Dr.Reddy’s ":'.

Or. Reddy's Laocoratories Lid
Formulation Unit-6
Vil Khol, N

il Revad, Bact

CERTIFICATE OF ANALYSIS
CEPTH®RHEAT AHATTH3A

Page 1 of 10/ Ctp. 1 M3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoayxr: A6ykann®, Tabaerks, TOKpHITHE IIeROUHOH 060/10uK0f, 400 Mr + 325 mr

Market / Peinok ;Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi Ne V2g00852 O61.em cepHH " 800000.0 Tab
Analytical Repourt No/ . 040002733755 Date of Analysis / - 27.11.2024
AnanuTndeckHii oTyeT No JaTa anannsa

Date of Manufacture / . 10/2024 Date of Expiry / . 0972029

JaTa npou3eoicTBa Topen o

Mfg. License No. / MA number: /

TIpon3BoACTBERHAs : MNB/05/263 namer: : JITI-No(003654)-(PT-RU)

Homep PY
JpieHsns Ne —

Analysis performed according ND: / Anajus nposener no HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test / Iloka3aTeanb

Results/ Pe3sysabTaTh!

Specification / Hopma

Appearance /
1 |Onuncannc

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnérku
KarcynoBHAHON (OPMbI, MOKPEITHIE
MUIEHOUHO# 000NO0UKOM OpaHXKEBOI0
LBETA, C PUCKOJ Ha ONHOMA CTOPOHE;
Ha MOoTepevHoM paspese — aapo
6enoro 1BeTa.

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

cross-section. / Tabnerku KancyJloBULHON

¢OpMBI, IOKPBIThIE MIEHOYHOH 0BoI0UKOH
OpaHXEBOTO 1IBETA, C PUCKOI Ha OIHOM CTOPOHE;
Ha NonepedHoM paspese — 34po 6enoro uiau
noytH 6enoro UBETA.

Remarks : The Product conforms to ND/
TIpumeuanue;: [Ipoaykt coorBeTcTByeT TpeboBanusam HJT

Opinion : APPROVED
3axaouenne; OJJOBPEHO

Prepared by /

Maurya

TMoarorosneno: Santosh Kumar

Checked by /
IpoBepeno: Pawan Kumar

" A

Approved by: Manager/Executive
/Ono6peHo: MeHemxep /
PykoBOaHTENE Amitﬁumar

—

Reprint Date:
Hara: 27.11.2024

Reprint Date:
Jara: 27.11.2024

Reprint Date: |
Jara: 27.11.2024

Registerad il

Te

dristidys.com

vderabad - 595034, Telangana, ingia
Email: mall @@ driaddys.com
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Dr.Reddy’s ":0

D Reddy's Laboratories Lic

Formuiation Unit-6

CERTIFICATE OF ANALYSIS
CEPTHDPHKAT AHAJIM3A

Page 2 of 10/ Ctp. 2 13 10

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

Ipoaykr: Moyxann®, Ta6aeTkH, NOKPHITHIE IICHOYHOH 000.104KOi, 400 mr + 325 mr

Market / PBIHOK :Russia / Poccus )

Batch No/ p Batch Quantity / ~ 800000.0 tab /

Cepus Ne e Vo O6beM cepHH " 800000.0 Tab

Analytical Repo:-t No/ . 040002733755 Date of Analysis / . 27.11.2024

AnaguTuyeckuii oTier Ne JlaTa asaansa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa npou3BoAcTBA T'oaen go

Mfg. License No. / MA number: /

IIponsBoagcTBeHHasi : MNB/05/263 1 f : JIII-Ne(003654)-(PT-RU)
Homep PY

Jrnensun Ne

Analysis performed according ND: / Anaau3s npoBeier no HM: .II]'[-NE{003654)-(PF-RU)—101123

Complies as prescribed/
CONTRETCTRYET

2 |Identification /
IIogMHAHOCTR

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) /
BpeMeHa YHepxUBaHus OCHOBHBIX IIMKOB Ha
XpOMAaTOTrpaMMe UCTILITYEMOIO PAacTBOPa AOMMKHBI
COOTBETCTBOBATH BPEMEHAM Y/IE€PKUBAHAS 1UKOB
Ha XpOM&TOrpaMME pacTBOpa CTaHJAPTHBIX
o6pasnos ubynpodena ¥ napaieramona (pasjern
«KONMHECTBEHHOE OTIPE/ICICHUEY)

3 |Average tablets weight / 971.2mg/971.2Mr 940.9 mg to 999.1 mg
Cpeansisa Macca Tab/ieToR (970.0 mg £ 3.0 %) /
Ot 940,9 M pils) 999,1 M

(970,0 mr & 3,0 %)

4 |Disintegration /
PacunagaemocTsb

06 min 22 sec / 06 mun 22 cex

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
Tipnmeuanne: [Iponykr coorsercTayet Tpebosanmim HIL

Opinion : APPROVED
Baxmouenue: OJOBPEHO

Prepared by / Checked by /
IMoarotosnexo: Santosh Kumar
Maurya %’

IMpoeepeHo: Pawan Kumar

.

