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Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iINDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS WWw.drreddys.com
CEPTUOUKAT AHAJIM3A

Page 1 0of8/ Crp. 1 n3 8

——

Product : Ibuclin, film-coated tal_ylets, 400 mg + 325 mg
Mpoayxr: M6ykaun®, TabaeTkn, NOKPLITLIE MIEHOYHOI 060104K0i, 400 Mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No/ ‘ Batch Quantity / . 800000.0 tab /

Cepust Ne X VZA0LE04 O6bem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002650449 Date of Analysis / . 13.09.2024

AnajurHdeckuii otger Ne JlaTa ananau3a

Date of Manufacture / - 08/2024 Date of Expiry / - 07/2029

Jara nponsBoacTea I'open oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ) : JII-Ne(003654)-(PT'-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Anann3 nposeaen no H/I: JITI-Ne(003654)-(PT™-RU)-101123

Ne |Test / ITokazaTean

Results/ PesyabTaTsl

Specification / Hopma

Appearance /
1 |Onucanne

Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-side
one-side scored tablets; white core at|scored tablets; white or off-white core at the

the cross-section. / Tabnerku|cross-section. / TabneTku KancyloBULHON
KalCyJOBUIHOM (GOPMEI, MOKPBITHIE|(HOPMBI, MOKPBITHIE INIEHOYHOH 000JI0UKOH
[IEHOYHOM 060IOUKOH OpaHKEBOro| OpaHXeBoro 1IBeTa, ¢ pPUCKOH Ha OAHOH CTOPOHE;
[BETa, ¢ PUCKOH Ha OfHOM CTOPOHE; Ha NONEepedHOM paspese — AIpo 6eoro uim

Ha TIIOMEepPEeYyHOM pa3pe3e — AOpO|MOoYTH Oesoro UBeTa.

OeJjioro 1BeTa.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusm HJL

Opinion : APPROVED
3akiawuenue: OJJOBPEHO

Prepared by /

Checked by /

[TonrotoneHo: Ambresh Kumar | ITpoBepeno: Santosh Kumar
—— I
(’(“S’S\XF’/‘ Maurya

Approved by: Manager/Executive
/Ono6peHo: Menemkep /
PykoBomurens Ablishek gfnauhan

Reprint Date:
Jara: 13.09.2024

Reprint Date:
Hara: 13.09.2024

Reprint Date:
Hara: 13.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories [td.
Formuiaticn Unit-6

Vili. Khol, Nalagarh Road, Bad i,
Distt. Solan, H.P., 173 205, iNDIA
Tel : 491 98166 56C001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIN3A

Page 2 of 8/ Ctp. 2 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaykr: U6ykaun®, TableTKH, HOKPBHITHIE JIeH0YHO# 060104K0i, 400 Mr + 325 Mr
p ) p

JuneHsus Ne

Market / PbIHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne } HIZAOEC0E O6bem cepuu " 800000.0 Tab
Analytical Report No/ . 040002650449 Date of Analysis / - 13.09.2024
AHaJHTHYECKHH 0T4eT Ne Jata aHaju3a
Date of Manufacture / . 08/2024 Date of Expiry / - 07/2029
 JlaTa mpouM3BOACTEA I'oaen no
Mfg. License No. / MA number: /
IIpon3BoacTBennast : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PT-RU)

| Analysis performed according ND: / Auayns nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /
IoaMHHHOCTEL

Complies as prescribed/
COOTBETCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
Bpemena yaepKuBaHMS OCHOBHBIX IIMKOB Ha
XpOMAaTorpaMme HCHBITYEMOIO PACTBOPA JOJIKHEI
COOTBETCTBOBAThH BpEMEHAM yIepKUBaHHS MHKOB
Ha XpoMAaTorpamMme pacTBOpa CTaHIapTHBIX
obpasnoB ubynpodeHa u napaueramona (pazaen
«KonuecTBeHHOE ONPEAECTICHHUEN)

3 |Average tablets weight / 967.4 mg / 967.4 Mmr

Cpennsas macca TabJ1eToK

940.9 mg to 999.1
(970.0 mg + 3.0 %) /
Or 940,9 MI
(970,0 mr £ 3,0 %)

mg

J0 999.1 MT

4 |Disintegration /
PacnagaemocTth

05 min 35 sec / 05 MuH 35 cex

Not more than 30 min /

|He oonee 30 MUH

Remarks : The Product conforms to ND/

IIpumeuanne: IIponykT cooTBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akmoyenne: OJJOGPEHO

