HETERO LABS UMITED

UNIT-1 {E.Q.U)

Factory : 22110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +31 40 23096171/ 72/ 73/ 74

BATCH CERTIFICATE
CEPTHU®IKAT CEPII

Certificate No.:
Ceprupivay No:

03¥P24006931
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Cropinka 134

Produet name: FLUCAP Manufacturing country: | India
Hassa apoayruil: GIAYKAIT Kpaina-supolnk: Tuais
Pharmaceutical form: Capsules 75 mg Destination country: Ukraine
Jlikapeska Gopmal Kaueysu no 75 mr Kpaiua npysnayenss: Yxpaina

Strength/potency:
Cuna gil/aKTHBHICTL:

{ capsule contains: oseltamivir phosphate equivalent to oseltamivir 75 mg
1 kaueyda mictuTh: o3enntanisipy hoedar expisaieHTHO oenbraminipy 758 mr

Type and size of packaging:

Bua i poamip ynakosku:

YKRPATHCHKOI0 MOBOIO

10 capsules in a blister, I blister in a carton box with Ukrainian languages labelling
116 10 kancyn y micrepi, no 1 faicTepy y kopoGui 3 KapTOHY 3 MapKyBAHIAM

Batc:h No.: £242798 ‘Butcl} Slzc:m 51000 pack‘s
Cepin Ne: Poamip cepiit YIAKOBOK
Mfg. Date: Expiry Date: .

Hara srpodumirsa: 0il/2024 Hpuaarnuii 403 0612027

l}c%ﬂ,ls.tratx‘on Certlﬁfzal:c: UA/17009/01/03 V!a}nd up j.o: Unhmlted. 5
Peccrpauiiine noesiavennn: Jiiicse a0t Heobmemenui
MaPuiacturer name: He't'ero Labs I{l'ml'lled Man. !fxcens‘c No.: 22/RR/AP/2001/F/R
HalimenyBanas BUpoGHUKa: [erepo Jla63 Jlimirex Bup. niuensis Na:

Location:

Micue3sHaxo/ReH s,

Telangana, India

Tenauraua, lunist

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

FOuit I1Y, Mopmyaeiimm [aor Ne 22 - 110 LIA, Jacupimerna, Xaitxepadaz, 500 055

zacodiB sumoram 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 IOAC NIATBEPMKENHS yYMOB BUPODHAUTES NiKAPCLKUX

449/2023/C-885

validity:

o 107.12.2024
Tepmin Al

Analysis procedure results
Pe3yanTATH HPOBCACHES ANANISY

Specification / lonyerumi mexi

Sr,No Test / Release / Sheli-lite / Result /
Nes/mi [logasHak gKocTi npu BRILYCKY ua repmin Pesyssrar
apuyaryocTi

1. | Description

Ornuc

Hard gelatin capsules size 2" 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,

Toepii okenatnHosi kancyau posuipy «2» 3
HENPOOPOI0  KPHIICUKOIO.  CBITIO-HOBTONO
KOALOPY |  HENpoIopHM KOPHYycoM
KOSLOPY 3 Harwcosm cuuim dopuugom «Hy ua
gputnesi 1 «3» wa  koprycl, 3anOBHERT
rpaHyasonaHuM nopowkos Outore ado Malbke
BUIO0 KOLOPY.

¢iporo

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
granular powder.

Trepi #KenaTHHOBI KaNCyTH po3MIpy «2»
3 HENPO30POI0  KPMINEUKOI  CBITIO-
JKOBTOTO  KOAKOPY 1 HENpO3opHM
KOpIyCOM ¢iporo KONLOpY 3 HalnHCOM
crHiM yopumaom «Hy Ha kpuieuui i «5»
HA KOPIICi, 3aMOBHEH] fPAHYILOBAHMM
nopolkom Maiixe SLI0ro konsoepy,
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LnenTudikanis

Sr.No Test/
[P——
2.

capsule

| rageyam
Average net fil content

Cepeanst Maca pmicTy

Jlomusa sakpurol

Water content

(By KF)

Bmict BoaH
Uniformity of dosage
units

Acceptance value (I.1)

OHHINL
[Tpuimanbtie 11eio 1)

-’"«” .
Dissolution

PolguncHus

Corporbtéd. Related imﬁurities

...... S

Cepeats Maca 3a710BHEHON

Kancysu
* M_.L_—-—- USRS =

(Mo K. ®imepy) R

npnu BRAYCKY

chromatogram of the standard
solution as obtained in the Assay.

