Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories [td.
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
CEPTUPUKAT AHAJIN3IA

Page 1 0f 10/ Crp. 1 u3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoayxr: M6ykaun®, TabaeTkn, NOKPHITHIE ILIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PbiHox .Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne s VoL O6bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002808199 Date of Analysis / - 12.02.2025
AHaJHTHYECKHUIT oTueT No Jarta aHaym3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa npon3BoacTBa Fomxen 0
Mfg. License No. / MA number: /
IIpousBoACcTBeHHAS : MNB/05/263 Iomep PY . JIII-Ne(003654)-(PT-RU)

JuneH3us Ne

| Analysis performed according ND: / Ananu3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

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

the cross-section. / Tabnerku

Ha TOMEPEYHOM pazpese — sIpo
0eJoro 1BETA.

KaICcyJIOBHIHOU (HOPMBI, NOKPBIThIE
MJIEHOYHOM 000J104KO0#i OpaHKeBOro
L{BETa, C PUCKOH Ha OJJHOM CTOPOHE;

cross-section. / TabneTku KancyJoBUIHON
(hopMbI, NOKPEITHIE TEHOYHOH 0005104KOH
OpaH>XEBOIo L[BETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha TIOTIEPEYHOM pazpese — Apo 6enoro uim
MOYTH OENOro 1IBETA.

Remarks : The Product canfarms to NDY/
Ilpumeuanue: [TpoaykTt coorBeTcTBYeT TpeoBaHusaM HJI

QOpinion : APPROVED
Bariwaenne: OJOBI'EIIO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneHo: Sarita ITposepeno: Santosh Kumar /Onobpeno: Menenxep /
ZQ/' Maurya h PyxoBoauTels: Anﬁg Kumar
. L g
Reprint Date: Reprint Date: Reprint Datd
Jlara: 12.02.2025 Hara: 12.02.2025 Hara: 12.02.2025

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: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q,‘:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 2 of 10/ Crp. 2 u3 10

'P_roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayxr: Uoykanu", Ta0/ieTkn, NOKPLIThIE NUIEHOYHOH 000/104K0ii, 400 Mr + 325 mMr

Market / PoiHOK :Russia / Poccnsg

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

Cepus Ne Ao O6nem cepuu " 800000.0 Tab

Analytical Repo:‘t No / - 040002808199 Date of Analysis / . 12.02.2025

AHajquTH4eckuii oTuer Ne Jata aHa/M3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTta npou3BoacTBa T'onen o

Mfg. License No. / MA number: /

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

Juuensus No

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

2 |Identification /
IMognHHOCTH

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 ynepxuBaHHs OCHOBHBIX TIHKOB Ha
XpoMAaTorpaMMe HCIBITYEMOTO PacTBOpa A0JIKHBI
COOTBETCTBOBATL BpEMEHaM yJep>KUBaHHUs TTHKOB
Ha XpomarorpaMMme pacTBOpa CTaHJapTHBIX
obpasior ubynpodeHa U napaneramona (pazaen
«KonnyecTBeHHOE onpeneneHne»)

3 |Average tablets weight / 972.2 mg/972.2 Mmr

CpenHsisi Macca TabJIETOK

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

Or 940,9 MT Jo
(970,0 Mr 3,0 %)

999,1 MT

4 |Disintegration / 11 min 26 sec/ 11 mMuH 26 cek

PacnmagaeMocThb

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3axmoucuuce: OJJIOBPEHO

Prepared by / Checked by /

IToarorosneno: Sarita p

Maurya

ITpoBepeHo: Santosh Kumar

B

Approved by: Manager/Executive
/Onobpeno: Menemxkep /
Pykoromutens: mn‘i_t/Kumar

=

Reprint Date:
Harta: 12.02.2025

Reprint Date:
Jara: 12.02.2025

Reprint Date:
Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykaun®, TabiieTKH, HOKPBITHIE IIEHOYHOI 060,104K0#, 400 Mr + 325 Mr

| Market / PoIHOK :Russia / Poccust
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne FNESCOIE O0bem cepun " 800000.0 Tab
Analytical Repovrt No/ . 040002808199 Date of Analysis / - 12.02.2025
AHaJIuTHYECKHHA oTdeT Ne JMara anajusza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JlaTa npoH3BOACTBA T'onen no
Mfg. License No. / MA number: /
IIpouseoacTBeHHast : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)

Homep PY

Junensus No

_Analysis performed according ND: / Anasnn3 nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

S |Dissolution /
PacTBOpenne

99% to 101 %

99 % to 102 %

Not less than 70% (Q) of Ci3Hi302 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His0, (ubynpoden) uepes
30 MuH

