Dr.Reddy’s Q_':‘

Dr. Reddy's Laboratories Ltdl.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi
Distt. Soian, H.P., 173 205, INDIA
Tel . +91 98166 56001-02
wwwidirredays.corm

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykaun®, TaGaeTKH, NIOKPHITHIE IJIEHOYHOI 060304K0ii, 400 mMr + 325 Mr

Market / Poinox :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepus Ne i V2402272 O6nbem cepuu ~ 800000.0 Tab

Analytical Report No / - 040002725502 Date of Analysis / . 12.11.2024

AHAJIHTHYECKH#H oTueT No JlaTa aHa/M3a

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

Jata npousBoacTsa I'ogen no

Mfg. License No. / MA number: /

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

Junen3ns Ne

Analysis performed according ND: / Anaau3 nposeaen mo HJL: JITI-Ne(003654)-(PI'-RU)-101123

'N«_)# Test / IToka3zarean

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1  |OnHcanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarncyaoBUIHOM GHOPMBI, MOKPBITHIE
MJIEHOYHOH 000JI0UKOH OpaH)XEeBOIr0
L[BETA, C PUCKOM Ha ONHOH CTOPOHE;
Ha MOoMepevyHOM pa3pese — 1po
Oenoro igera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancynoBUIHON
(hOpMBI, NOKPBITHIE MIIEHOUHOH 06010uKOH
OpaH)KEeBOTO L[BETa, C PUCKOH Ha OJHOM CTOPOHE;
Ha NoTiepeYHOM paspese — aapo 6enoro uim
moyTH 6€J10r0 1BeTA.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

Maurya

Checked by /

IMoarorosncuo: Santosh Kymar | IlpoBcpcHo: Pawan Kumar

28 £

Approved by: Manager/Executive
/Omo6pcHo: McHemicp /
Pyxosogurens Amit Kumar

&=

Reprint Date:
Jara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Reprint Date: ¥
Hara: 12.11.2024

sanwdrreddys.com

1000 299G, Email: mail@drreddys.com
P AP19CGPLT004507




Dr.Reddy’s @

Dr. Reddy's Labkoratories Lid
Forrmulation Unit-6

Vill. Khol, Nalagarh Road, Bacidi.
Distt. Soian, H.P, 173 205, INDIA
Tel ; +91 98156 56001-02

v drieddys.corm

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 10 / Cp. 2 u3 10

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

IpoayxkT: H6ykaun®, Ta61eTKH, IOKPHITHIE MUIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepns No § V2402272 OG6bem cepuu " 800000.0 Tab

Analytical Rep0ft No / - 040002725502 Date of Analysis / . 12.11.2024

AxanmuTHYeckuii oTyeT No JlaTta ananu3sa

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

JaTa npoH3BOACTBA I'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAst : MNB/05/263 ) : JIIT-Ne(003654)-(PT-RU)
Homep PY

JHIeH3us Ne

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

2

Identification /
INoaMHHOCTEH

Complies as prescribed/
CoOoTBeTCTBYET

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 yzaepKHMBaHUS OCHOBHBIX MHKOB Ha
XpOMAaTOrpaMMe HCIbITYEMOro pacTBOpa J0JDKHBL
COOTBETCTBOBATH BPEMEHAM Y/IepXKUBaHHs IMKOB
Ha XpoMarorpaMme pacTBopa CTaHJapTHBIX
obpasuos ubynpodena n napaueramona (paszien

«KonuuecTBeHHOE ONPENIENEHUE)

W |

Average tablets weight / 971.5 mg/971.5 mr

Cpennsisi Macca TalJ1eTOK

Or

940.9 mg to
(970.0 mg +3.0 %) /

999.1

940,9 M o 999,1

(970,0 mr £ 3,0 %)

mg

MT

4 Disintegration /
Pacnagaemocrn

07 min 56 sec / 07 MHH 56 cek

Not more than 30 min /
He 6onee 30 Mmun

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cootBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by /
IMonrorornena: Santosh Kumar