(156.75 mg - 173.25 mg)
165,0 mr = 5%
| (sim 156,75 Mr 10 173,23 mr)

17,80 mm = 0,40 mm

Not more than 6.0%w/w
He Ginpine 6,0% m/im

Not more than 13.0

OpnopianieTh JI0308aHUX

«Q

(CreH2eN204) is dissolved in 20 minutes.
KinsKicTb 03ensTaMiBipy (Cr6HnaN204), aKa POIUKHIAACH
20 XBUHHH, MOBUHHA CKIANATH we merme 75%
| (Q) pin HOMHATHHOTO BMICTY: e

APOTATOM

T \ Not

ORI

HETERO LABS LIMITED

UNIT-IE (E.O.U}

Factory : 22-110, DA, Jeedimetia,
Hyderabad . 500 055, Telangana, INDIA,
Phone 1 +91 40 23096171 J72{73174
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mexi
Shelf-life / Result/
Ba repvin Pesyantar

i

I e ,..,.JE!}EI.‘LWT" D
The retention time of major peak | Not catried out The retention time OWﬂ
in the chromatogram of the major peak in the
sample solution should chromatogram of the
correspond  to that in the sample so\mior\l

corresponds to that in
! the chromatogram of
the standard solution as

obtained in the Assay. l
npoBeents \

Tlpu nposeneHti inpkicsoro | He npoBoanTsea [pu
ATHAMEHHS UAC YTPUMYBAHHA KigbKICHOrO
OCHOBHOTO nixa HA BUIHAUCHHR yac
APOMATOTPAM] PO 3pazka yIpUMYBAHHA
vae  abirarnes 3 dacoM OCHOBHOTO  flika  Ha
| yrpusyBatiia OCHOBROTO riKa 1a | XpoMmaTorpani posauHy |
xpomarorpaMi CTAHAAPTHOrO spaska  30iraeTeed 3
POBUUHY. qacoM  YIpUMYBAHHA
ocHopHOTO  THKA  HA
- xpomarorpami i
‘ CTAHOAPTHOIO
[ S e pQIYMHY:
728.0 mg x 3% Not carried out 226.32 g
(216.60 mg - 239.40 mg)
228.,0 My & 5% He opoBosHTLCA 226.32 mr 1
| (216,60 Mr a0 239,40M0) | S
165.0 mg + 5% Not carried out 1 163.02 mg _‘\

|

Maximum: 17.86 mm
Miridym: 17,67 MM
Makcusym: 17,86 MM

He npoBOJHTHCH

I

FI—— o

Not more than 2.8 Yow!w
7.0%w/w

2.8 VoMiM_

Not carried out
34
| HemposouHrbeh |
of the labeled amount of Osel
98%

{
1
1
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HETERQ LABS LIMITED

UNIT-1H (E.O.U)

Factory 1 22-110, DA, Jeedirnetla,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171 /72 /73 74

“avtific I > 3
Certificate No.: | (1ep0 4006931 Page 3 of 4

Cepradikar N Cropinka 334
Specification / Jomycrumi memi
Sr.No Test/ Release / k Shelf-life / Result /
Nos/n Yloxasani stkocTi fIPH BHITYCKY Ha TepMin Pesyasrar
1 npuAATHOCTI

Impurity A Not more than 2.0% w/w 0.02 %ow/w
Impurity B Not more than 0.3% w/w 0.02 %w/w
Impurity C Not more than 0.5% w/w 0.04 Yow/w
Individual unidentified

impurity Not more than 0.2% w/w 0.07 %ow/w
Tofal unidentified

impurities Not more than 0.5% w/w 0.12 Y%ow/w
Total impurities Not more than 3.0% w/w 0.21 Yow/w
Cynposiasi poMiugy

Jomimxa A He Ginbiue 2.0% v/m 0.02 % M/M
Jomimxa B He 6inbuie 0.3% M/M 0.02 % mim
Howmiwka C He Ginpue 0.5% m/n 0.04% m/m
QuuauyHa

reincHTrdiconana

AOMIIKA He 6iabiie 0.2% Mim 0.07% m/m
Cyma HeigeHTuhiKoBasux

AOMIIOK He 6iabuie 0.5% mM/m 0.12% m/M
CyMma JOMIIOK He 6inne 3.0% m/im 0.21 % m/m