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

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

Remarks : The Product conforms to ND/
Hpumeyanue: [Ipoaykt cootBercTByeT Tpebopanusm HJL

Opinion : APPROVED
3akmouenune: OJOGPEHO

Prepared by /
[MToarorosneHo: Sarita

2~

Checked by /

Maurya

[Tposepeno: Santosh Kumar /Ono6peno: Menemxep /

Approved by: Manager/Executive

PykoBoautens: Am\_iL Kumar

Reprint Date:
Jara: 12.02.2025

Reprint Date:
Jara: 12.02.2025

Reprint Date!
Hara: 12.02.2025

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




Dr.Reddy’s Q;‘

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 4 of 10/ CTp. 4 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: M6ykaun®, TabaeTKn, NOKPHITHIE UIEHOYHOIi 060.1049K0i, 400 Mr + 325 mr

Market / Poinox :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne # V2500149 O0neM cepuH * 800000.0 Tab

Analytical Repoz‘t No/ - 040002808199 Date of Analysis / . 12.02.2025

AHaJMTHYEeCKHi oTdeT Ne JlaTa aHanu3a

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

JlaTa mpou3BoncTBa T'onen no

Mfg. License No. / MA number: /

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

nuneH3us Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIH-N9(0036_54)-(PF-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncTBeHHbIE MPpUMeECH than 0.005% /
Method 1 / Meton 1 4-amuHodeHon (mpuMmech mapaneTamosa) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
JIrobas equHuuHas npuMech (UOynpodeHa HIH
naparneramosna) He 6onee 0,3 %
) Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceil (Merox 1 + Meron
2) He Gonee 0,7 %
7 |Water / Boaa 1.4 % Not more than 5.0% /
He 6oi1ee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanue: Ilpoaykt coorBeTcTBYET TpebGoBanusam HJI

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by /
IMogroroeneHo: Sarita

&~

Checked by /

IIposepeno: Santosh Kumar
Maurya (4

—_—

Approved by: Manager/Executive
/OpmobpeHo: MeHnemxep /
PyxoBoautens: Amit Kumar

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Hata: 12.02.2025

Reprint Date: !
Hara: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

wwvy.drreddys.com




Dr.Reddy’s €%¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 5 of 10/ Crp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykaun®, Ta6neTKn, NOKPHIThIE IJIEHOYHOI 060104K0ii, 400 Mr + 325 mr

Market / Ppinok :Russia / Poccusd

Batch No / ] Batch Quantity / . 800000.0 tab /

Cepusi Ne § V2500149 O6nem cepuH " 800000.0 Tab

Analytical Repovrt No/ - 040002808199 Date of Analysis / . 12.02.2025

AHanuTH4yeckHii oTyer No HMaTta ananusa

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa npou3BOACTBA Tonex oo

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHAs : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep 'Y

Jned3us Ne

Analysis performed according ND: / AHaan3 mpoBeeH 1o H,H JII-Ne(003654)-( PF—’RL‘)-IOIIH

8 |Uniformity of dosage
units /
| OmHOPOAHOCTD
|mo3upoBaHus
- ibuprofen / u6ynpoden

- paracetamol /
napaneTamMon

0.7

0.7

Acceptance value (AV) should be not more than
15.0 / TTokazatens mpremieMocTd (AV) foxkeH
OBITE He Oouiee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazatens npuemaeMoctd (AV) 1OJKeH
6biThH He H6onee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboanusaM H/I

QOpinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 12.02.2025

Hara: 12.02.2025

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Sari [Ipoeepeno: Santosh Kumar /Ono6peno: Menemxep /
@ Maurya (R PykoBoautens;, Amit Elmar
S i
Reprint Date: Reprint Date: Reprint Date: '

Hara: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 4C 4900 2999, Ernail: mail@drreddys.com

CIN: L85195AP1984pP

LC004507

www.drreddvs.com
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Dr.Reddy’s ‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 6 of 10 / Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykaun®, TabaeTkH, NOKPBITHIE MIIEHOYHO} 060J104K0i, 400 M + 325 Mr

aunenzus Ne

Market / PoiHOK :Russia / Poccus
Batch No/ . Batch Quantity / ~ 800000.0 tab /
Cepus Ne i ES0RED Oo6beM cepun " 800000.0 Tab
Analytical Report No/ - 040002808199 Date of Analysis / - 12.02.2025
AHaJUTHYECKHH oTUeT Ne JlaTa aHau3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
| laTa nponsBoacTBa I'oneH xo
Mfg. License No. / MA number: /
IIpoussoacTBeHHas : MNB/05/263 Homep PY . JIII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anaan3 nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpobuosornueckas
yneroTa*

a) Total aerobic microbial
count / Ob1iee Yucno
a’poOHBIX
MHUKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / O61uee
YHCJI0 JPOXOKEBBIX U
ILIECHEBBIX IpubOB

c) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He G6onee 1000 KOE/r

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

Shall
1r

be absent in lg / OtcyrctBHe B

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cootBercTBYeT TpeboBanuam HJL

