Dr.Reddy’s €&

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

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 1 0f 10/ Ctp. 1 u3 10

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

Hpongykr: M6ykaun®, Ta6/IeTKH, NOKPHITHIE IIEHOYHOH 060/104K0#, 400 Mr + 325 mr

Market / Ppinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusi Ne + V2402658 O6BeM cepun " 800000.0 Tab6
Analytical Repo:rt No/ - 040002757250 Date of Analysis / - 90.12.2024
| AHATMTHYECKHii oTyeT Ne - Jata ananusa
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTa npou3BoOACTBA I'onen oo
Mfg. License No. / MA number: /

IIpou3BoacTBeHHAS : MNB/05/263
auuensug Ne

Howmep PY ¢ JII-Ne(003654)-(PI'-RU)

Analysis performed according_N_D: / Anaan3 nposeaen mo HJT: JITI-Ne(003654)-(PI™-RU)-101123

Ne |Test/ Ilokazatenb Results/ PesyanTaTht Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucanue one-side scored tablets; white core at [scored tablets; white or off-white core at the

the cross-section. / Tabnetku

Ha MOMEPEYHOM paspese — Apo
6eoro 1BeTA.

cross-section. / TabieTku KancyJaoBUAHON

KancynoBHIHON GOPMBbL, MOKPBITEE | POPMBIL, TTOKPBITHIE TUIEHOUHOH 060/104KOH
MIEHOYHOH 06070YKOH OpPaHXKEBOro |OpaHXeBOro 1IBETa, C PUCKON Ha OZHOH CTOpOHE
1IBETa, C PACKOI Ha OIHOM CTOPOHE; |Ha MONEPEYHOM pa3pese — siIpo 6enoro uin

NMoyTH Oeloro 1BeTA.

H

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr coorBercTByeT TpeboBaHusm HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive
[Toarotorneno: ShivazDeVi [Tposepeno: Santosh Kumar /Onobpeno: Menemitep /

T' Maurya @ PykoBomutens: AbHishek ?fiauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 20.12.2024 Hara: 20.12.2024 Jara: 20.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCD04507
wwyedrreddys.com




Dr.Reddy’s ":’

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayier: Hoykaun®, TabieTu, HOKPLITHE IIEHO4HOIH 060104K0#H, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / - Batch Quantity / ~800000.0 tab /

Cepust Ne R O6beM cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002757250 Date of Analysis / - 20.12.2024

AHanuTHYeCKHii oTyeT No JlaTa anainsa

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

Jiara nIpoH3BOACTBA Topgen o

Mfg. License No. / MA number: /

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

Junensus Ne

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

2 [Identification /
IloaIMHHOCTH

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 yaepXHBaHHs OCHOBHBIX NMKOB Ha
XpOMaTOrpaMme HCIBITYEMOTO pacTBOpa AOJKHEI
COOTBETCTBOBATH BpeMEeHaM yAepKUBaHUS MHKOB
Ha XpOMArorpamMMe pacTBOpa CTaHJapTHHIX
o6pasuos ubynpodeHa U mapaueramona (pasaen
«KonMU4eCTBEHHOE OIIpENeTICHHE))

3 |Average tablets weight /

Cpennss macca Tad1eToOK

966.0 mg / 966.0 Mr

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

mg

J0 999.1 M

4 |Disintegration /
PacnagaemocThb

08 min 01 sec/ 08 mun 01 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt cootBeTcTBYET Tpebosanusm H/I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

AT

[MoarorosneHo: Shivani Devi

Checked by /

Maurya

@

IMposepeno: Santosh Kumar

Approved by: Manager/Executive
/Opmo6peHo: Menemkep /
Pykosoautens: Abliishek Chauhan

-y,

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tei. +91 40 4900 29060, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLLOJ4507

wwe.drreddys.com




Dr.Reddy’s Q':'

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

Vill. Khol, Nalagarh Road, Badgdi,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 3 of 10/ Cp.3 u3 10

