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Dr. Reddy's Laboratories iid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddlj,
Distt. Solan, H.P., 172 205, INDIA
Te!:+91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 1 of 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6yksiun®, TaGreTkH, NOKPLITHIE NIEHOYHOH 060/104K0i, 400 Mr + 325 Mr

Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust Ne £ V2402669 Obbem cepun " 800000.0 Tabd
Analytical Report No/ - 040002759679 Date of Analysis / . 19.12.2024
AnanuTHYecKHii oTueT Ne Jara anaau3a -
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

| laTa npoH3BOACTBA I'onen no
Mfg. License No. / .
TpousBoCTBEHNAS . MNB/05/263 INEA nimbienird - JITI-Ne(003654)-(PT-RU)

Homep PY

nuneH3us Ne

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

Ne |Test / Iloka3aTennb

Results/ Pe3y_Ju,TaTbl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KancynoBUAHON (HOPMBIL, MOKPBITHIE
IUIEHOYHOH 000104KOH OpaHXeBOro
[[BETa, C PUCKO} Ha ONHOH CTOPOHE;
Ha NOMNepevHoM pa3pese — A1po
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabJeTKH KaMcyIOBUAHOM
($opMbI, TOKPBITHIE IIEHOUHOH 0060/10UKO#
OpaHXEBOTO 1[BETa, C PUCKOH HA OJHOH CTOPOHE;
Ha TIOIEPEYHOM paspese — Axpo 6eyoro unu
nouTy 6enoro LBera.

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT cooTBeTCTBYET TpebosauusaM HJT

74
Opinion : APPROVED
Zakmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moaroroenexo: Shivani Devi [Tpoeepeno: Santosh Kumar /Ono6peno: Medekep /

} 7— Maurya & Pyxosomutens: Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.12.2024 Hara: 19.12.2024 Jata: 19.12.2024

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: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: H6ykaun®, Ta6aeTKH, NOKPLITHIE NIEHOUHOH 06010uK0ii, 400 mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne £ V2402669 O0bem cepuH * 800000.0 Tab

Analytical Report No/ - 040002759679 Date of Analysis / . 19.12.2024

AHagdaTHYECKHIT oTueT Ne JlaTa aHaJaM3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa NpoU3BOACTBA Toagen go

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JHneH3usa Ne

—Analysis performed according ND: / Anaau3 nposesen no HJI: JII1-Ne(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IoaIHMHHOCTE CooTBETCTBYET 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 ymepKuBaHHS OCHOBHBIX IIHKOB Ha
XpoMaTorpaMMme UCTIBITYEMOTO PacTBOPA J0JDKHBI
COOTBETCTBOBATh BpEMeHaM yAep>KHBaHHs ITUKOB
Ha XpoMarorpamMme pacTBOpa CTaHTAPTHBIX
obpasioB nbynpopeHa U napaueramosa (pasael
«KonnuecTseHHoe ONpeneeHHe»)

3 |Average tablets weight / 968.2 mg / 968.2 mr 940.9 mg to 999.1 mg
CpenHsist Macca TabJ1eToOK (970.0 mg +3.0 %) /

O 940,9 MT J0 999,1 MI
(970,0 mMr + 3,0 %)

4 |Disintegration / 07 min 16 sec / 07 muu 16 cex  |Not more than 30 min /
Pacnanaemoctn He 6onee 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [TpoaykT coorseTcTByeT TpeboBanuam HJI 3axiaouenue: OJOBPEHO

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

IToaroTosneHo: Shivani Devi [TpoeepeHo: Santosh Kumar /Opmobpeno: Mengmxep /

A )/’ Maurya “ Pyxosoautens: A hishek/ Chauhan

(

Reprint Date: Reprint Date: Reprint Date: '

Jara: 19.12.2024 Hata: 19.12.2024 Hara: 19.12.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Dr. Reddy's Lahoratorie s Ltd,
Formulation Unit-6

Vill. Khol, Natagarh Road, Ba ddi,
Cistt. Solan, H.P., 173 205, Ii\DIA
Te! . +91 98166 56001-02
www.drieddys.cont