Prepared by / Checked by /

[ToarorosneHo: Ambl_'eﬁ]é Kumar

[IposepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Mefiemxep /

Hara: 13.09.2024 Jarta: 13.09.2024

(;' Y\~ Maurya PykoBoautens [Abhishel Chauhan
-
Reprint Date: Reprint Date: Reprint Date: :

Hara:; 13.09.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999. Fmail: maii@drredrdys.com
CIN: L85195AP1984PLCONA507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUH®UKAT AHAJIU3A

Page30f8/ Crp.3u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Ipoaykr: U6ykann®, TadmeTkn, NOKPLITHIE MIEHOYHOH 060104K0ii, 400 Mr + 325 Mr
ipoay ) p

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 800000.0 tab /

Cepusi Ne + V2401804 Q0bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002650449 Date of Analysis / . 13.09.2024

AHaJuTHYeCKHN i oTyeT Ne JlaTa aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

Jdata npon3BoAcTBA T'opeHn oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT'-RU)
Homep PY

nuneH3us Ne

Analysis performed according ND: / Anann3 nposesen no HJ: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTtBOopenue
98 % to 100%

99 % to 102%

Not less than 70% (Q) of CizHisO; (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H 130 (ubynpoden) uepes
30 mMuH

Not less than 70% (Q) of CsHyNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (mapauertamon)
yepes 30 MUH

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacrBenHbie NpuMecH than 0.005% /
Method 1 / Meton 1 4-amuHodenon (mpuUMeck Tapalneramosia) He
ooinee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Metogn 2 0.04% paracetamol) - not more than 0.3% /
Jro6as eavuuuHas npumech (ubynpodeHa un
napaneramona) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1 + Merton
2) He 6onee 0,7 %
7 |Water / Bopa 1.8 % Not more than 5.0% /

Ho 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayKT cooTBeTCTBYET TpebopanuaM HJT

Opinion : APPROVED
3axmouenne: QJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Ambresh Kumar

g —~ i
k""a"": b e
Y 0

Maurya b

[Tposepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemiep /
Pykopoguten l AbhishelT Chauhan

Reprint Date:
Hara: 13.09.2024

Reprint Date:
Hara: 13.09.2024

Reprint Date:
Jara: 13.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Fills, Hyderabad - 500034, Telangana, Indis
Tel: +61 40 4900 2900, Fax: +51 40 4500 2999, Email: maii@drreddys cain
CIN: L85195AP1984PLCONAS07

www.drreddyz.com
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Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIM3A

Page4 of 8/ Crp. 4 uz 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykann®, TabaeTkn, NOKpbITHIE IUIEHOYHOI 060J10uK0ii, 400 Mr + 325 Mr

Market / PeiHoK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne + V2401804 O6bem cepun " 800000.0 Tab

Analytical Report No/ . 040002650449 Date of Analysis / . 13.09.2024

AHaJIHTHYECKHI oTyeT No Jarta ananmmza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

JlaTa npou3BoJcTBa I'oneH o

Mfg. License No. / MA number: /

IpouseoacreeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PT"-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Anaan3 nposeaen no HJ/I: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OnHopoaHOCTh
J03UPOBaHUs

- ibuprofen / ubynpoden

- paracetamol /
naparneTamon

1.5

1.2

Acceptance

Acceptance

value (AV) should be not more than

15.0 /Ilokasatens npuemneMocTd (AV) nomxex
ObITH He OoJee 15,0

value (AV) should be not more than

15.0 / IToka3aress mpueMieMocTd (AV) 10JDKeH
ObiTh HE Hbonee 15,0

Remarks : The Product conforms to ND/
ITpumeyanue: Ilpoaykr cootsercTBYET Tpebosauusam HJI

Opinion : APPROVED
3akmwouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Hoarotosneno: Ambresh Kumar | Iposepeno: Santosh Kumar /Onobpeno: Mgnenxep [

( ,Q OV Maurya ) Pykooautens| 'Abhish%( Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 13.09.2024 Hara: 13.09.2024 Hata: 13.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direddys.coin

CIN: LB5195AP1984PLCN04507
www.drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories (td.
Formulaticn Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A

Page 50f 8/ Crp.5u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

poaykr: U6ykanu®, Ta6ieTky, IOKPLITHIC NEHO4HOMH 060104K0ii, 400 Mr + 325 mMr
pon; P

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust No + V2401804 O6bem cepuu " 800000.0 Tab