Approved by: Manager/Executive

/Onobpeno: Menenxep /

PykosoauTens Amit ,I}'_gmlz_l_r
r;'J\._-r‘ A"

Reprint Date:
Jara: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date: Y

Iara: 27.11.2024

Resjctars
Registar

Cffico: 3-2-337, Road Na, 3, 8
GLAGGS00 2300, F 3140
Cif

fara Hills, Rydarahad - 3060234, Telangana, India

, Emailomsil@drraddys.cam

—



Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 3 of 10/ C1p. 3 13 10

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

| IMponyir: AGykann®, TabaeTkn, NoKpyiThie MIeHoIHol 06on0uKoii, 400 mr + 325 mr

IlpouzBoacTBeHHas : MNB/05/263
JneH3Hsa Ne

Market / Poriox :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /
Cepust Ne V20T Ofbem cepun " 800000.0 Tab
Analytical Repog-t No/ - 040002733755 Date of Analysis / . 27.11.2024
ApaauTHYecKnit oTyer Ne JaTa anannza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

Jara npon3soacTsa T"open o

Mfg. License No. / MA number: /

Homep PY . JITH-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananu3 npoeenen no HJI: JITT-Ne(003654)-(PT-RU)-101123

S |Dissulution /
PacTBopenne
100 % to 104%

102 % to 105%

Not less than 70% (Q) of Ci3HigOz (ibuprofen)
after 30 min/ ;

He menee 70 % (Q) C13HizO1 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO;3 (paracetaniol)
after 30 min /

He wmenee 70 % (Q) CsHoNO; (mapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/
Ilpnmeuanne: [Mpoaykr cooTreTcTByer TpedoBanuaM HJI

Opinion : APPROVED
3axnwyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

TloaroTosneno: Santosh Kl@ilr IIpoeepeHo: Pawan Kumar /Onobpeno: Meﬂcnxcep/

Maurya [0, ’f_ B PyxoBooutens A_r:u} {ﬁ:lmar
= S

Reprint Date: Reprint Date: Reprint Date: |/

Hara: 27.11.2024 Hara: 27.11.2024

Hara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayicr: Meykann®, Tabaerin, NoKpsITHIE TUIEHOYHOI 060/109K0iH, 400 M + 325 Mr

Market / Poinok :Russia / Poccus

Batch No/ - Batch Quantity / ~ 800000.0 tab /

Cepnst Ne 2 O61eM cepHK ' 800000.0 Tab

Analytical RePth No/ - 040002733755 Date of Analysis / . 27.11.2024

Aunaguruvyecknii oruer Ne JlaTta aHanuza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

Jata nponzeoncTea ToneH ;1o

Mfg. License No. / MA ber: /

IlpouseoacreeHHas : MNB/05/263 ‘ Iuer: : JITI-Ne(003654)-(PI'-RU)
Homep PY

JInIeH3ust No

Analysis performed according ND: / Anaan3s npogesen no HJI: JITI-Ne(003654)~(PL" -RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoncTBeHHbIe IPUMECH than 0.005% /
Method 1 / Meton 1 4-amunoderon (OpuMech TMapaleTamMona) He
6onee 0,005 % ’
Method 2 / Meton 2 Below BDL / Huxe nopora Any individual impurity (of ibuprofen or
perucTpanuu paracetamol) - not more than 0.3% /
Jrobas enunnunas npumech (ubynpodena nim
napaueramona) He bosee 0,3 %
0.001% Total impurities (Method 1+ Method 2) - not more
’ than 0.7% / Cymma npameceit (Metoa 1 + Merox
2) He 6onee 0,7 %
7 |Water / Bopa 1.5% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeyanue: [IpoaykT cooTBeTCTBYET TpehoBanuam H/I

Opinion : APPROVED
3axouenne: OJJOBPEHO

Prepared by /

[MoaroTosneno: Santosh Kymar

Checked by /
[IposepeHo: Pawan Kumar

Approved by: Manager/Executive
/Opobpero: Mesemxkep /

Maurya 7] Pykorogutens Amit Kumar
- 3 T -
Reprint Date: Reprint Date: Reprint DateY