Page 3 of 10/ Cp. 3 u3 10

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

Ipoaykr: I/Iﬁyknnﬂ®, Ta6JIeTKH, OKPBITHIE IIEHOYHOii 06010uK0#H, 400 mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne § V24026689 Oo6bem cepun " 800000.0 Tab |

Analytical RepOft No/ . 040002759679 Date of Analysis / - 19.12.2024

AHajuTHYECKMit oTyeT No JlaTa aHa/aM3a

Date of Manufacture / . 11/2024 Date of Expiry / - 10/2029

JlaTa mpou3BoJcTBA I'opeH xo

Mfg. License No. / MA number: /

IlpousBogcTBEHHAA : MNB/05/263 ’ : JIII-Ne(003654)-(PI'-RU)
Homep PY

JHIeH3na Ne

Analysis performed according ND: / Anaiu3 nposejen mo HJL: JIIT-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTBOpeHHne

99 % to 106 %

96 % to 102 %

He menee 70
30 MUH

after 30 min

Not less than 70% (Q) of C;3Hi350: (ibuprofen)
after 30 min/

% (Q) C13His0: (nbynpoden) uepes

Not less than 70% (Q) of CsHsNO; (paracetamol)

/

He menee 70 % (Q) CsHoNO: (napaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykt cooTeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Mapager/Executive
[MoarotosneHo: Shivani Devi [TpoepeHo: Santosh Kumar /Onobpeno: Mengmxep /

/5 T/ Maurya PyKOBOJHTEND: / bh1sh_7s Chauhan
Reprint Date: Reprint Date: Reprint Date: 8
Hata: 19.12.2024 Harta: 19.12.2024 Hara: 19.12.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Maiagarh Road, Baddlj,
Distt. Solan, H.P., 172 205, INDi4
Tel : 491 38156 50001-02

vy drreddue com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Page 4 of 10/ CTp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| IIpoaykrT: I/I6yKJmH®, Ta0/IeTKH, NOKPBITHIE MJIeHOYHOH 060/1049K0ii, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepust Ne § V2402069 O0bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002759679 Date of Analysis / . 19.12.2024

AHanuTHYeCKHi oTueT No JlaTa aHa/IKM3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa npon3BoaCTBa T'open mo

Mfg. License No. / MA number: /

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

nuamen3usa Ne

Analysis performed according ND: / AHaau3 nposesen no HJL: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBbIE MPHMECH than 0.005% /
Method 1/ Merton 1 4-amuHobeHon (IpHMeECh NapaleTaMona) He
6onee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Huxe nopora paracetamol) - not more than 0.3% /
perneTpatyiu Jlobas emuHuuHas mpuMech (MOympodeHa i
napatietamona) He 6onee 0,3 %
0.0002% Total impurities (Method 1+ Method 2) - not more
: 0 than 0.7% / Cymma npumeceit (Meron 1+ Metog
2) ne 6onee 0,7 %
7 |Water / Boaa 1.5% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: TponykT contrereTRYET Tpeoranuam HJT

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosneHo: Shivani Devi [Tposepeno: Santosh Kumar | /Ono6peno: MeHemk

/5 i- Maurya Pykosomutens:/Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Jara: 19.12.2024 Jara: 19.12.2024 Hata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, Indiza

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories iid.
S Formulation Unit-6
Dr.Red dy’s “.. Vill. Khol, Nalagarh Road, Bacidi,
. Distt. Solan, H.P, 173 205, INDt
Te!l: +91 98166 56001-02

www. drreddys com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Page 5 of 10/ Cp. 5 3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: MU6ykann®, Ta6aeTku, NOKPHITHIE LIeHOYHOli 060104K0ii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _~ 800000.0 tab/

Cepus Ne % VEaleoe OGbem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002759679 Date of Analysis / . 19.12.2024

AHaaHTH4eCKHH oTyeT No Jdata apanusa S

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa mpou3BoacTBA Iogen o

Mfg. License No. / MA number: /

HponzBoacTBeHHAas : MNB/05/263 ’ . JITI-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us No