Opinion : APPROVED
3akmouenne: OJUbPEHO

Prepared by /
IMonrorosieHo: Sarita

Checked by /

Maurya

[TpoBepeHo: Santosljj{umar
/

Approved by: Manager/Executive

/Opobpeno: Menemxep /

PyxoBpoautens: AmiE/Kumar
_._-“_:__,.-—"‘

Reprint Date:
Hata: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tej: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507
wwvy.drreddys.com




Dr.Reddy’s ‘f’:‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Page 7 of 10/ Crp. 7 u3 10

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

Mpoaykt: MGykann®, TaaeTKkH, NIOKPHITEIE MUIEHOUHOI 060/104K0H, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccns

Batch No / . Batch Quantity / _800000.0 tab /

Cepusi Ne VO OG6bem cepuu " 800000.0 Tab

Analytical Repog‘t No/ - 040002808199 Date of Analysis / . 12.02.2025

AHanuTHYecKUH oTueT No JlaTta anasusa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa npou3BoJcTBa T'onen no

Mfg. License No. / MA number: /

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

JnuneH3usg Ne

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

10 |Assay / KoanuecTBennoe
onpejaeneHue
397.2 mg/397.2 Mmr

323.57 mg /323.57 mr

360.0 to 440.0 mg of C13H30: (ibuprofen) per
tablet /

Ot 360,0 Mr m0 440,0 mr C13Hi150:2 (nGynpoden) B
tabaeTke

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

Ot1292,5 mr o 357,5 mr CsHyNO; (mapaueramon)
B TabJIeTKe

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnetox
B [IBX/Al 6nuctep. 1o 1 6aucrepy
B MayKy KapTOHHYIO BMECTE C
WHCTPYKUHEH 10 NPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnetok B IIBX/Al 6nuctep. Ilo 1, 2 uim 20
OnMcTepoB B MayKy KapTOHHYO BMECTE C
UHCTPYKLMEH 110 TPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBercTBuu ¢ HI.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ilpu Temnepatype He Bbile 25 °C.

14 | Shelf life / Cpox 5 years / 5 ner
FOXHOCTH

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

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponykr coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3aknawuenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Sarita IIpoBepeno: Santosh Kumar /Ono6peno: Menemxep /
g/' Maurya L PykoBoauTeh: Antl_it Kumar
N N e
Reprint Date: Reprint Date: Reprint Datet
Hara: 12.02.2025 Hara: 12.02.2025 Jara: 12.02.2025

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: maii@drreddys.com
CIN: L85195AP1984PLCD04507

www.drreddys.com




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A

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

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

Page 8 of 10/ Cp. 8 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoxyxr: H6yxnun®, TabneTku, MOKPHITHIE MIEHOIHOH 060X04K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab/

Cepus Ne L O6nem cepuu " 800000.0 Tab

Analytical Rep0ft No/ - 040002808199 Date of Analysis / - 12.02.2025

AnajuTH4deckuii oTyeT Ne Jarta ananu3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa npou3BoaCcTBA I'open xo

Mfg. License No. / MA number: /

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

JueH3Hs Ne

Analysis performed according ND: / AHa/IH3 IpOBeA€eH N0 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.
Ipumeuanye: CchlIKH B HOPMATHBHON JOKyMeHTaluu npuseneHsl Ha 'O PO XIV.

* [IpOBOAMTCA NPOU3BOAMTENEM IPU BBITYCKE MEPUOANHECKH: s Kaxaok 20-o#f cepun unu He MeHee 1 pasa B
roz. ITokasaTesb MOXeT OBITh HE BKITIOUEH B cepTU(UKAT aHau3a QUPMBEIL.

