IDr. Reddy’s Q

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

Viil. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 56166 56001-C2

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 10of 10/ Crp. 1 u3 10

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

Hpoaykr: Uoykaun®, Ta6neTKH, NOKPLIThIE MLIEHOYHOI 060/104K0#, 400 Mr + 325 Mr

Junen3usi Ne

Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepust Ne + V2500294 O06bem cepun * 800000.0 Tab
Analytical Repourt No/ - 040002813587 Date of Analysis / - 24.02.2025
AHajsuTHYecKHil oTueT No HaTa aHaju3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa npou3BOACTBA Tonen no
Mfg. License No. /
) MA number: / .
IIpousBoacTBEHHAS : MNB/05/263 Homep PY : JIII-Ne(003654)-(PI'-RU)

| Analysis pe_rformed according ND: / Ananu3 nposegen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

the cross-section. / TabaeTku

Ha ITONEPEUHOM pa3pese — sApo
Oenoro iBeTa.

Ne |Test/ Hokasatenn Results/ Pe3yabraThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucauue one-side scored tablets; white core at |scored tablets; white or off-white core at the

cross-section. / TabJeTky KancynoBUIHON

KancyJoBUIHON GOpMBbI, MOKPBITEE |(HOPMBI, TIOKPBITHIE MIEHOUHOH 060I04KOH
IJIEHOYHOM 000J104YKOH OPaHKEBOTO | OPaHIKEBOTO LIBETA, C PUCKOH HA OJHOM CTOPOHE;
1BETA, C PUCKOH Ha OIHOM CTOPOHE; |Ha NOINEPEeYHOM paspese — AApo Henoro uim

rmoutu Oenoro LBeTAa.

Remarks : The Product conforms to ND/
Ipumeuanue: [lpoaykt coorBeTcTBYET TpeboBaHuaAM HJL

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /

Approved by: ManagerfExecutive

IToarotosneno: Santosh Kumar | Ilpoeepeno: Pardeep Kumar /Onobpeno: Menemkep /

Maurya (7 [ PykoBoaurens: Abhishek Chauhan

v cl—— f A
Reprint Date: Reprint Date: Reprint Date: '
Hara: 24.02.2025 Hara: 24.02.2025 Jara: 24.02.2025

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

Hyderabad - 500034, Telanganra, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Page 2 of 10/ Crp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IponyxT: M6ykauu®, Ta6ieTkn, HOKPHITHIE MIIEHOYHOI 060.104K0l, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusa No A NP8 Oo6beM cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002813587 Date of Analysis / . 24.02.2025

AHagauTHYecKnii oTyeT No JlaTta aHanu3a

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

JlaTa npon3BoJcTBa T'ogen 1o

Mfg. License No. / MA number: /

TIpou3BoACTBEHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

Junen3us No o

Analysis performed according ND

: / AHAJIH3 npogenen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

2

Identification /
| IIoAJTHHHOCTD

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) /
BpeMeHa ynepKMBaHUS OCHOBHBIX IIHMKOB Ha
XpOMAaTOrpaMMe HMCITBITYEMOTO PacTBOPA JAOJDKHBI
COOTBETCTBOBATh BpEMEHAM YAEPXKUBAHHUS [THKOB
Ha XpoMaTorpaMMme pacTBOpa CTaHAAPTHBIX
obpasnop ubynpodeHa u mapaieramona {pazjen
«KonuuecTBEHHOE OMpeeICHHE)

Average tablets weight /
Cpeanss macca TabneTox

970.9 mg / 970.9 mr

940.9 mg to 999.1 mg
(970.0 mg + 3.0 %) /

Or 940,9 Mr Jio)
(970,0 mr + 3,0 %)

999,1 MF

Disintegration /

Pacnanaemocrhb

07 min 48 sec / 07 muH 48 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT Tpebosanuam H]I