0. | Assay

1 capsule contains:
Oseltamivir phosphate
equivalent to

Oseltarnivir

(C16H2sN204), inmg Not less than 71,25 and Not less than 67.50 and | 76.56
not more than 78.75 not more than 82.50

{%) Labeled amount Not less than 95.0 and Not less than 90.0 and 102.1
not more than 105.0 not more than 110.0

Kubkicre suayaverms
| kancyna MicTTh:

Osenpramisipy docdar
eKBIBASEGHTHO O3eNbTAMIBIDY

(CisH2sN204), 8 Mr He wmewwe 71,25 i we Ginsme | He mewe 67,50 ime
78,75 Hinnie 82,50 76.56
(%) Bin BOMIHANBHOTO He wmemme 95,0 i ne Gimswe | He MeHue 90,0 i ve
AHAHEHES 105,0 Ginwwe 10,0 102.1
11, | Residual solvents
Content of Ethanol Not more than 5000 ppm Not carried out 54 ppm
FANHINKOBI POFIMHHHKH
Bwmict etasony He 6inswe 5000 ppm He 1poBoHTHCH 54 ppm
12. | Mierobiological
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 | g of the preparation. Absent per g.

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangara, Inclia
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HETERO LABS LIMITED

UNIT-II (E.OQ.U)

Factory : 22-110, 1DA, Jeedimetla,
Hycierabad - 500 055, Telangana, INDIA,
Phone : +9) 40 23096171/ 72 /73 /14

Certificate No.:
Ceprudrirar Ne:

03FP24006931

Page 4 of 4
Cropinka 4 3 4

Specification / Jonycrumi mexi

Sr.No Test/ Release / Shelf-life / Result/
Nea/n Hokasunk sKocyi JipH BUNYCKY Ha Tepmin Pesyabrar
ApEAaTHOCT

MixpoGiosiorinua
qHCTOTA

l. 3araapHe upcno
aepofiunx
MIKpOOpranismin:
3aranbHe HHCAO

rpubis:

2. Bunpodypauus Ha
okpemi sHIY
MIKpoopraismin:
Escherichia coli:

OPDKIKOBUX TA MLHCEHEBMX

He 6insure 10° KYO/r

He dinbie 107 KYOir

Iosuuni Byru BiacyrHi B 1 ¢ npenapary

Mermue 10 KYOir,

Menme 10 KYO/r,

Bincytuig | r.

Labelling Should correspond to the MQC requirements Complies
Mapxypanusy [osuuuo pixnosizary sumoram MICS Binnosinac
Packaging Should correspond to the MQC requirements Complies
Hakysunnsg ITounno gianosinary sumoram M Biaosistae

I hereby certify that the above information is authentic and accurate, This batch of product has been
manyfactured, including packaginglabeling and quality éontrol at the above mentioned site i fill
complicnice with 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 country. The
batch processing, packaging and analvsis records were reviewed and found to be incompliance with GMP.

Ll s saeeiouyio, wo nacedena swge indhopataiis ¢ docmosipnow ma meuncn. Lho ceplio npodyvenii ovio
GUPOBACH (GRAIOTNG Y HARVGCAINA-MPRYGARIG) NQ KOHRMPOs T oemi ja sugesasnaenii cupodmii
Abvrtiyl BPOGEOeHV V' NOBMITE GIONVGIQNVCIE 3 UMM, 3aznauenusy ¢ saawitl nacmanosi 3 GAMP,
sameepdaceniii Minicmepcmeonm oxoponu 300pee’'s Vipainy, | 3 gunvoscan peeempaiiineso docht Kpaini
Hpanauenns, TIpomoronu euposHUYINGa, RAKVEAHIIL MQ QHALIZIE OVI0 NERESASIYIMO I GCTANOGACHO
aionocionicnte GMP.

Naine | Nilesh.JC
Position of person authorising the batch release i"r(’M"QK"ﬂhty Assurance
[1pispumge | FMICHLR.

; ... | NNIFK-3adesnevenns Hroceri
[Mocaga ocod, dKa BHMANA 03B Ha BHITYCK cepil . )

Signature of person authorising the batch release
IMintne ocobiv, ska Bujana Z03BiN Ha BunycK cepii

Date of signature
Jara ninucannsg
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