JHata: 27.11.2024

Hara; 27.11.2024

Harta: 27.11.2024

Ragisterad OF
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA3A

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Uoykmun®, Taberki, NORpsITLIC MiIcHouHOI 06040%K0ii, 400 Mr + 325 mr

Market / PoiHok

:Russia / Poccua

Page 50f 10/ Ctp. 5 m3 10

Batch No / ; Batch Quantity / ~ 800000.0 tab /

Cepust Ne kVa4028e2 O6Lem cephuu " 800000.0 Tab

Analytical Report No / . 040002733755 Date of Analysis / . 27.11.2024
'Lkuamnnqecm{ﬁ oTuer No i Hara anamuza il i

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JaTa npou3BoACTBa I'ogen no

Mfg. License No. / MA ber: /

Ipon3BoACTREHHAS - MNB/05/263 et ““'{,‘y & : JIII-Ne(003654)~(PT-RU)

aunexsus Ne omep

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnHopoaHOCTh
J03HpoBaHHA

- ibuprofen / ubynpoden

- paracetamol /
napaueramo

Acceptance value (AV) should be not more than
1.6 15.0 / [Mokazatens npHemiemoctd (AV) normxken
buITh He Oonee 15,0

Acceptance value (AV) should be not more than
1.6 15.0 /Ioxkaszatens npuemneMocts (AV) nomxen b
6LITh He 6osee 15,0

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipogykr cooTBeTcTBYET TpebOBaruam HIL

Opinion : APPROVED
3axmwouenne: OJOBPEHO

Prepared by /
IMoprotoenexo: Santosh Kumar

Maurya

Checked by /
ITpoBepeno: Pawan Kumar

A

Approved by: Manager/Executive
/Onmo6peno: Meunemxep /
Pyxosopnrens Amit Kumar

N

Reprint Date:
Hara: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date: ¥
Hara: 27.11.2024

-7-337, Rom! 82,3, Bonii
A04L00 2800, Fasc #8140«

i tedidys,com

i Telangan Ingia

rxddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 6 of 10/ Crp. 6 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg |
| Tponykt: M6yicann®, TabreTkH, TOKPLITHIE TUIeHoWoH 06oiouKoii, 400 Mr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepns Ne Ve O6nem cepuu * 800000.0 Tab

Analytical Report No / . 040002733755 Date of Analysis / . 27.11.2024
AxaanTHyecknii oryer No Jara aHaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

Jlata nponssoacTBa Iopen a0

Mfg. License No. / MA number: / :

Ilpou3BoacTBennas : MNB/05/263 ; ¢ JITI-Ne(003654)-(PI'-RU)

Howmep PY
Janensus Ne |
Analysis performed according ND: / Auaaus npoeenen mo HJI: JITI-Ne(003654)-(PIT-RU)-101123

9 |Microbiological purity* /
MuxkpoGHonornveckas
yHcToTa®

a) Total acrobic microbial
count / O6uiee wucno

Less than 10 CFU/g/
Menee 10 KOE/r

a3pobHBIX

MHKPOOPTraHH3MOB

b) Total combined yeasts Less than 5 CFU/g/
and mould count / O6mee Menee 5 KOE/r

YHCNO OPONOKERBIX U
IJIECHEBBIX [PHOOB
¢) E. coli

Absent in 1g/ OtcyTcTByeT B 1r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyrctBuHe B
Ir

Remarks : The Product conforms to ND/
Hpumeuanne: ITponyKT coorBeTcTBYeT TpeboBanuam HIT

Opinion : APPROVED
3akaiouenne: OQJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarotonedo: Santosh Kumar | IlpoeepeHo: Pawan Kumar /Ono6peno: Menemxep /

Maurya ] / PykoBoautens Amit Kumar
Reprint Date: Reprint Date: Reprint Date:

Hata: 27.11.2024 Harta: 27.11.2024 Hara: 27.11.2024

s, Ryrlerabad - 52

24, Telangana, India

nailoroasiicsdrreddys, cons




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJH3A

Page 7 of 10/ C¥p. 7 m3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: U6yranu®, TabaeTin, NOKPHITHIE NIEHOIHOI 060101K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poceus

Batch No / ] Batch Quantity / _ 800000.0 tab /

Cepua No Y202402 O6bem cepHH " 800000.0 Tab

Analytical Repo:'t No/ - 040002733755 Date of Analysis / . 2711.2024

AnaHTHYCCKWH oTUeT No Jara ananu3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa npoH3BOACTBA Topen 10