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Hara: 24.02.2025

Prepared by / Checked by / Approved by: Managg¢r/Executive

[ToaroroeneHo: Santosh Kumar | [IpoBepeHo: Pardeep Kumar | /Ono6peno: Menemiep /

Maurya @f /{ PykoBoautens: Abhishek C?auhan
/ CS—

Reprint Date: Reprint Date: Reprint Date: '

Jara: 24.02.2025

Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195A4P1984PLC004507

www.drreddys.com




Dr.Reddy’s Qs

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 56166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 3 of 10/ CTp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpooyxr: I/IﬁyKnnH®, Ta0JIeTKH, NOKPBITHIE NJIEHOYHOiT 0600uK0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccusg

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

Cepus Ne V2500294 O6nem cepun " 800000.0 Tad

Analytical Repovrt No / - 040002813587 Date of Analysis / . 24.02.2025
AHaJMTHYeCKHI oTueT No JlaTa aHam3a

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

JlaTa npon3BoJCTBa Toxen g0

Mfg. License No. / MA number: /

IIponzBoacTBeRHAst : MNB/05/263 Howmep PY ¢ JIII-Ne(003654)-(PI'-RU)

JuneH3us Ne

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

5 |Dissolution /
PacrBopenue

95% to 98 %

101 % to 102 %

Not less than 70% (Q) of Ci3H;302 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO: (nmapaueramon)
uepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[Tonrorosieno: Santosh Kumar

Maurya l%

Checked by /

|

=i

[Tposepeno: Pardeep Kumar /Ono6peno: Meuemkep /

Approved by: Manager/Executive
Pykosoaurens: Abhishek

C/[nauhan
( N\

Reprint Date:
Hara: 24.02.2025

Reprint Date:
JHara: 24.02.2025

Reprint Date:
Jlara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s @

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 10/ Cp. 4 u3 10

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

Hpoaykr: U6yknnu®, TabeTkH, NOKPHITHIE MJIeHOYHOH 0601049K0¥i, 400 Mr + 325 Mr
| 1ipoayk Yy p

Market / Poinok :Russia / Poccust

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepus Ne : V20000 O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002813587 Date of Analysis / - 24.02.2025

AHalHTHYECKH#H oTueT No JlaTa aHaJau3a

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

JlaTa mpon3BOACTBA Togen oo

Mfg. License No. / MA number: /

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

Junen3us No

Analysis performed according ND: / Auanan3 nposesen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIEe HpHMecH than 0.005% /
Method 1/ Meton 1 4-amuHOGeHON (NMpUMECh MapaLeTaMmona) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meron 2 Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
perucTpanin JIrobast eguHuuHas npuMech (ubynpodena uau
napateramona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
than 0.7% / CymMa npumeceii (Meroa 1 + Merox
o
0.0003% 2) He 6onee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /
| He 60mee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoayxt cooTBeTcTBYeT TpeboBanusaM HJ

Opinion : APPROVED
3akmrouenne: OJJOBPEHO

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

HoxarotosieHo: Santosh Kumar | ITposepeHo: Pardeep Kumar | /Ono6peno: Menemkep|/ 1/

Maurya @ ) PykoBoauTENb: AbhithLk Chatthan
— = =

Reprint Date: Reprint Date: Reprint Date:

Hata: 24.02.2025 Harta: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +51 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 5 of 10/ Cp. 5 u3 10

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

Hpoaykr: I/Iﬁmem®, Ta0JIeTKH, NOKPLITHIE IUIEHOYHOI 00010uK0ii, 400 Mr + 325 mMr

auuen3us Ne

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi Ne R O0bem cepin 800000.0 Tab

Analytical Repourt No/ - 040002813587 Date of Analysis / . 24.02.2025
AHanuTu4deckmii oTyer No JaTa ananuza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa npoH3BOACTBA T'onen o