Analytical RepOft No/ . 040002650449 Date of Analysis / . 13.09.2024

AnanuTHyecKHH oTueT Ne JlaTa aHanu3a

Date of Manufacture / - 08/2024 Date of Expiry / - 07/2029

HaTta nmpousBoacTBa I'onen o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) : JII-Ne(003654)-(PT-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND: / Ananu3 nposeses no HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity™* /
Muxpobuosornyeckas
YHCTOTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1ee 4ucno He 6onee 1000 KOE/r
a’poOHbIX
MUKPOOPraHu3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Ob1uee NA He 6onee 100 KOE/r
YHCJIO JIPONOKERBIX U
MJIECHEBBIX TpHOOB
Shall be absent in lg / OrcyrcTBue B
¢) E. coli NA Ir
10 |Assay / KoauuecTBeHHOE 360.0 to 440.0 mg of Ci3Hs0, (ibuprofen) per
onpejejieHHe tablet /
391.8 mg/391.8 Mr Ot 360,0 Mr no 440,0 mr C13H 30, (ubynpodeH) B
TabneTtke
292.5 to 357.5 mg of CsHoNO; (paracetamol) per
tablet /
320.61 mg/320.61 mMr Ot292,5 mr 10 357,5 mr CsHgNO; (mapatieramoln)
B TabJeTke

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoayxT cooTBeTcTBYET TpeboBaHusaM HJJ

Opinion : APPROVED
3axmouenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarotoeneno: Ambresh Kumar | Ilposepeno: Santosh Kumar /Onobpeno: Mgnemiep /

L_’ 5\\“' a Maurya . PykoBoguTein Abhi.:_:.hgjk Chauhan
Reprint Date: Reprint Date: Reprint Date: |
Jlata: 13.09.2024 Hara: 13.09.2024 Jara: 13.09.2024

Registered QOifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Ernail: maii@drreddys.con
CIN: L85195AP1984P1LCO0A507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

PR~ g T B ey .
f, Reddy's Laboratories Lid

Page 6 of 8/ C1p. 6 3 8

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykaun®, Ta6ieTKH, NOKPBITHIE IJIEHOYHOIT 060104KOi, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne V2401804 OGbem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002650449 Date of Analysis / - 13.09.2024

A”anuTHYecKHi oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029

JaTa npou3BOACTBA T'oaen oo

Mfg. License No. / .

MponssoacTeennas - MNB/05/263 MAsnumbers./ © JITI-Ne(003654)-(PT-RU)
Homep PY

nunensus Ne

Analysis performed according ND: / Anann3s nposegen mo HJI: JITI-Ne(003654)-(PI-RU)-101123

11 | Package / Ynakoska 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / Ilo 10
leaflet in a carton. / ITo 10 Tabnetox |Tabnetok B [IBX/Al 6nuctep. o 1, 2 unu 20
B [IBX/Al 6nuctep. I1o 1 6nuctepy |6nucTepoB B MNadKy KapTOHHYKO BMECTe C
B [Mauyky KapTOHHYK0 BMeECTE€ C |MHCTPYKLHEH 10 MPUMEHEHHIO.
WHCTPYKLHEH M0 MPUMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. /B coorBetcTBru ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne IIpu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpok 5 years/ 5 ner
TOMHOCTH |

Note: References in the normative document are given to the Rus. Ph XIV.

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be

absent from the Company's certificate of analysis.
Hpumeuarue: CcblIKH B HOPMATHBHON TOKyMeHTauuu npusegensl Ha 'O PO XIV.

* TIpOBOAMTCS IPOU3BOAUTENEM NIPU BBITYCKE IEPUOANHECKH: I Kax 1ol 20-0H ceprd WK HE MeHee 1 pas3a B Tof.
ITokazarens MOXeT ObITh He BKIIIOUEH B CepTUHUKAT aHaTH3a GUPMEL.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akaoueHHe: Q}T_[OEPEHO

Hata: 13.09.2024

Prepared by / Checked by / Approved by: Vanager/Executive
[Toprorosneno: Ambresh Kumar | I1posepero: Santosh Kumar /Ono6peHo: Menemkep /

G ?\t’ — Maurya Pykosoputestp Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Hara: 13.09.2024

Hara: 13.09.2024




D+, Reddy's Laboratorias 1id.
Formulation Unit-&

Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A
Page 70f 8/ C1p. 7u3 8
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoaykT: M6ykaun®, Ta6eTkn, NOKPBITHIE NIEHOYHOI 060,104K0i, 400 Mr + 325 Mr
Market / PblHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne b WS OOt Oo0Bem cepuu " 800000.0 Tab
Analytical Repo:‘t No/ - 040002650449 Date of Analysis / . 13.09.2024
AHanuTuyecKuil oTuer Ne JlaTa aHanM3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029
JaTa npou3BoACTBa I'ogen no
Mfg. License No. / MA number: /
Ilpon3BoacTBeHHas : MNB/05/263 ) 1 JI-Ne(003654)-(PI"-RU)
Homep PY

