JEPHIIIKCITY XEA
AEPKABHA CJIIVIKBA 3 JIKAPCHEKHX 3ACOFBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMHM YV KRIBCBKIH OBJIACTI

npocnext Banepia JloGaroscrkoro, S1, M. Kuis, 031 10, Ten/thare: (044) 2753030
E-mail: dls.ko@dls.gov.ua https://www.dls.cov.ua. Koxn €APIIOY 37078774

BUCHOBOK
PO SKICTH BBe3eHOro B YKpainy JIKapChKOT0 32¢00y

11.11.2029 Ne 60088/20/10

GOJIIVKAI

(HaliMeHyBaKkHA MiKAPCLKOrO 3aco6y 3rigHo 3 peecTpaliiinmy nocsigueH M)
Kancynd 1o 30 mr mo 10 kancya Y baricTepi, mo 1 Gaicrepy Y Kopooui 3 kaprony

(dopma aunycky, AO3YBARHYN, B/ NaXyBaHHA JIiKapeexoro 3acoby)
Howmep peectpauiitnoro nocsimuerzn UA/17009/01/01 CTPOK Zil peectpauiiiHoro noceimgenns 31.10.2023
Cepis nixapcskoro sacoby Ne £E201894 KinpxicTs BBe3eHoro mikaperkoro sacoy 12420

Brpofuux Terepo JIa63 Jlimiten, Iemig

(nafimenyBanns BUpoGHUKA nKApCEKOTO 3ac0By, kpaiua IOXOIEHHS )

Baesero B Vipainy Tosapucreo 3 o6meskeromo BinnorizaiLHicTIO "AMAPOKC

e

FOKPEUH JIMITEJL", izent. xoa: 43687709

(HalfMenyBaHns T2 KoK 33 €IPIIOY wopimpynoi ocobu abo npissuiie, iM's, 70 SaTEKOBI GizngHol
ocobu - mignpuemny, ¥ aicue [ipOXHBAHHA T2 PEECTPALIHEANR HoMep 0OIIKOBOT KAPTKRY NNATHMKE
MoZaTkiz abo cepit Ta Homep TiacrnopTa)

HpoTokou sisyansroro kortpemo six 06.11.2020 Ne 3840/2.
JlaboparopHwif ananis sxocti JiKapcLKoro 3acoby 3mificnenmt:

AIT "Lentpansna naboparopis 3 aHanizy sKocri MIKapCEKHX 3ac0BiB i MemumaHoT npomyxiii”
(v Kuis, Byn Kynpssceka 10r)

(HadiMeryBauHs Ta MicuesHaxomxeaas nabopatopii, mo nposena nabopatopuuil ananiz AKOCTI)

Bucrosok mono axocti nikapeskoro sacoby, Buianmi naoparopiero Big 10.11.2020 Ne 3155
PesysraT naboparoproro amanisy sxocti mikapcsKoro 3ac00y 32 MepeBipeHIMH MoKasHHKAMU BIXIOBII2IOTE

B#MOTaM METOLIB KOHTPOIIO SKOCTL (@aHamiTraBHO-HOpMaTHEHOT DOKyMeHTalY).

33 pesyNETATAMH IepikKaBHOrO KORTDOIXO  BCTZHOBJNEHO, DO IixapChkuil 3acid BBeseHo B Vkpaimy 3
AOTPAMAHHAM BEMOT 32K0HOIABCTEA 1MOJ0 3a0e3neTeHRA AKOCTI MKAPCHEIX 3aCOBIR.