Mfg. License No. / MA number: /

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

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

8 |Uniformity of dosage
units /
OnQHOPOAHOCTD
JO3UPOBaHMS

- ibuprofen / u6ynpoden

0.8

- paracetamol / 0.8

rnapaneTamoll

Acceptance value (AV) should be not more than
15.0 / Ioxasarenp npdemiieMocTd (AV) nomkeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / IMokazaresnp npuemneMocTi (AV) HOmKeH
ObITE He Oosee 15,0

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT cooTBeTcTBYET TpebGoBanusam HJT

Opinion : APPROVED
3akatouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managef/Executive
[TonrorosneHo: Santosh Kl.ﬁar [TpoBepeHo: Pardeep Kumar /Ono6peHo: Meneaxgp /

Maurya , [ PykoBoautens: Abhishek C]fauhan
Reprint Date: Reprint Date: Reprint Date:

Hara: 24.02.2025 Jara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Forrnulation Unit-6

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

A Dr. Reddy's Laboratories Ltd.
o
@

| Dr. Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6ykaun®, Ta61eTKH, HOKPLITHIE IIEHOUHO#H 060/104K0ii, 400 Mr + 325 Mr

Market/ PoiHoK :Russia / Poccus
Batch No / ) Batch Quantity / _~ 800000.0 tab /
Cepust Ne V250020 O6BeM cepuu " 800000.0 Tab
Analytical Report No/ - 040002813587 Date of Analysis / . 24.02.2025
AHaJuTHYecKHii oTueT No JlaTa ananiusa
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JlaTa mpon3BoacTBa TI'ogen no
Mfg. License No. / MA number: /

IlpousBoacTBeHHAST : MNB/05/263 il il : JIII-Ne(003654)-(PT-RU)

Homep PY

Jaunen3ns Ne

Analysis performed according ND: / Ananu3 npoBeaen mo HJ/I: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /

MukpoGuoJiorngeckas

yucToTa*

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1ee yucio He 6onee 1000 KOE/r
a’pobHbIX

MHKpPOOPTraHH3MOB

b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / Ob1uiee He 6onee 100 KOE/r

HHUCTIO JPOXOKEBBIX U
IUIECHEBBIX IPUOOB

¢) E. coli NA Shall be absent in lg / OrcyrcTBHe B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [IpoayKT cOOTBETCTBYET TpebGoBaHusaM HJT 3axiirouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/FExecutive

Ioarorosneno: Santosh Kumar | IIposepeno: Pardeep Kumar /Ono6peno: Menemkep/
Maurya (& [ PyxoBonutens: Abhis}f{ k Cha/.lhan

Reprint Date: Reprint Date: Reprint Date:
Hara: 24.02.2025 Jata: 24.02.2025 Harta: 24.02.2025

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

Viil. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei : +91 8166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 7 0f 10 / Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
poayxT: H6ykann®, TaGeTKH, IOKPHITHIE IIEHOYHOi 060510uK0ii, 400 Mr + 325 Mr

Analysis performed according ND

Market / PoiHOK :Russia / Poccus

Batch No/ _ Batch Quantity / . 800000.0 tab /

Cepus Ne V2500294 O6beM cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002813587 Date of Analysis / . 24022025

AnaauThyecKHii oTuer Ne Jarta ananuza

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

JaTa mpou3BoAcTBa T'open o

Mfg. License No. / MA number: /

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

JuueH3Ms Ne

: / Ananus npoBenen no H/: JIII-Ne(003654)-(PT-RU)-101123

10

Assay / KonnuecTBeHHOE
onpenejieHue

395.4 mg/395.4 mr

325.38 mg /325.38 Mr

360.0 to 440.0 mg of C3H 302 (ibuprofen) per
tablet /

Ot 360,0 mr 1o 440,0 mr C3H302 (uOynipodeH) B
TabneTke

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

Ot 292,5 Mr 1o 357,5 mr CsHoNO, (mapaueramon)
B TabneTke

11

Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / 1o 10 Tabnerox
B [IBX/Al 6aucrep. 1o 1 6auctepy
B MNadkKy KapTOHHYKD BMeECTe C
MHCTPYKLHEH 110 NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabsietok B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
ONMMCTEpOB B MauyKy KapTOHHYIO BMECTE C
HUHCTPYKLHMEH 110 TPUMEHEHHIO.