Analysis performed according ND: / Anaau3 nposesied no HJI: JITI-Ne(003654)-(PT'-RU)-101123

8 |Uniformity of dosage
units /
OnHOpOAHOCTD Acceptance value (AV) should be not more than
JIO3HPOBaHUSA 1.6 15.0 /IokasaTensb npuemnemMoctd (AV) noykeH
- ibuprofen / ubynpoden ovITh He 6onee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.7 15.0 /Ilokasatens npremiaeMocTh (AV) NoJKeEH
napajeTamolt ObITh HE Honee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cootBercTByeT TpeGoBanusaM HJT 3axmoyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive
[Noarotosneno: Shivani Devi [MposepeHo: Santosh Kumar /Ono6peno: Menefpiep /
} )/ Maurya @' PyxoBoautens: Abhishek £ hauhan
Reprint Date: Reprint Date: Reprint Date: = ]
Hata: 19.12.2024 Jara: 19.12.2024 Hara: 19.12.2024

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: mail@drreddys.com
CIN: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qi’

Dr. Reddy's Laboratories [id.
Formulation Unit-6

Vill. Khol, Natagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IINDiA
Te! : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJIU3A

Page 6 of 10/ CTp. 6 u3 10

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

Mpoaykr: U6ykann®, TabaeTky, NOKPbITHIE NJIEHOUHOI 06010uK0iH, 400 Mr + 325 Mr
POA) M p

Market / Poinok :Russia / Poccus |
Batch No / . Batch Quantity / _~ 800000.0 tab /

Cepusn Ne # V2202667 O6neM cepun " 800000.0 Tab

Analytical Repo:-t No/ - 040002759679 Date of Analysis / . 19.12.2024

AnajuTHYecKHil oTyeT Ne JlaTa aHaan3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa mpoH3BOACTBA Tonex g0

Mfg. License No. / MA number: /

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

aunen3us Ne

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

9 |Microbiological purity* /
Mukpobouosoruyeckas
yHcroTa*

a) Total aerobic microbial NA
count / Ob1iee 4ucio
a’poOHBIX
MHKPOOPTaHNU3MOB
NA
b) Total combined yeasts
and mould count / Obiuee
YHCJI0 JPOXOKEBBIX U
IJIECHEBBIX rPUOOB NA
¢) E. coli

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

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

Shall be absent in 1g / OrtcyrctBue B
Ir

Remarks : The Product conforms to ND/
Ipumeyanue: [IpogyKT cooTBeTCTBYET TpebonaimaM 1]

Opinion : APPROVED
3akmouenue: QJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive
IToarotosneno: Shivani Devi Ilpoeepeno: Santosh Kumar /Ono6peno: Menemrep /

/5 i Maurya / Pykosoaurtens: Abh Shek__C,(auhan
Reprint Date: Reprint Date: Reprint Date:
Harta: 19.12.2024 Jara: 19.12.2024 Jara: 19.12.2024

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: mail@drreddys.com
CIN: L85195AP1984PLCNNARNT
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, INDIA
Te!: +91 98160 56001-02

vww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 7 of 10/ CTp. 7 u3 10

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

MpoayxT: M6ykaun®, Ta6neTky, NOKPLITHIE MIeHOYHOH 0060/10uK0ii, 400 Mr + 325 mr

Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepusi Ne & V2202662 O0bem cepun © 800000.0 Tab
Analytical Repourt No/ - 040002759679 Date of Analysis / . 19.12.2024
AHajanTHYecKHi oT4yeT Ne JlaTa aHaJu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JlaTa NpoH3BOACTBA Tosien po
Mfg. License No. / MA number: /
IIponszBoacTBeHHASA : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY
JHOeH3HA Ne

Analysis performed according ND: / Ananus nposenen mo HJT: JITI-Ne(003654)-(PI'-RU)-101123

10 [Assay / KonuuecTBeHHOE

onpeaeieHue
396.9 mg/396.9 mr

320.84 mg /320.84 mMr

360.0 to 440.0 mg of Ci3Hi302 (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 Mr C3H30» (uOynpoden) B
TabneTke

292.5 to 357.5 mg of CsHyoNO: (paracetamol) per
tablet /

Ot 292,5 mr 110 357,5 mr CsHoNO; (nnapaueramonn)
B TabneTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTtok
B [IBX/Al 6aucrep. [To 1 6mucrepy
B Ma4Ky KapTOHHYIO BMeECTE C
MHCTPYKIHKEHR MO IPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al Gmucrep. [lo 1, 2 nnu 20
OauMCTEpPOB B MadyKy KapTOHHYKO BMECTE C
MHCTpyKLMel O MTPUMEHEHHUIO.