Maurya ﬁ

Lo

ran

TTporepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoaurens Amkit Kumar

—

Reprint Date: ’

Hara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Reprint Datey/
Jata: 12.11.2024

wavdrieddys.e

om




Dr.Reddy’s Q::‘

D, Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Malagarh Road, Baddi,
Disit. Solan, H.R, 173 205, INDIA
Tl +91 981566 56001-62

www drreddys.cons

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 3 of 10 / Crp. 3 u3 10

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

MponykT: U6ykaun®, TaGieTKH, HOKPDITHIE MIeHOYHOH 0605104K0ii, 400 mMr + 325 mr

Market / Prinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne d W2e0zeie O6bem cepuu " 800000.0 Ta6

Analytical Rep0ft No/ - 040002725502 Date of Analysis / . 12.11.2024
AHanuTHYEeCKHIi oT4yeT No JlaTa anannza

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

JlaTa npoH3BOACTBA T'open no

Mfg. License No. / MA number: /

IIpouspogcTBeHHAA : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT-RU)

nuuen3ust Ne

Analysis performed according ND: / Anasnn3 npoeeges mo HJI: JITI-Ne(003654)~(PT-RU)-101123

5 |Dissolution /

PactBOpenne
100% to 103%

100 % to 105%

Not less than 70% (Q) of Ci3Hi1sO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci13His02 (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO, (mapaueramon)
yepe3 30 MuH

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT coorBercTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[TogrorosncHo: Santosh Kumar | IIposepero: Pawan Kumar /Ono6peno: Menemxep /
Maurya /é) g; Pykoomuteny Amit Kumar
f— o
L r /-F
Reprint Date: Reprint Date: Reprint Date:V
Hara: 12.11.2024 Jdara: 12.11.2024 Hara: 12.11.2024

Slatered O epe Be

Talangzna, india

tuderabad - 500024

i inail@diredive.con




Dr.Reddy’s €3¢

Dr. Reddy's lLaboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
wwnvdireddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 4 of 10/ CTp. 4 u3 10

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

Ipoayxr: M6ykaun®, Ta6/IeTKH, NOKPLITHIE NJIEHOYHOMH 060104K0ii, 400 Mr + 325 Mr

Market / PolHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne $ V2402272 O6bem cepuu " 800000.0 Tab

Analytical Report No / - 040002725502 Date of Analysis/ . 15 17 9094

AHaJIMTHYECKHIT oTueT Ne JlaTa aHa;m3a

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

JlaTa npou3BoacTBa TI'onen oo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

JuneH3ust No

Analysis performed according ND: / Anaju3 nposesen no HJI: JIII-Ne(003654)-(PI™-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacrBenHbie npuMecH than 0.005% /
Method 1/ Mertop 1 4-amuHodeHon (mpumech mapaueTamona) He
[ 6onee 0,005 %
Method 2 / Metoa 2 o Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
JTrobast enuHMyHas npuMmeck (MOynpodeHa win
napareTamona) e 6onee 0,3 %%
0.04% Total impurities (Method 14 Method 2) - not more
than 0.7% / CymmMma npumeceit (Meron 1 + Metog
2) ue 6onee 0,7 %
7 'Water / Boga 1.5% Not more than 5.0% /
He 6osee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykt coorrercTByeT Tpeboanusam HJT

Opinion : APPROVED
3aknwuenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toaroroeneno: Santosh Kumar | ITpoBepeHo: Pawan Kumar /Ono6peHo: Menemxep /

Maurya Pykopoautens Amit Kumar
Reprint Date: Reprint Date: i Reprint Date:\l

Hara: 12.11.2024 Jara: 12.11.2024 Hara: 12.11.2024

HCEIS

02892, Email: mail@drreddys.com
AP1984PLCO01507

wvww.drreddys.com




Dr. Reddy's Laboratories {td.
Se Formulation Unit-6
Dr Redd ’s @ Vill. Khol, Malazarh Road, Bazldi
[ ] y . s O LD 470 20KR .
® Distt. Sotan, H.f , L/o 205, MDA
Tel:+91 581565 56001-07
wawdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 5 of 10/ Crp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTKH, IOKPBIThIE ILIEHOYHOH 000104K0#, 400 Mr + 325 Mr

