3.0% m/m 0.18% M/m

10. | Assay

| capsule contains:
Oseltamivir phosphate
equivalent to Oseltamivir
(CisHxN,Oy), in mg

(%) Labeled amount
Kinbxicne Bnsnauenys

| xancyna mMicTHTb:
OszenvTamisipy (ocdar
€KBIBAJIGHTHO 03ENbTAMIBIPY
{C](,HggNgOt;), B MIT

(%6) BRIl HOMIHANBHOTD
3HAUEHHS

Not less than 71.25 and
Not more than 78.75

Not less than 95.0 and
Not more than 105.0

He wmenwe 71,25 1 He

Oinbue 78,75

He menwe9s,0 iHe

Hinpie 1050

Not less than 67.50 and
Not more than 82.50

Not less than 90.0 and
Not more than 110.0

He menme 67,50 i He
Ginse 82,50

He menwe 90,0 { ne
Dinpuie 110,0

75.99

101.5

15,99

Residual solvents
Content of Ethanol
3aJMIIKOBI PO3UNHHIKH
Bwicr eranony

Not more than 5000 ppm

He Binbwe 5000 ppm

Not carried out

He nposonurbes

“OE'Q{“\ /
2
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HETERO

(UNIT - IIl E.OU)

HETERO LABS LIMITED

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana INDIA.
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250 :

e-mail : contact@heterodrugs.com, URL : http//www.heterodrugs.com

CIN : U 24110TG1989PLC009723

Certificate No.:

Ceprudixar Ne: GRET2000514

Pagedofd
Cropiika 43 4

12. | Microbiological examination
]. Total aerobic microbial count:
Total combined yeast and moulds
count:

Escherichia coli:

Mikpobioaoriuna YneToTa

1. 3aranbHe YMCa0 aepobHHX
MIKpOOPraHismiB:

3arajibHe YACIIO APDKIKOBUX Ta
rniceHeBMx rpudis;

2. BunpoGysaHHs Ha OKpeMi BHAHN

2. Test for specified Microorganisms:

Not more than 10°cfu per g.
Not more than 10°cfu per g.

Should be absent per 1 g of the preparation.

He Ginbue 107 KYO/r

He Ginbe 10° KYO/r

Less than 10 cfu per g
Less than 10 cfu per g

Absent per g.

Menue 10 KYO/T.

Menme 10 KVO/r.

MiKpOOpPTaHI3MiB:

Escherichiacoli. [Moeunni GyTy BiACYTHI B | T Openaparty Bigcyrnis 1 1.
Labelling Should correspond to the MQC requirements Complies
MapkyBanns Mopuuuosiznopigarueumoram MK Bianozsinae
Packaging Should correspond to the MQC requirements Complies
IMakysanns TlosnHHOBIANosinatuByuMoram MK Binnosinae

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

including packaging/labeling and quality conirol at the

above mentioned site in full compliance with the GMP

requirements of the local Regulatory Authorily and with the specification available in registration dossier. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

- Lum 2 3acsidupio, ujo nagedena suye inghoprayis € QOCMOGIPHOIO Ma MOYHOIO. Lo cepiio npodykyii 6yno eupodneio
(BRUOUWONU NAKYBANNA/MAPKYBAHNHS) Ma Konmpoas ii axocmi na suesasHaneniti GupotHUNill dinsuuyl nposeoeno y
noanitll gionogionoemi 3 uwozam GMP, gomanogienil MiCYEGUN PESYILTOPHUM OPeGHOM, o MAROIC gidnogiono 0o
cneyugbixayii, Wo MiCmumses ¢ peecmpayinHomy docve. TIpomoromt GupoDHUYMEd, RAKYGUHIsL 11 araiizic 0yno

nepeaisHyno ma 6emanosaeno sionosionicme GMP.