API name / HaumenoBanue A®C: Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / PIBM240210 0545/24-25

Homep cepuu npousBoguTea ADC:

FP Manufacturer API Batch number /

Homep cepuu cybcTaHIHM MPOH3BOAHTE/IA FERAOQ0681 FERAOQ0533

TJ1D:

API Manufactured by & country /
Ipoussoautenar APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apmMa Caiiencus Jlumures,
Wunus

Sri Krishna Pharmaceuticals
Limited, India / lpu Kpuiina
dapmackrotukainc Jlumuren,
Wnnaus

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoaykT coorBercTBYET TpeboBaHusAM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Sarita [Tpoeepeno: Santosh Kumar /Ono6peno: Menemxep /
Maurya PykoBoautens; Amit LIS,}mar
=
Reprint Date: Reprint Date: Reprint Date: V
Hara: 12.02.2025 Iara; 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: £85195AP1984PLC004507
www.drreddys.com




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

=]
DI’. Reddy’s q:‘ Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIN3A
Page 9 of 10 / Ctp. 9 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykanu®, Ta6aeTKH, NOKPBITHIE IJIEHOYHOH 060,104K0#, 400 Mr + 325 Mr
Market / Pbinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusi Ne E VESODERD Oo0bem cepun * 800000.0 Tab
Analytical Repo:-t No/ - 040002808199 Date of Analysis / - 12.02.2025
AHaJHTHYECKHIi oTueT Neo JlaTa aHaiu3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JlaTa npou3BoJCTBa I'onen no
Mfg. License No. / MA number: /
IIponsBoacTBeHHast : MNB/05/263 ) . JIH-Ne(003654)-(PT'-RU)
Homep PY
_Jinuensus Ne
Analysis performed according ND: / Anaan3 nposeaen mo HJI: JIII-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) /

HaumeHoBaHHe, aapec, JTHUEH3HA JJIA I-p Pennw’c Jlaboparopuc JItn., UHaus, ITponsBoacTBeHHOE
IIpou3sBoacTBeHHas niomaaka / Ilnomanka nozapasaenenue-6, Buni. Kxons, Hanarapx Poyn, bamau, JIucTpukT
KOHTpoJsa KauecTra / Ilnomaaka Beimycka Conan, X.I1., 173205, Unaus (nmuuenzus 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».

3akiiroueHue 0 cooTBeTcTBHM: «HacTosimum s NOATBEpXkAalo, YTO NMpPUBEJCHHAsA Bbllle WHQOpMALIUA SABIAETCS
JIOCTOBEPHOM M TOYHOM. DTa cepus NPOAYKLMH IMPOU3BElCHA (BKIIOYAs YMaKOBKY (MapKMPOBKY) M KOHTpPOIb
KAyecTBa) Ha BBINIEYKa3aHHON MNpPOM3BOACTBEHHON I[UIomaake (MUIOLMAAKax) B IIOJHOM COOTBETCTBUU C
TpeGoBanusamu [IpaBun Hajiexaiueil NpoU3BOJICTBEHHOMH MpakTHkH EBpasuiickoro skoHommueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u Tpeb0BaHUAMU KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEICTR,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Tpoaykr coorBercTByeT Tpebosanusm HJT Sakiwouenue: OJQUBIEHU
Prepared by / Checked by / Approved by: Manager/Executive
[loarorosneno: Sarita [TpoBepeHo: Santosh Kumar /Onpo6peno: Menemxkep /

Maurya PykoBonurens; Anﬁ@mar

R

Reprint Date: Reprint Date: Reprint Date:
Hara: 12.02.2025 Jara: 12.02.2025 Harta: 12.02.2025

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maili@drreadys.com
CIN: L8E195AP1984PLC004507
www.crreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponyxr: H6ykaun®, Ta61eTKH, NOKPBITHIE IJICHOYHOI 060,104K0#, 400 Mr + 325 Mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne § VESODEED OoBeM cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002808199 Date of Analysis / - 12.02.2025

AHanxuTHYeCKHH oTueT No JlaTa aHau3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

Jata npousBoacTsa I'onen no

Mfg. License No. / MA number: /

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

Junen3nst Ne -

Analysis performed according ND: / Anaan3s nposeses no HJI: JITI-Ne(003654)-(PT'-RU)-101123

a TaKKe B COOTBETCTBHM CO CIelMUKALUAMHE, COAEPKAIUMHCA B PETUCTPALIMOHHOM JI0ChE CTPaHbI-UMIIOpTEpa.
3anucH 1o NPoU3BOCTBY, YITAKOBKE M aHANIM3Y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuAM [paBun
Halnexamel Npon3BoICTBEHHOH npakTuky EBpasuiickoro 3XOHOMHYECKOTO €032y,

Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanue: [Ipoaykt cootBercTBYET TpeGoBanuam HIT 3akmouenune: OAUBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroToBneno: Sarita [TpoBepeHo: Santosh Kumar /OnobpeHo: Menemxep /

ﬁ / Maurya @‘ PykoBoguTesin: Amit Kumar
Reprint Date: Reprint Date: Reprint Dat¥:
Hara: 12.02.2025 Hara: 12.02.2025 Hara: 12.02.2025

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: L85195AP1984PLCD04507
www.drreddys.com