Market / PIHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus No F V2402272 O0nem cepun * 800000.0 Tabd

Analytical Report No/ - 040002725502 Date of Analysis / - 12.11.2024

AHanuTHYecKHH oTyeT No Jarta anasinsa

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

JlaTa npou3BOACTBA T'open no

Mfg. License No. / MA number: /

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

JuneH3nsg Ne

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

8 |Uniformity of dosage
units /
OOHOPOOHOCTD Acceptance value (AV) should be not more than
JIO3UPOBaHUs 1.9 15.0 /INokazatens npuemneMocTd (AV) nomxeH
- ibuprofen / nbynpoden 6bIThH He Oonee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.9 15.0 /Iloka3arens npuemMinemMocTd (AV) J0JKeH
napaueTamon ObITH He Gonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJI 3akmoyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotoneno: Santosh Kumar | [Ipoepeno: Pawan Kumar /Opobpeno: Menemxep /
Maurya @ g Pykooautens Amit Kumar
=g Ne~—
Reprint Date: Reprint Date: ' Reprint Datdt
Harta: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-G

Vill. kKhol, Nalagarih Road, Badi,
Distt, Soian, H.L2, 173 205, INDIA
Tel . +91 5166 56001-G2

wiene, driesidvs.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A
Page 6 of 10/ Cp. 6 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: U6ykaun®, TabaeTkn, NOKPLITHIE M1EHOYHO} 060s10uK0i, 400 Mr + 325 Mr
Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusa Ne ¥ V2402272 O6neM cepun " 800000.0 Tab
Analytical Repourt No/ - 040002725502 Date of Analys1s / - 12.11.2024
AHajquTH4YecKkmii oTuer No JaTa anau3a -
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa npou3BOACTBA I'onen no
Mfg. License No. / MA number: /
HpousBoacTBeHHas : MNB/05/263 ) ;. JITI-Ne(003654)-(PT"-RU)
Homep PY

Junen3usa Ne
Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Mukpobuonornieckast
yucroTa*

a) Total aerobic microbial
count / O6l11iee YHCIIO
as3poOHBIX

MHKPOOPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Ob1ee
THCNO IPOMOKEBRBIY. 1
MJIECHEBBIX IPUbOB

¢) E. coli NA

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 B

1r

lg / OrtcytcTBHE

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3axkmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotoeneno: Santosh Kumar | Ilposepeno: Pawan Kumar /Onobpeno: Menemxep /

Maurya @_ PykoBoautens Amijt Kumar
Reprint Date: Reprint Date: ! Reprint Date:¥

Jlara: 12.11.2024 Hara: 12.11.2024 Jata: 12.11.2024

e

WL rreidys

i Hills, Hyderabad - 500024, Telangana, india

29, Fsi mait@drraddys.com

PLCO0ASGY
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Dr.Reddy’s “:

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.2, 173 205, INDIA
Tel : +91 98166 56001-02

e HoaeEen] Al EaEeEs
VW WL U ECU U Y S LU

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 7 of 10 / Cp. 7 3 10

Product : Ibuclin, film-coated

tablets, 400 mg + 325 mg

MpoayxT: M6ykann®, TabaeTkn, NOKPHITHIE ILIEHOYHOMH 060.104K0iT, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / : Batch Quantity / _ 800000.0 tab /

Cepus Ne BV O0bem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002725502 Date of Analysis / . 12.11.2024

AHaauTHYecKHil oTueT Ne JlaTa aHamn3a

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

Jlara npou3BojcTBa I'ogen oo

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ) ;. JIII-Ne(003654)-(PT-RU)
Homep PY