12 | Labeling / MapxupoBka | According to ND. /B coorsercTeuu ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temneparype He Bbiue 25 °C.

14 | Shelf life / Cpok 5 years / 5 net
TOHOCTH

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

Remarks : The Product conforms to ND/
I pumeyanue: [Ipoaykrt coorBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoeneHo: Shivani Devi [Tporepeno: Santosh Kumar /Ono6peno: Menejukep /

A}/ Maurya PykoBonutens: A hishek/Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:

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

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

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 8 of 10/ C1p. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoaykr: M6ykauu®, TabaeTKH, IOKPLIThIE IICHOUHOIH 06010uK0M, 400 Mr + 325 Mr
Market / PuiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne 2 Vi2r02669 O0beM cepun * 800000.0 Tab
Analytical Rep0ft No/ - 040002759679 Date of Analysis / - 19.12.2024
AnaauTudecKuH oTder No JlaTa aHaju3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTa npoH3BOACTBA - __
Mfg. License No. / MA number: /
TIpouszBoacTBeHHASA : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
JuueH3Hs Ne
Analysis performed according ND: / Auann3 nposesen mo HJL: JITT-Ne(003654)-(PI-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.

[Tpumeuanue: CcbUIKH B HOPMATHBHON NOKyMeHTaluy npuBenenbl Ha 'O PO XIV.
* TIpOBOANTCS NPOM3BOANTEIIEM TIPH BBIYCKE EPHOXMYECKHU: AN Kax oK 20-0i cepun niH He MeHee 1 pa3sa B

roz. IloxaszaTens MOXKeT ObITh He BKIIOUESH B CEPTU(UKAT aHaIM3a GUPMBL.

API name / HaumeHoBanue APC:

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramon

INN / MHH:

Ibuprofen / U6ynipoden

Paracetamol / I[Tapaneramon

API manufacturer batch number /

1101/24/A-3392

APAP/24091293, APAP/24091294

}i—lomep cepus npoussoguTens APC:

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIHH TPOH3BOAHTES
JId:

FERA00600

FERA00538, FERA00539

API Manufactured by & country/
ITpouseogurtens APC, crpana:

IOL Chemicals and
Pharmaceuticals Limited, India /
HOJI Kemukanc 317
Papmacktotukanc JInmMuren,
Unpus

Granules India Limited, India /
I'panynec Unnus Jlumuren, Muaus

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/
IIpumcuanuc: ITponykt coornerctnyeT Tpedosaitsm HJ

Opinion : APPROVED
3akmiouenne: QJAOBPEHO

Prepared by / Checked by /
IToarorosneno: Shivani Devi
T Maurya

ol

[TpoeepeHo: Santosh Kumar

Approved by: Manager/Executive

PykoBonutens: Abhishek Cl/auhan

S—

Reprint Date:
Jara: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Hara: 19.12.2024

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: mzail@drreddys.com

CIN: L85195AP1984PLCO04507
www.direddys.com




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

@
Dr. Reddy,s ‘;. Vill. Khol, Nalagarh Road, Badidi,

Distt. Solan, H.P., 173 205, I DIA
Te!: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 9 of 10/ Crp. 9 u3 10

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

Mpoaykr: M6yknun®, TaGIeTKH, IOKPbITHIC IJIeHO4HOH 060.109K0ii, 400 Mr + 325 mr

Market / PoIHOK :Russia / Poccusg

Batch No / , Batch Quantity / ~800000.0 tab/
Cepus No + V2402669 O6beM ceprn " 800000.0 Tab
Analytical Repo:‘t No/ - 040002759679 Date of Analysis / . 19.12.2024
AHanHTHYECKHI oTyeT No JlaTa aHaJIH3A