Name

Position of person authorising the batch release
' [Tpizsuite
[Mocana ocobu, sika BUAAIA N03BIN HA BHIYyCK cepil

B. Nageswara Rao,

Sr. Manager, Quality Assurance
b. Harecpapapao

CI' MeHe/Kep, 3a0e3nedeHns SIKocTi

Signature of person authorising the batch release
[Tianne ocoGi, sKa BHAANA RO3BIN Ha BUMYCK cepil

Date of signature
JlaTa nignucanHs

e
e
il LiAHWA gF

Kuip # o

- e R O e L | [
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AEPIIKCIIYXBA
AEPKABHA CJHOVYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIU OBJACTI

npocnekT Banepis JlobGanoscskore, 51, M. Kuig, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua, Kog €PTIOY 37078774

BHCHOBOK
HPO SIKICTH BBE3EHOro B YKpaiHy JikapchbKore 3aco0ly

03.12.2020 Ne 64815/20/10

DOIYKAII

(HalivenyBanns MxapCHKOro 3208y ITUIHO 3 PeECTpal HHMM TI0CBi HYSHHSM)
Kancya mo 73 mr, no 10 kamcyn y 6uricrepi, no 1 6icrepy v Kopobui 3 KapToHy

(dopma Bummycky, AO3YBAHHSA, BHI NAKYBaHHA JTKaPCAKOIO 3aC00Y)
Homep peecrpaitinoro noczimuerns UA/17009/01/03 cpox aif peecrpaniitsoro nocsimuenns 31.10.2023
Cepis nixapcbroro 3acoby Ne E2(11944C KinexicTs BBE38HOTO Nikapeskoro sacoby 49950

Bupofiruk Ierepo J1262 Jlimiten, Iamis

(HaFMeHyBarHS BHPOGHIKA 1iKapcLKOTo 3acofy, kpaida HOXOZMEHHH)

Breseno B Vipainy TOBapHSTBO 3 obmeskeHO0 BinnOBiRATRREICTIO "TAMAPOKC
IOKPEWH JIMITEAL", inenr. xon: 43687709

(naiMerysanHs T2 ol 3a CPIIOY rOpHIuYHOT ocoBu abo npissuiue, iM's, mo 6atexosl Gizuumol
0co0H - nianpreMud, ii Micie IpoXUBAHHS Ta peecTpariiinui HoMep 00aIKOBOT KAPTKH IUIATHHKE
NOAATKIE 300 cepix Ta HOMep acopTa)

Hporokon sizyankHoro Konrpomo gin 26.11.2020 N 4137/1.

JlaGoparopruil anamis skocTi TiKapeskoro 3acoby 3ilcHesui:

ATl "Lentpansra nafoparopis 3 anatisy SKOCTI TIKAPCHKEX 3aCOBIR 1 MEMHIHOT mpomyKmii”
(v.Kuie, Byn.Kympseceka 10r)

{(HalMCHYBaHHS T4 MICLIE3HAXOMXEHHS TaGoparepil, mo nposena nabopaTopHMil ananis grocTi)
Buchosok mono axocti nikapeexoro 3acoby, suzanuii raGoparopieo siz 03.12.2020 Ne 3477

PesyneraTu maGopaToproro anamizy sxocti JIKaPCEKOro 3acofy 3a epeBipeHUMH NoXaIHMKaMH BIATORINa0TE
BHMOraM METOIB KOHTPOIKO AKOCT] (2HATITHIHO-HOPMATHBHOL JOOKYMEHTAIT).

3a  pesyNbTaTAMM  [EDHKEBHOTO KOHTPONIO BCTAHOBNEHO, IO nikapcekuii  3acif  BBesewo B Yipaimy 3

ACTPHMAHIAM BHMOT 3aKOHOAABCTBA MO0 3a6e3eYeHHs TKOCTI AiXapChKHX 3ac0biB.
’_,s'?o‘g} 4.;‘%‘%. h
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HETERO

HETERO LABS LIMITED

e

f

(UNIT - Il E.OU)

“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018, Telangana INDIA.
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
e-mail : contact@heterodrugs.com, URL : hitp//www.heterodrugs.com
CIN : U 24110TG1983PLC009723
CERTIFICATE OF QUALITY
CEPTHOIKAT AKOCTI