Jnnensus Ne

Analysis performed according ND: / AHanus nposeaed no HJL: JITI-Ne(003654)-(PT-RU)-101123

10 |Assay / KonnuyecTBeHHOE

onpeaeaeHune

405.5 mg / 405.5 mr

324.95 mg / 324.95 mr

360.0 to 440.0 mg of C3Hi30, (ibuprofen) per
tablet /

Ot 360,0 Mr no 440,0 mr C13H 302 (ubynpoden) B
tabneTke

292.5 to 357.5 mg of CsHoNO, (paracetamol) per
tablet /

OT1292,5 Mr 10 357,5 mr CsHoNO, (mapaueramon)
B TabJeTke

11 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnetox
B IIBX/Al 6muctep. [1o 1 baucrepy
B MauKy KapTOHHYIO BMECTE C
HHCTPYKUHEH MO NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B IIBX/Al 6muctep. [To 1, 2 uau 20
ONMCTEPOB B Mauyky KapTOHHYID BMECTE C
UHCTPYKI[MEH N0 IPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootetcTBuu ¢ HI
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu Temneparype He Bblie 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOXHOCTH

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

Remarks : The Product conforms to ND/
ITpumedanHe: [TpoayKT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmoyenne: OJIOGPEHO

Prepared by /

Maurya

Maararornenn: Santnsh Knmar

&

—

Checked by /
TTporepenn: Pawan Kumar

'

Approved by: Manager/Executive
/O nobpeno: Menemxep /
PyxoBogutens Amit Kumar

Reprint Date:
Hara: 12.11.2024

Reprint Date:
Jara: 12.11.2024

Reprint Date: Y
Hara: 12.11.2024

wydwdrreddys.com




Dr.Reddy’s “:‘o

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-¢

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

v drenddvs.com

Page 8 of 10/ Ctp. 8 u3 10

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

MpoaykT: Moykaun®, TaGieTKH, NOKPHITHIE MIEHOYHOI 060J104K0#, 400 Mr + 325 mr

Market / PpiHOK :Russia / Poccust

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepusi Ne § V2402272 Oo0bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002725502 Date of Analysis / . 12.11.2024

AHaJIHTHYECKHI oTYeT No JlaTa anasm3a

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

JlaTa npousBoJCTBA Fopen no

Mfg. License No. / MA number: /

IpouzBoacTBeHHAs : MNB/05/263 ' ;. JIII-Ne(003654)-(PT'-RU)
Homep PY

JnneH3ns Ne

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

* 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.

IMpumeyanve: CCbUIKK B HOPMATHBHOH JOKyMeHTaluu npuseaeHs! Ha 'O PO X1V,

* TIpOBOAMTCS POU3BOJUTENEM MPH BBIIYCKE NEPUOANYECKHU: MUl Kaxkoi 20-0H cepuH UM He MeHee | pasa B
rog. ITokazaTens MOXeT OBITh He BKJIIOHYEH B CEPTU(UKAT aHaNN3a QUPMBL

API name / HaumenoBanue ADC:

Ibuprofen / U6ynpopeH

Paracetamol / [Tapaueramon

INN / MHH: Ibuprofen / H6ynpoden Paracetamol / [lapanetamon
API manufacturer batch number / PIBM240160 4287/24-25

Homep cepun npouszBoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyOcTaHIuH IPOH3BOXHTENS FERA00525 FERA00441

IJId:

API Manufactured by & country /
Ipoussoaurens APC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caiiencus Jlumuren,
Nunus

Sri Krishna Pharmaceuticals
Limited, India / [llpu Kpuiina
®apmacoioThkanc Jlumuresn,
Unnaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykTt coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarororneno: Santosh Kumar | IIpoBepeno: Pawan Kumar /Onobpeno: Menemxep /
Maurya % PyxoBoaurens Ami{t Kumar

- A— S
Reprint Date: Reprint Date: Reprint Date: !
Hata: 12.11.2024 Jara: 12.11.2024 Hata: 12.11.2024