N/ 2 Onexciit COJIOPAM
\\HM ) (ininianu ra npissmme)
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HETERO LABS LIMITED

(UNIT-Ill E.O.U)

Tel:

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

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

CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

Jlikapenka dopma:

Kancynn no 30 mr

Certificate No.: Pagelof4

Ceprudixar Ne: i, Cropinka 134
Productname: FLUCAP : Manufacturingeountry: | India
Hazpanpoaykuii: DIYKAII Jlep}icalsa—lm POGHNK: Tnupisn
Pharmaceuticalform: Capsules30mg

Strength/potency:
Cuia aii/akTHBHICTL:

1 capsulecontains: oseltamivir phosphate equivalent to oseltamivir30 mg
1 xancysa MmicTuTh:03eabTamMiBipy docdar ekBiBaneHTHO 03envTamiBipy 30 mr

Type and size of

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

packaging: I e SR . . _
B i BNt SRS ITo 19 kancey y daicrepi, o 1 6aicrepy y xopoOui 3 KapTony 3 MAPKYBANHIM
YKpalHCEKO10 MOBOK

Batc'hNo.: £201894 Batc!?Sne: 12420 packs
Cepin Ne: Posmip cepit: yHaKOBOK
Mfg. Date: 09/2020 ExplryDatfi: 08/2023
Harta BapodnunTBa: Hpuaaruui po: )
Reglstratl.tznCcrtlﬁc':ate: UA/17009/01/01 V.aulld upto: 31.10.2023
Peecrpaniiine nocgiguenusi: Hilicne no:
Manufacturer name: HeteroLabsLimited Man. License No.:

2/ 2 /R
Halimenypanust Bupotunka: | Ierepo JladsJlimiren Bnp. ninensin Ne: 22/RRIAPI2001/KT

Location:

MicuesnaxomxeHHsI;

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

Telangana, India

1Omnir 111, @opmyaeiimullnor Ne 22 - 110 IJA, JTxunaiverna, Xaiinepadan, 500 055

Tenanrana, Inain

NpHAATHOCTI

N C onfi ti ti NoO.: alidity:

SMDC onclusmn. on confirmation of GMP CertificateNo 129/2020/C-339 V’t]ld].ty  103.03.2021

Bucnosox mojo nigreepuxenns ceprudivary HBIT JJICNe: Tepminaii:

Analysis procedure results
PesyanTaTn npopeaenns ananisy
. Specification /Tonycrimi mexi

Sr.No Test / Release / Shelf-life / Result /
Nes/m|  TMokasunk axocri NPHBUNYCKY na repmiit Pesyabprart

1. | Description

Onune

Hard gelatin capsules size ‘4> with light
yellow opaque cap and light yellow opaque
body, imprinted with ‘H’ on cap and ‘33’ on
body with blue ink, filled with white to off
white granular powder.

Trepal xxeNaTHHOBI Kancynu posmipy «4» 3
HENpPO30POI0 KPHULUEUKOIO CBITJIO-XKOBTOTO
KONLOPY 1 HENpPO30pHUM KOPIMYCOM CBITIO-
JKOBTOIO  KOJILOPY 3 HAMHCOM  CHMHIM
yopHuaom «H» Ha kpuweuni i «33» Ha

Hard gelatin capsules size ‘4" with light
yellow opaque cap and light yellow
opaque body, imprinted with ‘H’ on cap
and ‘33’ on body with blue ink, filled
with off white granular powder.

Trepai sxenaruHOBI KancysnHd posmipy
«4» 3 HEMPO30POIO KPHILISUKOK CBITNO-
JKOBTOIO  KONLOPY | HENnpo3opum
KOPMYCOM CBITJIO-XXOBTOrO KOALOPY 3
HAnmHucOM CHHIM uopHuiom «H» Ha

Kopnyci, 3aMoBHEMI rpaHy/bOBaHUM | Kpdlleul! i «33» Ha Kopnycx sanoanem
nopowkoM Ginoro  ado Mmaibke 6inoro | rpaHyiNbLOBaHHM ﬂOPOiHKQMMﬂHML
L KOJILOPY. 011010 KOALOPY. : e, SN

by o wsssg bo i s vz

£ {¥n]
07 G 3}4?54 75

Factory :22-110, IDA Jeedimetla, Hyderabac({ 500 055, Telangana, INDIA. Tel: 91-40-23096170[71/72/73!74