Junen3us Ne
Analysis performed according ND: / Ananus nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123 R

API name / HaumenoBanne APC: Ibuprofen / M6ynpoden Paracetamol / [apatieramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / PIBM?240100 4100/24-25
Homep cepuu npouspoauteas ADC:
FP Manufacturer API Batch number /

FERA00403 FERAO00313

Homep cepuu cyGcTaHIHH IPOH3BOJUTENA
LJd:

API Manufactured by & country /
Mpouseoanrens ADPC, crpaya:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Cailencus Jlumuren,
Nunus

Sri Krishna Pharmaceuticals
Limited, India / Hlpu Kpumna
®dapmacerotrkanc Jlumuren,
Hupus

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Pennu’c Jlaboparopuc Jita., Uunus, IlpoussoacTBeHHOE
nozapasgenetue-6, Bunn. Kxons, Hanarapx Poyn, banau, JIMCcTpHKT

Conan, X.I1., 173205, Hnaus (mauensus Homep MNB/05/263)

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HauMeHoBaHme, agpec, THIEH3US JJs
Ilpon3BoacTBenHas momaaka / Ilnomanka
KOHTpoJis1 KadecTBa / Ilyiomanka Bpinycka

Declaration of certification: «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(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.

Opinion : APPROVED

Remarks : The Product conforms to ND/
3axmouenue: OJJOGPEHO

Ilpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJI

Prepared by / Checked by / Approved by: Manager/Executive
IToprororneno: Ambresh Kumar | Ilposepeno: Santosh Kumar /OnobpeHo: Mengmixep /
(, \ﬂwg — Maurya @9 PyxoBoagutens hishck_{Chauhan
“ s - " - -
Reprint Date: Reprint Date: Reprint Date: '
Jara: 13.09.2024 Hara: 13.09.2024 Jara: 13.09.2024




Dr Reday's Laboratories Lid,
Formulation Unit-g

ill. Khot, Nalagarh Road, Bacidi,
Disit. Solan, H.P, 173 205, 11 DIA

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIHU3A

Page 8 0f 8/ Crp. 8 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoayxr: H6ykun®, TabieTKkH, NOKPLITHIE UIEHOYHO 060J104K0ii, 400 Mr + 325 Mr
Market / PeIHOK :Russia / Poccns
Batch No / . Batch Quantity / _~ 800000.0 tab /
Cepus Ne + V2401804 Ob6bem cepum " 800000.0 Tab
Analytical Repo\}'t No/ - 040002650449 Date of Analysis / . 13.09.2024
AHamuTH4YecKHi oTueT No JlaTa aHaH32
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2029
Jara npoH3BoACTBa I'ogen no ]
Mfg. License No. / MA number: /
ITpouzBoacTBerHas : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY
JuneH3us Ne ——
| Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123 ]

02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKiII04eHHe 0 COOTBETCTBUM: «HacTOAIMM 51 MOATBEPXKAAK0, YTO MPHUBENCHHAs BbIIE UHPOPMALIUS ABJIAETCS
JIOCTOBEPHO} ¥ TOYHOM. DTa cepus NPOAYKIMH MpOU3BEAEHa (BKIIOUAs YNaKOBKY (MapKMpOBKY) WM KOHTpPOJb
KauecTsa) Ha BBIIEYKAa3aHHOM NpPOU3BOJICTBEHHOM momaAke (MUIOIAAKaX) B IIOJIHOM COOTBETCTBHU C
TpeGoBanuAMH [lpaBun Hajuiexalleil mpoU3BOACTBEHHON MpakTHKH EBpasMickoro 3kOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsibps 2022) u TpeOOBAHUAMU KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPENICTB,
a TaK)Ke B COOTBETCTBMU CO CreLMPHUKALMAMH, COASPKAIUMMHCA B PETUCTPALMOHHOM JIOChE CTPaHbI-UMIIOpTepa.
3anucH Mo NPOU3BOJICTBY, YIAKOBKE U aHAN3Y POBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHUE TpeboBaHuAM [1pasus
HaJUIe)Kaleld Npou3BoACTBEHHOH NpakTHkH EBpa3snicKoro 3KOHOMHYECKOI0 COH3a.

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
3akaiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Ambresh Kumar | Ilposepeno: Santosh Kumar /OnobpeHo: Metienxep /

(_ S Maurya f PykoBoaurens | bhisth Chauhan
Reprint Date: Reprint Date: Reprint Date:
JHata: 13.09.2024 JHara: 13.09.2024 Jara: 13.09.2024