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Be '
Dr. Red dy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
* Distt. Sotan, H.P., 173 205, INDJIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 9 of 10/ C1p. 9 u3 10

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

Hponykr: M6ykaun®, Ta6ieTKH, NOKPHITHIE MIEHOYHON 060/104K0M, 400 Mr + 325 Mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne B VElEolE O6bem cepun * 800000.0 Tab

Analytical Repourt No/ - 040002725502 Date of Analysis / . 12.11.2024

AHanuTHYeCKMIi oTueT Ne JlaTa aHayH3a

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

JaTa npoM3BoACTBA Topen jo

Mfg. License No. / MA number: /

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

JHneH3ns Ne

Analysis performed according ND: / Anann3 npoeeger mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBaHue, aapec, TULEH3ASA AJIs II-p Pennu’c Jlabopatopuc JIta., Uuaus, IIponssoncTeeHHOE
IIpouseoacTeerHHas niaomaaka / Ilnomanka nozapasaeienue-6, Bunn. Kxons, Hanarapx Poyn, banau, JTuctpuxt
KOHTpOJIs KauecTsa / Ilomaaka Beinycka Comnan, X.I1., 173205, Unausa (auensus Homep MNB/05/263)

Declaration of certification: « 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».

3akJ/04eHHe 0 coOTBeTCTBHH: «HacTosAmuM s MOATBEPHKAAI0, YTO MPHUBEAEHHAS BhIlIe HHGOPMALUs ABIAETCA
JOCTOBEPHON M TOYHON. DTa cepus MPOAYKLUMH NpousBeneHa (BKMOUas YNakoBKy (MapKMpOBKY) W KOHTpOJE
KayecTBa) Ha BBIIEyKA3aHHOW MPOM3BOACTBEHHOW Miomazake (IUIOLAAKax) B IIOJIHOM COOTBETCTBUU C
TpeGosanuamu [IpaBun Haanexamed Npou3sBOACTBEHHON MPakTUKKW EBpasHiCKOro 3KOHOMMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeOOBaHUSMH KOHTPOJIS Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeGoBanusaM HJT 3axmovenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TTogratornenn: Santnsh Knmar TIparepenn® Pawan Knmar Onnfipern: Meremxep /
Maurya iﬁ PykoBoaurens An'tit Kumar
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CERTIFICATE OF ANALYSIS
CEPTA®HUKAT AHAJIA3A

Page 10 of 10 / Ctp. 10 u3 10

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

Ipoaykr: M6ykann®, Ta6aeTKH, IOKPHITBIE IUIEHOYHOI 060J104K0#, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccug

Batch No / y Batch Quantity / . 800000.0 tab /

Cepus Ne : V2402272 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002725502 Date of Analysis / . 12.11.2024

AnauTH4ecKHii oTyer No Jarta ananusza

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

JaTa npou3BoACTBa T'onen o

Mfg. License No. / MA number: /

IpoussoacTBeHHast : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY

Junensusi Ne

Analysis performed according ND: / Ananu3s nposeaes no HJI: JIII-Ne(003654)-(PI'-RU)-101123

a TaK)Ke B COOTBETCTBUHU CO crneluUKaLUAMHU, COAEPXKALIUMUCA B PEMMCTPAITMOHHOM JIOCHE CTPAHBI-UMIIOPTEPA.
3arnucH Mo NpoU3BOJICTRY, YIIAKOBKE U aHAJIU3Y IIPOBEPEHB, U YCTAHOBJIEHO KX COOTBETCTBHUE TpeboBaHuaM [ IpaBun
HaJJIexaliei Npou3BOACTBEHHON NPAaKTUKU EBPasHICKOro 3KOHOMHUYECKOTO COI03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr cooteTcTBYeT TpeboBanusM HJJ 3axmovenne: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TTnaramarnenn: Santash Kumar | TIporepern: Pawan Knmar Onofipern: Menemxen /

Maurya ? PykoBoautens Amit Kumar
Reprint Date: Reprint Date: Reprint Date:V

Hara: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024
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