Mfg. License No. / MA number: /

IpousBoacTBeHnas : MNB/05/263 e < JITI-Ne(003654)-(PT-RU)
Homep PY

Jumen3us Ne

Analysis perforn;ed according ND

: / Anaams nposeaen no HI: JII-Ne(003654)-(PI'-RU)-101123

10

Assay / KoauyecTBenHoe
ompejeeHne

399.9 mg /399.9 Mr

324.88 mg / 324.88 mr

360.0 to 440.0 mg of C;3HizO2 (ibuprofen) per
tablet /

Ot 360,0 mr mo 440,0 mr C13H 1302 (M6ynpoden) 8
Taberke

292.5 to 357.5 mg of CsHoNO; (paracetamol) per
lablel /

Ot 292,5 mr go 357,5 Mr CsHoNO; (napatieTamon)
B TabreTke

11 | Package / Ynakopka 10 tablets in PVC/Al blister. 1 |10 tabletsin 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 Tabnerox |Ta6rerox B IIBX/Al 6muctep. Ilo I, 2 unu 20
B [IBX/Al 6nuctep. 1o 1 6nuctepy |OnucTepoB B MNauKy KapTOHHYIO BMECTE €
B Mayky KapTOHHYI® BMeCTe C |HHCTPYKUHEH 1Mo NpUMEHEHHIO.
HHCTpYKLHEH [0 MPUMEHEHHUIO,
12 | Labeling / Mapkuposka |According to ND. /B coorserctsuu ¢ HII.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne [Tpu Temrneparype He Beitue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
FOTHOCTH

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

Remarks : The Product conforms to NI/
Ilpumeuanne: [1poaykT cooTBeTCTBYeT Tpebosanuam HI

Opinion : APPROVED
3akmoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[MoagroToBneHo: Santosh Kumar | [Iposepeno: Pawan Kumar /Opobpeno: Menemxep /

Maurya Pykosoaurens Amit Kumar
A N=——"

Reprint Date: Reprint Date: Reprint Date: |

Jara: 27.11.2024 JHara: 27.11.2024 Jara: 27.11.2024

Registara

T

39, Emaiis

(024, Telanwana, India

srvsddys.com
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Dr.Reddy’s ‘,‘:‘.

Dr. Raddy's Laboratories Lt

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 8 of 10/ Crp. 8 m3 10

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

Ipoaykr: H6ykauu®, rabaerky, NOKphIThie BJIeHCYHOH 060109Koii, 400 mMr + 325 Mr

Market / PbIHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne 2g o O6bem cepuu " 800000.0 Ta6
Analytical Repo;t No/ . 040002733755 Date of Analysis / . 97.11.2024
AnanurHueckuii oTuet No JlaTa anaau3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa npoH3BOACTBA Toaen no
Mig. License No. / MA ber: /
IpousBoacTBeNRAs : MNB/05/263 nEELosr : JITI-Ne(003654)-(PT-RU)
Homep PY
| JIHneH3HA Ne

Analysis performed acc?ding ND: / AHanus i poBeien o HJI: JIIT-No(003654)-(PT-RU)-101123

* Performed by the manufacturer at reléase periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.
[Tpumeyanne: Ccblnki B HOPMATHBHOR JOKyMeHTaluuu npupefeHst na I'® PO X1V,

* [TpoBoAMTCSA IPOH3BOMUTENEM MPH BBINYCKE NEPHOAUYECKH: s kaxnol 20-oit cepur HM He MeHee 1 paza B
roa. [Tokazatens MoxeT OBITb HE BKAIOYCH B CEPTU(MHKAT aHan13a QUPMBEL.

API name / Haumenosanue ADC:

Ibuprofen / U6ynpoden

Paracetamol / TTapaneramMon

INN / MHH:

Ibuprofen / U6ynpodeH

Paracetamol / [Tapaneramon

API manufacturer batch number / 1201/23/A-0562 0541/24-25
Howmep cepun npouspoauTenss ADC:
FP Manufacturer API Batch number /
Homep cepun cybcTaHIIHE NPOH3BOANTES FEQAQ00081 FERA00530
IJd:

IOL Chemicals and

API Manufactured by & country /
Ipouzsogurens APC, cTpana:

Pharmaceuticals Limited, India /
HOJI Kemuxanc 31
PapmachroTikanc Jlumuren,

HMamin

Sri Krishna Pharmaceuticals
Limited, India / [pn Kpuiuna
dapmacsioThranc Jnmuresn,
Ungus

