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

CEPTUDUKAT AHAJIM3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykt: M6ykann®, Ta6eTKH, NOKpPBITLIE IJIEHOUHOI 060.104K0#, 400 Mr + 325 mr

| Market / PoIHOK

:Russia / Poccusg

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne $ V2500520 O6neM cepHH * 800000.0 Tab6

funalyGeatRepogt So - 040002873378 Date of Analysis /. 59 3 9925

AnanuTHYecKHif oTueT No Jata anajnsza

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JaTa npou3BOACTBa TI'open g0

Mfg. License No. / MA number: /

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

Jiunensus Ne

Analysis performed according ND: / Anaan3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test/ Hon_casaTem,

Results/ PesyabTaTsl

Specification /_Hopma

Appearance /

Orange film-coated, capsule-shaped,

Orange film-coated, capsule-shaped, one-side

1 |Onucanue

one-side scored tablets; white core at
the cross-section. / Tabnetkun
KarcyJIOBUHOHN (hOPMBI, TIOKPHITHIE
IUICHOYHOM 000JI04KOH OpaHXeBOro
[{BETA, C PUCKOH Ha OJHOHN CTOPOHE;

scored tablets; white or off-white core at the
cross-section. / TabneTku kancyaoBUaHOM
(G OopMbI, MOKPHITHIE TIIEHOYHOH 000104KO0iH

OpaHXXEBOTO LIBETA, C PUCKON Ha OJHON CTOPOHE;

Ha MONEepEYHOM pa3pese — AApo 6enoro unu

Ha MOMEPEYHOM pa3pese — apo
6eJoro 1BeTa.

[IouUTH OeJioro LiBETA.

Remarks : The Product conforms to ND/
IIpumeuanue: [TponykT cooTBercTBYyeT TpeGoBanusm HJJ

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IToarororneno: Ramakant

Qs

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono06peno: Menemxep /
Pykosoawtens: Pavan Kumar Sharma

o —
—

Reprint Date:
Hara: 29.03.2025

P -
Reprint Date:
Hara: 29.03.2025

Reprint Date:
Hata: 29.03.2025

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

CIN: L8S5195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe . .
? [ ] Formulation Unit-6
Dr' Red dy s ‘.. Vill. Khol, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Moykann®, TabaeTku, NOKPLITHIE NVIEHOYHOH 060101K0i, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepns Ne V2500520 O0beM cepun ' 800000.0 Tab

Analytical Repo:’t No/ - 040002873378 Date of Analysis / . 99.03.2025
éﬂanu"mqecmm oTueT Ne JlaTa aHaau3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030

JaTa npou3BoaCTBA T'onen a0

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ’ ;. JITI-Ne(003654)-(PT-RU)

Homep PY
JuneH3ns Ne

Analysis performed according ND: / Anann3s nposegen no HJ: JIII-Ne(003654)-(PT'-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IMoaauuHOCTH 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 ynep)KMBaHHMS OCHOBHBIX IIMKOB Ha
XPOMATOrpaMMe HCIIBITYEMOIO PACTBOPA JOJKHEI
COOTBETCTBOBATh BpEMEHaM YACPKUBAHUA [TUKOB
Ha XpOMaTorpamMme pacTBOpa CTaHJAPTHBIX
o0pasioB ubynpodena u mapaneramosa (paszaen
«KonnyecTBEHHOE OTIPEAEICHUEY)

3 |Average tablets weight / 971.0 mg/971.0 mMr 940.9 mg to 999.1 mg
Cpennsis macca TabjeToK (970.0 mg + 3.0 %) /
Or 940,9 MT o 999,1 MT
(970,0 mr =+ 3,0 %)
4 |Disintcgration / 08 min 17 sec / 08 mun 17 cek | Not more than 30 min /
Pacnanaemocts He 6onee 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootBercTBYeT TpeboBaHUAM HJT 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneHo: Ramakan’i_\ ITposepeno: Pardeep Kumar | /OmobpeHo: MeHemkep /
' ' PykoBoautens: Pavan/Kumar Sharma
o y e s )
" O)L-:f -l"___.____ =
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.03.2025 Hata: 29.03.2025 Hara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +971 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.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
CEPTU®UKAT AHAJIM3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
poaykr: M6ykaun®, Ta6neTKH, NOKPLITHIE IIEHOUHOMH 060/104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2500520 O6beM cepHH " 800000.0 Tab