12 | Labeling / MapkupoBka | According to ND. / B cootBerctaun ¢ HJL
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepatype He BhIle 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rOAHOCTH

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

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cootBeTcTBYET TpeboBaHusaM HJL

Opinion : APPROVED
3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Managdr/Executive

HoarorosaeHo: Santosh Kumar | ITposepeHo: Pardeep Kumar /Omo6peno: Menexgp /

Maurya f PykoBoauTtens: Abhishek Cfxauhan
= —— |': y

Reprint Date: Reprint Date: Reprint Date:

Jara: 24.02.2025 Harta: 24.02.2025 Jata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




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

Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A
Page 8 of 10/ Cp. 8 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: H6ykaun®, Ta6eTKH, NOKPHITHIE ILIEHOYHON 060/104K0ii, 400 Mr + 325 mr
Market / PeIHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
| Cepust Ne + V2500294 O0nem cepuu " 800000.0 Tab
Analytical Rep0ft No/ - 040002813587 Date of Analysis / . 24.02.2025
AnanuTH4deckHii oTyeT No JlaTa anayinsa
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
JlaTa mpou3BoACTBA T'onen 10
Mfg. License No. / MA number: /
IpouzroacTBeHHAs : MNB/05/263 ) : JITII-Ne(003654)-(PI'-RU)
Homep PY
JuueH3HA Ne
Analysis performed according ND: / Anain3 nposegen no HJ: JIII-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.

[Tpumeyanne: CCBUIKK B HOPMATHBHOM HOKYMEHTaLUH puBejeHbl Ha I'® PO XIV.

* [TpoBOIWTCS MPOM3BOANTENEM NPH BHINYCKE NEPHOIUYECKHU: AN Kaxa0i 20-0l cepuy uiM He MeHee 1 pasa B
roj. ITokasaTens MOXeT ObITh HE BKITIOUEH B CepTU(UKAT aHanu3a GUpMBL.

API name / HaumenoBanne ADC: Ibuprofen / U6ynpoden Paracetamol / ITapaiietamon

Paracetamol / [Tapanieramon

INN / MHH: Ibuprofen / U6ynpoden

API manufacturer batch number /

Homep cepun npousBoauTeas ADC: 120281250539

4285/24-25, 4286/24-25

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIIHH IPOH3BOANTESA
rJid:

FEQA00079 FERA00439, FER A00440

IOL Chemicals and
Pharmaceuticals Limited, India /
HNOJI KeMukaic 307,

Sri Krishna Pharmaceuticals

API Manufactured by & country / Limited, India / lllpu Kpuiuna

IIpouzpogurens ADC, cTpaHa:

®dapmackiorukainc JIuMuTen,
Hunus

®apmackrotukanc Jlumuren,
Hnpus

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosaeno: Santosh Kumar [TpoBepeHo: Pardeep Kumar /Ono6peHo: Menenskep /

Maurya < PykoBoaurens: Abhfishek Chauhan
Reprint Date: Reprint Date: Reprint Date: ‘

Harta: 24.02.2025 Jata: 24.02.2025 Hata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




| ‘. o Dr. Reddy's Laboratories Ltd.
9 @ ) K
Forrulation Unit-6
Dr. Reddy S ® Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 9 of 10/ Cp. 9 uz 10

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

Mpoaykr: M6ykiun®, Ta6eTKH, IOKPBITHIE IIEHOYHOH 060s10uK0ii, 400 Mr + 325 M
Market / PoiHoK :Russia / Poccus
Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne + V2500294 O6bem cepun " 800000.0 Tab
Analytical Repo:-t No/ - 040002813587 Date of Analysis / . 24.02.2025
AHAJIHTHYECKHI oTueT Nt Jara ananusa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JaTa nmpou3BoACTBA I'onen no
Mfg. License No. / MA number: /
IIpon3BoacTBEHHAS . : MNB/05/263 : : 1 JITI-Ne(003654)-(PT'-RU).