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

Mpoaykr: M6ykaun®, TabJeTKH, NOKPLITBIE IIEHOYHOH 060.104K0H, 400 Mr + 325 Mr

nuneH3us No

Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepust Ne 4 V2402658 O6bem cepuu " 800000.0 Tab
Analytical Repo;t No/ - 040002757250 Date of Analysis / - 20.12.2024
| AHATMTHYECKHI 0T4YeT No JlaTta aHanu3a
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
Jara npoussoacTaa I'open p0
Mfg. License No. / MA number: /
Ilpou3BoaCTBeHHAN : MNB/05/263 Homep PY . JIII-Ne(003654)-(PT"-RU)

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

S |Dissolution /

Pacreopenne
99 % to 104 %

100 % to 103 %

Not less than 70% (Q) of Ci3HisO02 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H13O2 (ubynpoden) uepes
30 muH

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

He mernee 70 % (Q) CsHoNO, (mapaneramon)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT coorBercTByeT TpeOboBanusam HJI

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by / Checked by /

[ToarotosneHo: Shivani Devi ITpoepeHo: Santosh Kumar /Ono6peno: Meunemxep /

/g "” Maurya 4\ PyxoBoautenn: Abhj

Approved by: Managerj/Executive

ek C?ﬂ'uhan

Reprint Date: Reprint Date:
JHara: 20.12.2024 Jara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Erail: maii@drraddys.com
CIN: L85195AP1984PLCOO4507
wwvy.arreddys.com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page 4 of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Hoykaun®, TabneTkn, NOKPLITHIE MJIEHOYHON 060,10uK0ii, 400 Mr + 325 Mr

Market / PIHOK :Russia / Poccug
Batch No / . Batch Quantity / ~800000.0 tab /
Cepusa Ne + V2402658 O6bem cepuu " 800000.0 Tab
Analytical Report No/ - 040002757250 Date of Analysis / © 20.12.2024

| AHATHTHYECKHI oT4er No | Jlara aHanu3a - -
Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029
JaTa npoH3BoACTBa I'oneH o
Mfg. License No. / MA number: /
IIpon3BoacTBeHHast : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)

Homep PY

JuneH3us Ne —

Analysis performed according ND: / Ananns nposenen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacrBennble npuMecn than 0.005% /
Method 1/ Metog 1 4-amuHodeHon (mpuMech Iapaleramosa) He
6ounee 0,005 %
Method 2 / MeTton 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
REMEDRAII Jlrobas epuHUuHas npuMmech (MOympodena WM
napaieramona) ue 6onee 0,3 %
0.0006% Total impurities (Method 1+ Method 2) - not more
: : than 0.7% / Cymma npumeceii (Metozn 1 + Meton
2) e 6onee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykt cooTBeTcTBYET TpeboBaHusam HIJ 3axmouenne: OTOBPEHO

Opinion : APPROVED

Prepared by /
IToarorosneno: Shivani Devi

Checked by / Approved by: Managef/Executive
[TpoBepeno: Santosh Kumar /Opnobpeno: Meunemkgp /

Maurya y PykoBoautens: Abhishek Chauhan
‘o .

} @ /
Reprint Date: Reprint Date: Reprint Date: /

Hara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 45 4900 2900, Fax: +51 40 4300 2999, Email: maii@drraddys.com
CIN: L85185AP1984PLCNO4507

wwyv.drreddys.com




Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page S of 10/ Crp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayKT: M6ykann®, Ta6ieTku, NOKpbIThIe IJIEHO4HO# 0601049K0ii, 400 Mr + 325 Mr

Market/ PpiHoKk :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne + V2402658 O6bem cepun " 800000.0 Tab6

Analytical Repourt No/ - 040002757250 Date of Analysis / . 20.12.2024

_AHaJUTHYEeCKHH oTdeT Nt JaTa aHaimsa ]

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

JlaTa pou3BoaCTBA T'ogen no

Mfg. License No. / MA number: /

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

JHNEeH3Hus Ne

_Analysis performed according ND: / Anasus nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units/