Name, address, authorization No for FpP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/
IIpameuanne: [Ipoayxr cooreTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /
IMoproroeneno: Santosh Kumar | [IposepeHo: Pawan Kumar
Maurya

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykoopurens Amit Kumar

/' — }-— E

Reprint Date:
Hata: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Datey
Hara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 9 of 10/ Crp. 9 13 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: U6ykiann®, TabaeTkn, NOKpLITHIE NJIeHOYHOH 660a0uKO#, 400 Mr + 325 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust Ne A YZRRaal O6bem cepun " 800000.0 Tab o
Analytical Repo:'t No/ . 040002733755 Date of Analysis / . 27.11.2024
| AHATHTHYECKHIi oTHeT Ne JaTa ananan3sa
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
Jata npon3BoacTBa x Tomen ao
Mifg. License No. / MA ber: /
IIponzBOICTREHHAR : MNB/05/263 moer: : JITI-Ne(003654)-(PT-RU)
Howmep PY
AHueH3Ha Ne i |
Analysis performed according ND: / Asanus nposeaen no HJI: JITT-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release |  Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HanMeHoBaHHe, agpec, JIHIEH3NS JJIst JI-p Pennu’c Jlaboparopuc Jlta., Muaus, IlpoussoacTeenHoe
IpouspoacTeerHas niaomaaka / Ilnomangka nonpasgenenne-6, Bunn, Kxonn, Hanarapx Poyn, bannn, JucTprkr
KOHTpoJis KayecTBa / Iltomanka pbimycka | Conan, X.I1., 173205, MHaus (iMuensns Homep MNB/05/263)

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.
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».

3aKJil04eHHe 0 COOTBEeTCTBHM: «HacTosium A NoATBEpXkKAalo, YTO NPUBEAEHHAA Bhlle HHGOPMALUS ABISETCA
JOCTOBEPHO# W TOYHOH. DTa cepust MPOAYKLMH IpouseedeHa (BKIIOYas YNakoBKy (MapKMpOBKY) W KOHTPOJb
Ka4yecTBa) Ha BBIIUEYKA3aHHOW NPOM3BOACTBEHHOM TMUIOWAKKE (IUTOLIAafKaX) B MOJNHOM COOTBETCTBHH C
Tpebosanuamu [IpaBuI Haznexalneil NpOM3BOACTBEHHOM NpakTHKH ERpasuiickoro skoHoMudeckoro corosa (No
GMP/EAEU/RU/00554-2022 u1 02 cen1sOps 2022) 1 1peGuBaHmiMM RUHIPUIIA KA4EC ] BA IEKAPCTBEHHBIX CPLALTS,
a TaloKe B COOTBETCTBMHM €O CreUUUKAUMIMH, COAEPKALMMHCA B PETHCTPALMOHHOM JIOChE CTPAaHbI-HMITOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Ipoaykt cootBercrayer Tpebosanuam HJI 3axmouenune: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[NonrotosneHo: Santosh Kumar | Ilposepeno: Pawan Kumar /Onobpeno: Mexnemxep /
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 10 of 10/ Cxrp. 10 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg ]
Hponykr: Hoykaun®, Ta6reTkn, NoKpuIThIE NeHoYHo# 06oa0uKoii, 400 mr + 325 mr

Market / PpIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepna Ne LAt Obnem cepHH " 800000.0 Tab

Analytical Report No / - 040002733755 Date of Analysis / . 27.11.2024
Auannrudecknii oTuer No JlaTa aHadH3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa npou3BoAcTRA Cozgen o

Mfg. License No. /

v MA number: / )
[TponzroscTBeHHAA : MNB/05/263 : JIII-Ne(003654)-(PT-RU)
Homep PY
Juuen3usi Ne

Analysis performed according ND: / Auanus nposenen mo HJI: JITI-Ne(003654 )-{I‘fﬁiﬁ)-lOll%

3anucH no Npou3BOACTRY, YIIAKOBKE B aHAIM3y MPOBEPEHL], H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanuam Ilpasui
Hajnexalreil Dpou3BOACTBEHHON NPaKTHKK EBpazuiickoro 3K0HOMHUYECKOTO COKO3aN).

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ilpameyanre: Ilpoaykr coorsercTByeT Tpebosanusm HIJ

3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moxrorosnexo: Santosh Kumar | [Iposepeno: Pawan Kumar /Onobpeno: Menemxep /
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