Homep PY

JHIEH3Hs Ne - -
Analysis performed according ND: / Ananns nposeaen no HJ: JIIT-Ne(003654)-(PI'-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, Baddji, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHHe, agpec, JHUEH3US JJIs H-p Pennu’c Jlabopatopuc JIta., Unaus, IIpon3zBoacTBEHHOE
IIpoussoacTBenHas niaomaaka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poya, bagau, Juctpukt
KOHTDOJs1 kayecTBa / Ilomanka BeImycKa Conan, X.I1., 173205, Unaus (munensus 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».

3axiouenue 0 cooTBeTcTBHM: «HacTosAmMM s MOATBEPXKAAIO, YTO MpHUBEAEHHAs BbIlle HHPOpMALMA ABJISAETCS
JIOCTOBEPHOH M TOYHOH. DTa cepus MPOAYKLUUH MpoU3BelecHa (BKIIOYas YNaKoOBKY (MapKHpOBKY) M KOHTPOJb
KayecTBa) HAa BBIIIEYKA3aHHOW TPOW3BOJACTBEHHON IUIomajke (MIOMmangKax) B [OJHOM COOTBETCTBHHM C
TpeboBanusamu [IpaBun Hajpiexaineit Npou3BOJACTBEHHON NMpakTHKU EBpasuiickoro sxoHoMuyeckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u Tpe6OBaHUAMH KOHTPOJIA Ka4YECTBA JIEKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayKT cooTBeTCTBYET TpeboBanusaM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoBneno: Santosh Kumar | Ilposepeno: Pardeep Kumar /OnobpeHo: MeHeﬂH{ji / {
Maurya @’_ Q.L/- PykoBonurens: Abhishek Cha%an

Reprint Date: Reprint Date: Reprint Date:
JHarta: 24.02.2025 Jarta: 24.02.2025 Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Page 10 of 10/ CTp. 10 u3 10

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

Mponykr: H6ykaun®, Ta6ieTku, NOKpLITHIE IJIEHOUHOIH 0601049K0ii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepus Ne V2500294 Oobem cepun " 800000.0 Tabd

Analytical Repo:‘t No / - 040002813587 Date of Analysis / - 24.02.2025
AHajnTHYecKHil oT4yeT No JaTta ananiusa

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

JlaTa mpou3BOACTBA Y'onen no

Mfg. License No. / .

TIpoM3BOACTBEHHAS - MNB/05/263 pil L © JII-Ne(003654)-(PT-RU)

Homep PY

_uunensus Ne

Analysis performed according ND: / Ananu3z nposeaen no HJI: JII-Ne(003654)-(PT-RU)-101123

a TaKke B COOTBETCTBUM CO creUU(PpUKALMAMU, COAEPXKAIUMHUCS B PETUCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEPA.
3anucH 1o NpoOM3BOCTBY, YIIAKOBKE U aHANIU3Y MPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBUE TpeboBaHUsM [paBun
HaJlJIeKallel Mpou3BOACTBEHHOMN NpakTHKU EBpa3uiickoro 3KOHOMUUYECKOTO COK3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuannue: [pomgykT cooTBeTCTBYET TpeboBanusaM HJI 3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive

TToaroroBneHo: Santosh Kumar [IpoBepeHo: Pardeep Kumar /Ono6peHo: Menc;wf /

Maurya f Pykosoautens: Abhishek __(Z.(hauhan
d Ca——= e |

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.02.2025 Hata: 24.02.2025 Hara: 24.02.2025
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