HETERO

(UNIT-Ill 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.: 5 Page 20f4
Ceprudikar No: i Cropinka 2 3 4
Identification The retention time of major peak in | Not carried out Complies
the chromatogram of the rsample
solution should correspond to that
in the chromatogram of the standard
solution as obfained in the Assay.
Inenrudiranis [Tpu NpoBeAeHH] KiJibKicHoro | He nposourses Bianosinae
BU3HAUEHHA  Yac  yTPUMYBaHHS
OCHOBHOIO MiKa Ha Xpomarorpami
po3uHHY 3paska Mae 3b6iratvca 3
4acoM YTPHMYBaHHI OCHOBHOTO
nika Ha Xpomarorpami
CTAHAAPTHOTO PO3UMHY.
Average weight of 105.0 mg £ 5% Not carried out 106.90mg
filled capsule (99.75 mg - 110.25 mg)
Cepenusn maca 105.0 mr= 5% He npoBoanTbes 106.90 mr
3aH0BHEHOI KATICYJIH {Big 99.75 mr no 110.25 mr)
Average net fill content | 66.0mg + 5% Not carried out 67.16 mg
(62.70mg — 69.30mg)
Cepeans maca BMicTy 66.0 mr+ 5% He npoeoanThea 67.16Mr
KancyJiu (Bin 62.70 mr 1o 69.30 mr)
14.40mm £ 0.40mm Not carried out Minimum:

Locklength

Hopxuua 3axkpurol
KAICYJIH

14.40 mm £ 0.40 MM

He nposoauTses

14,1 0mmMaximum:
14.69mm

Minimym: 14.10 mm
Maxceumym; 14.69 MM

Water content

Not more than 6.0%w/w

Not more than

2.2 Yow/lw

{By KI) 7.0%w/w
Bwicr Bogn He Ginbiie 6.0% m/m He 6inbwe 2.2 %mim
(TTo K. ®imepy) 7.0% mim '
Uniformity of dosage
units
Acceptance value (L1) Not more than 15.0 Not carried out
OanopignicTs 7.3
A030BAHNX OMHHIID
[TpuiimasibHe uucio He 6inbwe 5.0 He nposoauTkes
(L1}
Dissolution Not less than 75% (Q) of the labeled amount of

Oseltamivir (CsHagN,04) is dissolved in 20 minutes.

101%

T T i KinekicTs o3enpramisipy {CsH:gN2Oy), ska pozumHunacs

(Q) Bi HOMIHANLHOTO BMICTY.

nporsarom 20 XBMAKWH, NOBMHHA CKNaaaTH He Menwe 75%




(UNIT-Il E.O.U)

HETERO LABS LIMITED

“Hetero Carporate”, 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 : U24110TG1989PLCO09723

Certificate No.: Page 3of4
CeprrdikaTt Noe: S3Pag4s Cropinka3 34
9. |Organic impurities :
Impurity A Not more than 2.0% w/w - 0.02 Y%w/w
Impurity B Not more than 0.3% w/w 0.02 Y%w/w
Impurity C Not more than 0.5% w/w Below LOQ (LOQ =
0.036%)
Individual unidentified Not more than 0.2% w/w Not detected
impurity
Total unidentified impurities | Not more than 0.5% w/w Not detected
Total impurities Not more than 3.0% w/w 0.07%w/w
Cynposigui pomimen
Homimka A He Ginbe2.0% m/m 0.02 % m/M
Homimxa B He 6inbuie 0.3% m/m 0.02 % m/m
JHomiwka C He Ginbwe 0.5% m/m Huicue MKB
(MKB=0.036% m/m)
OauHuyHa He 6inbwe 0.2% mim He Bussneno
HeileHTH(piKOBaHa AoMiLIKa
Cyma neinentudikosanux | He Gibiie 0.5% m/m He BUsBIEHO
JAOMILLIOK
CymMa AoMilIoK He 6inbiue 3.0% m/m 0.07% m/m
10. | Assay
1 capsule contains:
Oseltamivir phosphate
equivalent to Oseltamivir
{CsH,5N,04), in mg Not less than 28.5 and Not less than 27.00 and 29.8
Not more than 31.5 Not more than 33.00
(%) Labeled amount Not less than 95.0 and Not less than 90.0 and 99.3
Not more than 105.0 Not more than 110.0
Kinexicue puzuauenns
1 kancyna MiCTHTB:
Osenstamisipy docgar
SKBIBAJICHTHO O3€bTaMiBIpy
(C16H2sN204), B MI° He wmenwe285 i ne ! He menme 27.00i ne 29.8
Ginpwe 31.5 Otneme 33,00
(%) Big HOMINAABHOIO He menwe95.0 ine Oinbwe | He meuwe 90.0 1 He 99.3
3HAUEHHS 105.0 Ginswe 110.0
11. | Residual solvents BelowLOQ (LOQ =
Content of Ethanol Not more than 5000 ppm Not carried out 0.30ppm)
3a/MIIKOBI PO3UHHHHKH
Bwict eranony He 6inpie 5000 ppm He nposonurses Hisue MKB (MKB