Certificate No.: Pagelofd

Ceprudixar Ne:- Q3FP20005149 : Cropisxka | 34
Productname: FLUCAP Manufacturingeountry: | India
Hassanpojyxuii: DIYKAIL Heprrapa-upobunk: Inpist

Jdikapcebka dopma:

Pharmaceuticalform:

Capsules75 mg
Kancynn mo 75 mr

Strength/potency:

Cuna ail/akTHBHICTD:

1 capsulecontains: Oseltamivir phosphate equivalent to Oseltamivir 75 mg
1 kancyna micTuTh:03eabTaMiBipy docdar expipasenTHo o3enpTaMiBipy 75 mr

Type and size of

10 capsules in a blister, 1 blister in a carton boxwith Ukrainian language labeling

packaging:
Bua i posmip 1o 10 xaneyn y Gaicrepi, no 1 Gaicrepy y kopo0ui 3 KapTony3 MapKyBanHIm
YIAKOBKH: YKpaiHChKOI0 MOBOIO
Balc'hNo.: £201944C Batcl?Slze: 49950 packs
Cepist Ne: Posmip cepil: YHAKOBOK
Mfg. Date:r 09/2020 Expn’yDat(i: 08/2023
Hara supobunnrsa: | puaarunii po:
ReglstratlgnCertlﬁ(-:zlte: UA/17009/01/03 V?l]l(] upto: 31.10.2023
PeecTpaniiine noceiguenns: Hiiicue po:
Manufacturer name: HeteroLabsLimited Man. License No.: : -

. _ . . R/AP R
Haiimenypanns pupoonuka:| I'erepo Jlao3J/limiren Bup. ninensin Ne: e

Location:

MicuesHaxomaKenns:

Unit I11, FormulationPlot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055

Telangana, India

YOuir i1, ®opmyneimullnor Ne 22 - 110 LA, cunimerna, Xaiinepaban, 500 055

Tenanrana, Inain

NPHBHIYCKY HA TepMIiH NPHAATHOCTI

SMDC Conclusion. on confirmation of GMP CertificateNo.: 129/2020/(:'_339' vali(li‘ty:mﬂ 03.03.2021
| Bucnosox moao minrsepwxenna cepraugikary HBIT AJICNe: Tepmingii:
Analysis procedure results
Peszynbprarn nposejeHns aHamizy
Sr.No Test/ Specification /lonyeTumi mexki Besltf - o
Ne3/nf Tlokasnnk sikocTi Heluksc/ STz PeaynsTat

1. | Description

Onuce

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 white to off white
granular powder.

Trepai skenaTurHoOBl Kancylm posMipy «2»
3 HENpo30pOI0  KPUIIEYKOK  CBITNO-
YKOBTOT'O KOMLOPY | HEMPO30PHM KOPNYCOM

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 white to off
white granular powder. : ‘

Tsepai sxenaTuHOBI Kancyay posmipy «2»
3 HENpO30POKY  KPMILGUKOK  CBITIHO-
JKOBTOTO-  KONIbOPY | HEMpO3CpuUM

CIpOro  KOALOPY 3 HANMCOM  CHHIM | KOPNyCOM CIpOro  KoJ
uoptunom «H» na xpumeuni i «5» wHa | cvHiv uophunom «H
KOpMycCi,  3amoBHEHI  rpaly/ibOBaHHM | HA KOPNycCi, 3anopfjeks
nopowkoM Ginoro abo wmaike Ginoro | nopowkom -Ginor
KOJILOPY. KOHBOPY.