OmHOPOTHOCTE
JIO3UPOBaHUSI

- ibuprofen / uéynpogen

- paracetamol /
napaueTamMon

Acceptance value (AV) should be not more than

1.8 15.0 / TokazaTens npuemieMoctd (AV) nonxeH

ObITh He bonee 15,0

Acceptance value (AV) should be not more than

23 15.0 /Ilokazarens npuemaemMoctd (AV) fomkeH

ObITH He Gomnee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBercTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Shivani Devi

br

Checked by /
[TposepeHo: Santosh Kumar
Maurya

Approved by: Managey/Executive
/Opobpeno: Meneukgp /
Pyxoeoautenn: Abhjshek Cyﬂuhan

Reprint Date:
Harta: 20.12.2024

Reprint Date:
Jara: 20.12.2024

e —

Reprint Date:
Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4960 2960, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCDO4507
www.drreddys.com




Dr.Reddy’s “:’

Dr. Reddy's Laboratories [td.

Formulation Unit-6
Viil. Knol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page 6 of 10/ Crp. 6 u3 10

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

IIpoxyKr: H6YKJIHH®, TabJ/IETKH, IOKPBITHIE MJIeHOYHO# 060104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi Ne 7 V2402658 O6Bem cepun © 800000.0 Tab

Analytical Repo:‘t No/ - 040002757250 Date of Analysis / . 90.12.2024
AHanHTHYECKHUIE oTyeT No JaTta anannsa

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

JlaTa npomu3BoACcTBa Toaen no

Mfg. License No. / MA number: /

IpousBoacTBeHHAs : MNB/05/263 Homep PY . JITI-Ne(003654)-(PT'-RU)

aunensus Ne

Analysis performed according ND: / Ananu3s nposeaex no HJI: JITI-Ne(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
MukpobHnosioruyecKkast
YyHcToTa™*

a) Total aerobic microbial NA
count / Obliee 4ucio
a3pobHBIX
MHKPOOPTaHU3MOB
NA
b) Total combined yeasts
and mould count / O61iee
YHCIIO APOXOKEBBIX U
IJIECHEBBIX IpUO0B NA
¢) E. coli

Ir

Shall be absent

Not more than 1000 CFU/g /
He 605ee 1000 KOE/r

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

in lg / OrtcyrcTBUE

Remarks : The Product conforms to ND/
Ipumevanue: [Ipoaykt coorBercTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axnouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manag r/Executive
[Toaroroeneno: Shivani Devi [Tposepeno: Santosh Kumar /Opnobpeno: Meuemrep /

»T Maurya ,ﬁ PyxoBoaurens: Abli shek Cl/‘auhan
Reprint Date: Reprint Date: Reprint Date: =
Hara: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024

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

Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.cem
CIN: L85195AP1984PLC004507
wwwv.drreddys.com

500034, Telangana, Indis



Dr.Reddy’s Q':'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: H6ykaun®, Ta6eTKH, NOKPLITHIE ILIEHOYHOH 060104K0i, 400 mMr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne + V2402658 O6nem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002757250 Date of Analysis / . 20.12.2024

AHanuTHYecKHii oTyeT Ne | laTa anayu3a - |

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

JlaTa pon3BoaCTBA T'oaen o

Mfg. License No. / MA number: /

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

JuneH3us Ne o

Analysis performed according ND: / Anaau3 n[_)oseneﬂ mo HJI: JITI-Ne(003654)-(PT-RU)-101123

10

Assay / KonuuecTBenHoe
omnpejaeeHue

405.8 mg / 405.8 Mr

331.20 mg /331.20 Mr

360.0 to 440.0 mg of Ci3Hi30: (ibuprofen) per
tablet /

Ot 360,0 mr no 440,0 mr C13H130, (ubynpoden) B
TabneTKe

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

01292,5 mr mo 357,5 mr CsHoNO, (nmapaueramos)
B TabneTke

11

Package / YniakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 Tabmerok
B [IBX/Al 6muctep. [To 1 6aucrepy
B Mauyky KapTOHHYK) BMECTE C
UHCTPYKLMEN 10 NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / I1o 10
tabnetok B [IBX/Al 6nucrep. Ilo 1, 2 unm 20
O6nUCTepOoB B IMayky KapTOHHYK) BMECTE C
HHCTPYKUHEH MO NPUMEHEHHUIO.