= 0.30ppm)

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




] HETERO LABS LIMITED
HETERO (UNIT-lII E.O.U)

“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 : U24110TG1989PLC008723

Certifieate No.: Page 4o0f4
Ceprudikar Na: e Cropinka4 34
12. | Microbiological examination :
1. Total aerobic microbial count: Not more than 10°cfu per g. Less than 10 cfu per g
Total combined yeast and moulds count: | Not more than 10°cfu per g. . Less than 10 cfu per g
2. Test for specified Microorganisms:
Escherichia coli: Should be absent per 1 g of the Absent per g.
preparation. :

Mixpo6iosoriuna uHeToTa
1. 3aranbHe Yncsio aepodHNX He Ginsme 10° KYO/r Menue 10 KYO/r.
MIKpPOOPTaHi3MiB!
3arafibHe YMCNO APIXKDKOBUX Ta He Ginsure 10° KYO/r Menwe 10 KYO/r.
naiceHeBMX rpubie: :
2. BunpobysanHa Ha OKpeMI BUIH
MIKpOOpraHisMiB:
Escherichiacoli: [Mosunni 6yTy BiacyTHi B 1 r npenapary  |BigcyrHi g | .

Labelling Should carrespond to the MQC requirements Complies

MapKyBaHHs [losunuoeiznopigarueuMoram MICI Bianosinae

Packaging Should correspond to the MQC requirements Complies

IakyBanHst [NosnnHosignosiparusuMoram MK Bianosinae

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 GMP
requirements of the local Regulatory Authority 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 5 3aceiduyio, wo nasedena suuye indopmayis € docmosiproio ma mounoio. Lo cepio npodyiyit 6yno gupobueno
(BRRIOUAIONU NAKYCAHNA/MAPKYEANHA) NG KOHMpOnL i sicocmi Ha Guuyesasnayenii aupoOnuuii dineriyi npoBeoeHo y
noauiti eionogionocmi 3 euwoeam GMP, semanosnenumu MICYegUM PecyiumopHuM OpP2aHOM, @ MaKoic 6i0N0GIoNno 00
cneyugbivayil, wo micmumses ¢ peecmpayiinomy 0ocwe. Ilpomoxonu eupobuuymsa, NAKysaHHs ma QHAN3IE oyno
nepeziaumoe ma ecmanosieno gidnosionicme GMP.

_ Name | B, Nageswara Rao,
Position of person authorising the batch release | Sr. Manager, Quality Assurance
Ilpiseuie | B, Harecsapapao
IMocana ocobu, AKka Buana J03Bij a BUIYCK cepil | O, MenemKep, 3a0e3ned enns siKocri

Signature of person authorising the batch release
[lianuc ocobu, AKa BMAANa J103BiJl Ha BUmycK cepil O
Date of signature
Mara nignucanys 28 10— WD
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Factory : 22-110, IDA Jeedimetla, Hyderabad - 500 055, Telangana, INDIA. Te|:91-40-23‘0953;?’0}{1?72#3)75/
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