M. on vioig big 0 14 4040

U z
Factory : 22-110,I1DA Jeedimetla. Hvderabad - 500 055. Talanaana INNIA Tal Q4_AN22NQRATNITA /72172174




HETERO LABS LIMITED

(UNIT-ll E.O.U)

HETERO
“Hetero Corporate”, 7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad - 500 018. Telangana, INDIA.
Tel : 91-40-23704923/24/25, Fax : 91-40-23704926, 23714250
@-mail : contact@heterodrugs.com URL : http//www.heterodrugs.com
CiN: U24110TG1989PLC009723
Certificate No.: . Page2of4
Ceprudixar No: i Cropinka 23 4
Sr.No Test / Specification /JlonycTami mesxi RekiilET
Nea/n Hoxasnmie sicoeri Release / Shelf-life / . Pesyabrar
NpH BUNYCKY HA TepMIH RDPHAATHOCT] -
2. |Identification The retention time of major peak in | Not carried out Complies
the chromatogram of the sample ‘
solution should correspond to that in
the chromatogram of the standard
solution as obtained in the Assay.
Inenmndikanin [Tpu npoBeaeHH| kinbkicHoro | He nposoauTees Bianosinae
BM3HAYEHHA  4ac  yTPUMYBaHHA
OCHOBHOTO Nika Ha XpomaTorpami
pPO3UMHY 3paska mae 30iratdcs 3
YacoM  YTPHUMYBAHHA  OCHOBHOIO
nixa Ha XpoMaTorpami
| CTAHIAPTHOrO PO3YHHY.
3. | Average weight of 2280 mg + 5% Not carried out 229.62mg
filled capsule (216.60 mg - 239.40 mg)
Cepeana maca 228,0 mr £ 5% He nposoauTbes 229.62 mr
3aM0BNeNol Kancyjau (Bin 216,60 mr go 239,40 mr) o
4. | Averagenetfillcontent 165.0mg + 5% Not carried out 167.52 mg
[ (156.75mg - 173.25mg)
Cepeans maca pmicty 165,0 mr+ 5% He nporoaurscs 167.52mr
KancyJ (Big 156,75 mr no 173,25 wmr)
5. | Locklength 17.80mm £ 0.40mm Not carried out Minimum:
[ 7.47mmMaximum:
Homsxuna sakpurol 17,80 mm + 0,40 mm He nposonurses 17.88mm
KAaICcynu Minimym: 17,47 mm
Makcumym. 17,88 mm
6. | Water content Not more than 6.0%w/w Not more than 1.2 Y%owiw
(By KF) 7.0%w/w
Bnicr Boan He Ginbure 6,0% m/m He Ginbwe 7,0% m/m | 1.2 Yom/m
(ITo K. ®iwepy) ‘
7. | Uniformity of dosage
units
Acceptance value (L 1) Not more than 15.0 Not carried out
| OanopignicTs 6.2
A030BANKHX OAHHHIE
[putimanshe uneno He Ginpwe 15,0 He nposoauntscs
(L)
8. | Dissolution Not less than 75% (Q) of the labeled amount of Oseltamivir
(CysHasN2Qy) is dissolved in 20 minutes.
Po3YNHenus Kinpkicts ozenbramisipy (CisHwN2O,), sika posumsmnace | 96%

nporarom 20 XBUAMH, NOBMHHA CKNagaTH He menwe 75%

(Q) BiA HOMIHAIBEHOrO BMICTY.

Factory :22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA. Tel: 91-40-23096170/71/72/73/74
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Ceprudixar Ne:

9. |Organic impurities

Impurity A Not more than 2.0% w/w 0.02 %w/w .

Impurity B Not more than 0.3% w/w Below LOQ (LOQ =
0.009%w/w)

Impurity C Not more than 0.5% w/w 0.04 Y%w/w

Individual unidentified Not more than 0.2% w/w 0.06 Y%ow/w

impurity :

Total unidentified Not more than 0.5% w/w 0.12 %w/w

impurities

Total impurities Not more than 3.0% w/w 0.18%w/w

Cynposizni gomimxn

Nomiuka A He 6inpine2.0% m/m 0.02 % m/m

Jlomitka B He Ginbue 0.3% m/m Hixue MKB (MKB=
0.009% m/m)

Jomimka C He 6inbwe 0.5% m/m 0.04 % m/m

OnuenuHa He Oinbwe 0.2% m/m 0.06 % m/M

HelgenThikoBaHa

AOMILIKA

Cywma neinentndikosanux | He 6inbuie 0.5% m/m 0.12 % m/m

JOMILIOK

CyMa loMilloK He &inbine 3.0% m/m 0.18% M/m

10. | Assay

| capsule contains:
Oseltamivir phosphate
equivalent to Oseltamivir
(CisHxN,Oy), in mg