12 | Labeling / MapkupoBka |According to ND. /B cootBerctsuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpancune TTv TeMmenaATYN® He BRI 249 °C
14 | Shelf life / Cpox 5 years / 5 net
rOAHOCTH

Note: References in the normative document are given to the Rus. Ph X1V,

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykrt coorBercTByeT TpedoBanusm HJI

Opinion : APPROVED
3axnwuenne: OJOBPEHO

Prepared by /
[Togrorosneno: Shivani Devi

b

Checked by /

Maurya

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemiep /
PykoBoauress: Abhishek Cfvauhan

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Reprint Date:
Hara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei. +91 40 49G0 2900, Fax: +51 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCNO4507

wwvy.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel: +91 98166 56001-02
www.drreddys. coimn

OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

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

IMpoaykr: Hﬁylcmm*", tabaerKH, DOKPbIThi¢ NJIeHOYHOi oGoJioukoii, 400 mr + 325 Mr

| Analysis performed according ND:

/ Auamns nposenen mo H/L: JITI-Ne(003654)-(PT-RU)-101123

Market / PeinoK :Russia / Poccus
Batch No / . Batch Quantity / ~800000.0 tab /
| Cepus Ne B UZHE00 Q6beM cepHn " 800000.0 Tab
Analytical Repo‘ft No/ . 040002757250 Date of Analysis / - 90.12.2024
AHaJiuTHYecKHi oTyeT Ne JlaTa aHa/IM3a
Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029
JlaTa MpoH3BOACTBA Tojen no
Mfg. License No. / .
TpoussoficTBeHHas : MNB/05/263 MAsnumbeE: / . JITI-Ne(003654)-(PT-RU)
: Homep PY
| amnensust Ne -

* 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.

[Mpumeyanie: Ceuiikn B HOPMATHBHOIN AOKYMEHTALHI NPHBEICHDL Ha I'd PO XIV.

* [TpoBOAMTCS IPOUIBOAHTENEM TPH BBINYCKE TEPHOANHCCKIL-

st Kask/10# 20-0ff cepuy WM He MeHee 1 pasa B

rox. [Tokazatenb MoKeT GbITh He BKIIOHEH B CEPTH(HKAT aHau3a GupMBL.

|

API name / HaumenoBanne A®C: Ibuprofen / Maynpoden Paracetamol / [Tapateramonn
INN / MHH: Ibuprofen / MGynpoder Paracetamol / [lapaueramon
API manufacturer batch number / 1201/23/A-0568 APAP/24091293
Homep cepiH HpOU3BOAHTEIS ADC:
FP Manufacturer API Batch number /
Homep cepuH CyOCTAHIHH NPOH3BOAMTEIS FEQA00082 FERAO00538
TJI1D:
IOL Chemicals and
API Manufactured by & country / Pharmaceuticals Limited, India / Granules India Limited, India /
Ipoussogutear ADC, crpana: NOTKEMAKATE A ['panynec Unaus Jlamuren, Haaus
’ ) dapmaceroTHranc JinmuTen, ’
Wnpus
Name, address, authorization No for P Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill, Khol,

Remarks : The Product conforms to ND/

Ipumeyanue: [TpoAYKT COOTBETCTBYET tpeGosarnam HJQ

Opinion : APPROVED
3akirueHHe: OJJ,OBPF.HO

Prepared by / Checked by /

[MoaroropieHo: Shivani Devi

At

Maurya

ITposepeno: Santosh Kumar

Approved by: Managgr/Executive
/Opno6peno: Menemgep /

Pyxosoautenb: Ablishek C auhan

Reprint Date:
Jlara: 20.12.2024

Reprint Date:
Jara: 20.12.2024

Reprint Date:
Jara: 20.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4300 2999, Ernail: meii@drraddys.com l
CIN: L85195AP1984PLCD04507
wwyy.drreddys.com



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

@ e
Dr. Reddy,s ‘.... Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 981566 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

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

Hpoaykr: M6ykaun®, TabaeTKH, IOKPHITHIE MIEHOUHOIi 060/104uK0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccusi

Batch No / . Batch Quantity / ~800000.0 tab/

Cepust Ne # V2402658 O6bem cepun " 800000.0 Tab |

Analytical Repo:‘t No/ - 040002757250 Date of Analysis / - 20.12.2024

AHajMTHYeCKHH oTueT No HNarta ananu3a

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

JaTa npoH3BOACTBA TI'ogen g0

Mfg. License No. / MA number: /

Ipou3sBoacTBeHHast : MNB/05/263 ) . JITI-Ne(003654)~(PI'-RU)
Homep PY

Juuensus Ne |

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

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

HaunmeHoBaHue, agpec, THLEH3US IS H-p Penau’c Jlaboparopuc Jita., MUaans, [IpoussoiacTBeHHOE
IlpousBoacTBenHas niowmaaka / Ilnomanka nonpasneneHve-6, B, Kxons, Hanarapx Poyn, banau, J{uctpuxrt
KOHTpOJIsA KadecTBa / Ilnomagka Beinycka Comnan, X.I1., 173205, Uanus (manensust 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».

3akaroueHue o cooTBeTcTBHH: «HacTosmuMm s HOATBEpXKAalo, YTO NPUBENEHHAs BhIIE MHPOpMALUS ABJAETCA
JOCTOBEPHOM M TOYHOM. JTa cepHs NPOAYKUMH MpPOW3BEeleHA (BKIIOYAs YNAaKOBKY (MapKHpPOBKY) W KOHTPOIb
KayecTBa) Ha BBINIEYKa3aHHOW NPOM3BOACTBEHHON Mulolaake (IUIOLIAAKaX) B TIOJHOM COOTBETCTBHH C
Tpe6GoBanuamu [TpaBun Haamexailell npou3BOACTBEHHOM MpakTUku EBpasuiickoro saxoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) U TpeOOBaHUAMU KOHTPOJIA KaYeCTBA JIEKAPCTBEHHBIX CPEACTB,
a TaKKe B COOTBETCTBMH CO ClielUPHUKALUAMH, COACPIKAIUMUCS B PETUCTPALIMOHHOM [OChE CTPaHBI-UMIIOpTEpPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [poaykT cootBeTcTBYeT TpeboBanusm H]I 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Managpr/Executive
[ToarotosneHo: Shivani Devi [TpoBepeHo: Santosh Kumar /Ono6peno: Menemep /

)) _)/ Maurya @—- PyxoBoautens: Abhishek C?Z*uhan
Reprint Date: Reprint Date: Reprint Date:
JaTa: 20.12.2024 Hara: 20.12.2024 Hara: 20.12.2024
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CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHAJTA3A

Page 10 of 10 / CTp. 10 u3 10

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

Ipoayxr: H6ykaun®, Ta6aeTKH, NOKPLITHIE ILIEHOUHOI 060104K0i, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /

Cepust Ne # V2402658 Obbem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002757250 Date of Analysis / . 20.12.2024

AHanuTHYecKHi oT4eT Ne -~ JaTta ananusa -

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

JaTa npousBoacTBa T'onen 1o

Mfg. License No. / MA number: /

IIpou3BoACTBEeHHASN : MNB/05/263 : . JIII-Ne(003654)-(PI'-RU)
Homep PY

Jgunen3uas Ne

Analysis performed according ND: / Anasu3s nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

3arnucH no IPOU3BOJCTBY, YIAKOBKE X AHAJIM3Y NPOBEPEHBI, U YCTAHOBJIICHO UX COOTBCTCTBHUC TpCGOBaHI/IﬂM HpaBHn

HaJJexaien l'IpOI/IBBOILCTBeHHOﬁ MpaKTUKHU EBpa3m”101<0ro SKOHOMHYECCKOT'O COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cootBercTByeT TpeGopanusm HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive
[ToarotosneHo: Shivani Devi [Tpoeepeno: Santosh Kumar /Omo6peHo: Menegep /
- Maurya PykoBoautens: Ablishek C}(auhan

ﬂ; ] il —
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