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JaTa nmpou3BoJCcTBa T'onen go

Mifg. License No. / MA number: /

IpouszBoacTBeHHas : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)

Homep PY

auneH3Hsa Ne

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

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /
| HammeHoBaHHe, afpec, JHUEH3HA JJIs J-p Pennu’c Jlaboparopuc JIta., Unaus, IlpoussoncTeeHHOe
: ITpounsBoacTBeHHasi miomaaka / Ilnomanka noapasaenenne-6, Buwi. Kxonb, Hanarapx Poyn, bamnu, JIucTpukt
[ KOHTPOJIs KauecTBa / IlomaaKka BeINycKa Conan, X.I1., 173205, Unaus (auiensus 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».

3aKJ/109eHHe 0 COOTBETCTBHH: «HacTOAIMM 1 MOATBEPKAAI0, YTO MPUBENEHHas Bhlle HHOPMALMS SIBIAETCS
JOCTOBEPHOM M TOYHOH. DTa Cepus MPOJAYKLUMH INpoM3BeAeHa (BKMOUas yMakoBKy (MapKMpPOBKY) M KOHTPOJib
KayecTBa) Ha BHIIIEYKA3aHHON [POM3BOACTBEHHON muowazake (MIollaakax) B TMOJHOM COOTBETCTBHH C
TpeGopanmamu [IpaBui Haanexkamleil MpOM3BOACTBEHHON MpakTHKK EBpasuiickoro skoHoMu4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) v Tpe60BaHUAMH KOHTPOJIS Ka4eCTBa JIEKapCTBECHHBIX CPE/ICTB,
a TaKKe B COOTBETCTBMH CO CNEHUPHUKALUAMM, COACPIKAILIUMHUCS B PETUCTPALIMOHHOM [OCHE CTPaHBI-UMIIOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanue: [IpoayKT cooTBeTCTBYCT TpcOoBaHHAM HJT 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive
Ioarorosneno: Shivani Devi [TpoBepeno: Santosh Kumar /Ono6peno: Menepxep /

A 1/ Maurya 2% Pykoeogurens: A ishek/(‘.hauhan
Reprint Date: Reprint Date: Reprint Date:
Hata: 19.12.2024 Harta: 19.12.2024 Jara: 19.12.2024

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: mail@drreddys.com
CIN' 1 R5195AP1984P] CNNARNT
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 10 of 10 / Ctp. 10 u3 10

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

poaykr: I/I6yKnnH®, TabJIeTKH, MOKPbITHIE IJIEHOYHOI 06010uK0k, 400 MI + 325 Mr

Market / PoiHoK :Russta / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne i V2402669 O0beM cepun " 800000.0 Tab

Analytical Repourt No/ . 040002759679 Date of Analysis / . 19.12.2024

ARaIHTHYECKHIi oTyeT Ne JlaTa anaau3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JdaTa mpou3BoaAcTBa T'onen a0 -

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAs : MNB/05/263 : ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

aunensus Ne

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

3anucu no NpPOU3BOACTBY, YITAKOBKE H aHAJIN3Yy NPOBEPCHBI, H YCTAQHOBJICHO UX COOTBETCTBHC TpC6OBaHI/IﬂM HpaBun
Haanexartien l'IpOHSBO,H,CTBCHHOFI MpaKTHUKH EBpa3m‘/’1c1<oro 3KOHOMHYECCKOI'0 COIO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [IpoayKT COOTBETCTBYET TpeGoBaHmsivM 1111 3axmoucnuc: OJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotorneHo: Shivani Devi ITporepeHo: Santosh Kumar /Opobpeno: Menepkep /

A_’/ Maurya ( Za PykoBoauTess: AbHishek C?auhan
Reprint Date: Reprint Date: Reprint Date: !
Jlarta: 19.12.2024 Jara: 19.12.2024 Hara: 19.12.2024

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: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