(%) Labeled amount
Kinbxicne Bnsnauenys

| xancyna mMicTHTb:
OszenvTamisipy (ocdar
€KBIBAJIGHTHO 03ENbTAMIBIPY
{C](,HggNgOt;), B MIT

(%6) BRIl HOMIHANBHOTD
3HAUEHHS

Not less than 71.25 and
Not more than 78.75

Not less than 95.0 and
Not more than 105.0

He wmenwe 71,25 1 He

Oinbue 78,75

He menwe9s,0 iHe

Hinpie 1050

Not less than 67.50 and
Not more than 82.50

Not less than 90.0 and
Not more than 110.0

He menme 67,50 i He
Ginse 82,50

He menwe 90,0 { ne
Dinpuie 110,0

75.99

101.5

15,99

Residual solvents
Content of Ethanol
3aJMIIKOBI PO3UNHHIKH
Bwicr eranony

Not more than 5000 ppm

He Binbwe 5000 ppm

Not carried out

He nposonurbes

“OE'Q{“\ /
2

9:‘,' =
Mkalﬁﬁﬁnw
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12. | Microbiological examination
]. Total aerobic microbial count:
Total combined yeast and moulds
count:

Escherichia coli:

Mikpobioaoriuna YneToTa

1. 3aranbHe YMCa0 aepobHHX
MIKpOOPraHismiB:

3arajibHe YACIIO APDKIKOBUX Ta
rniceHeBMx rpudis;

2. BunpoGysaHHs Ha OKpeMi BHAHN

2. Test for specified Microorganisms:

Not more than 10°cfu per g.
Not more than 10°cfu per g.

Should be absent per 1 g of the preparation.

He Ginbue 107 KYO/r

He Ginbe 10° KYO/r

Less than 10 cfu per g
Less than 10 cfu per g

Absent per g.

Menue 10 KYO/T.

Menme 10 KVO/r.

MiKpOOpPTaHI3MiB:

Escherichiacoli. [Moeunni GyTy BiACYTHI B | T Openaparty Bigcyrnis 1 1.
Labelling Should correspond to the MQC requirements Complies
MapkyBanns Mopuuuosiznopigarueumoram MK Bianozsinae
Packaging Should correspond to the MQC requirements Complies
IMakysanns TlosnHHOBIANosinatuByuMoram MK Binnosinae

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

including packaging/labeling and quality conirol at the

above mentioned site in full compliance with the GMP

requirements of the local Regulatory Authorily and with the specification available in registration dossier. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

- Lum 2 3acsidupio, ujo nagedena suye inghoprayis € QOCMOGIPHOIO Ma MOYHOIO. Lo cepiio npodykyii 6yno eupodneio
(BRUOUWONU NAKYBANNA/MAPKYBAHNHS) Ma Konmpoas ii axocmi na suesasHaneniti GupotHUNill dinsuuyl nposeoeno y
noanitll gionogionoemi 3 uwozam GMP, gomanogienil MiCYEGUN PESYILTOPHUM OPeGHOM, o MAROIC gidnogiono 0o
cneyugbixayii, Wo MiCmumses ¢ peecmpayinHomy docve. TIpomoromt GupoDHUYMEd, RAKYGUHIsL 11 araiizic 0yno

nepeaisHyno ma 6emanosaeno sionosionicme GMP.

Name

Position of person authorising the batch release
' [Tpizsuite
[Mocana ocobu, sika BUAAIA N03BIN HA BHIYyCK cepil

B. Nageswara Rao,

Sr. Manager, Quality Assurance
b. Harecpapapao

CI' MeHe/Kep, 3a0e3nedeHns SIKocTi

Signature of person authorising the batch release
[Tianne ocoGi, sKa BHAANA RO3BIN Ha BUMYCK cepil

Date of signature
JlaTa nignucanHs

e
e
il LiAHWA gF

Kuip # o
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