Analytical Repo:'t No/ . 040002873378 Date of Analysis / . 29.03.2025

AHaJdHTHYECKHH oTyeT Ne JlaTa aHaaH3a

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2030

JlaTa npoH3BOACTBA Toaen no

Mfg. License No. / MA number: /

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

JHuen3us Ne -

Analysis performed according ND: / Anaau3s nposexen no HJI: JITI-Na(003654)-(PT'-RU)-101123

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
PacrBopennue after 30 min/

] 99 % to 102 % He menee 70 % (Q) Ci3His02 (ubynpoden) uepes
[ 30 MuH

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

He menee 70 % (Q) CsHoNO; (mapauneramon)
yepe3 30 MUH

S |Dissolution /

97 % to 103 %

Remarks : The Product conforms to ND/

IIpumeuanue: [TpoaykT cootBercTBYyeT TpeboBanmusm HJI
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroBneno: Ramakant IIposepeno: Pardeep Kumar | /Omo6peno: Menemxep /

o@i,v.&&u/jﬂ f PykoBonutens: Pavan Kumar Sharma
— — B
<, | —

Opinion : APPROVED
3axmouenne: OJOBPEHO

Reprint Date:
Hara: 29.03.2025

Reprint Date:
Hata: 29.03.2025

Reprint Date:
Jara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC004507
www.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
CEPTU®HUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabJeTKH, NOKPBITHIE IeHOYHO# 0605104K0#, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus Ne V25003520 O6beM cepHH * 800000.0 Tab

Analytical Repovrt No/ . 040002873378 Date of Analysis / - 29.03.2025

AHaauTHdecknii oTyeT Ne JlaTa ana;iu3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030

JaTa npou3BoacTBa TI'ogen xo

Mfg. License No. / MA number: /

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

Junenzus Ne

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

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIe MpHMeCH than 0.005% /
Method 1 / Meton 1 4-amuHodeHon (mpuMmech MNapaleTraMmonia) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jrobas emuHuuHas npuMmech (uOynpodeHa unu
napateramona) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
sl than 0.7% / Cymma npumeceii (Meron 1+ Meron
2) ue 6osee 0,7 %
7 |Water / Boga 1.6 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuyanue: [Ipoaykt cooreTcTBYET Tpebosanuam HJT

Opinion : APPROVED
3axiawouenue: OJJOBPEHO

Prepared by /
IToarorosieno: Ramakant

Checked by /

{
—J

S

[TporepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoautens: Pavan/Kumar Sharma

e

Reprint Date:
Hata: 29.03.2025

Reprint Date:
Hara: 29.03.2025

Reprint Date:
Hata: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s Q,‘.’

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page S of 10/ Crp. 5 u3 10

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

Hponykt: M6ykaun®, Ta6/1eTKH, NOKPHITHIE MLIEHOYHOH 0060/10uK0#, 400 Mr + 325 Mr

Junensus Ne

Market / Peinok :Russia / Poccusg

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepusa Ne V2500520 O6bem cepun " 800000.0 Ta6

Analytical Report No/ - 040002873378 Date of Analysis / . 29.03.2025
AHaauTHYecKHi oTyeT No JlaTa anann3a

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030

JlaTa npon3BOACTBA I'onen g0

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananu3 nposesen no H/I: JIH—.N:lz(003654)-(PI‘-RU)-101123

8 |Uniformity of dosage
units /
OQHOpPOJHOCTH
JIO3UPOBAHUS 1.2
- ibuprofen / ubynpoden

- paracetamol / 1.2
napaneTamMmon

Acceptance value (AV) should be not more than
15.0 /Tokazarenp npuemneMocTd (AV) a0JDKkeH
ObITH He Ooiee 15,0

Acceptance value (AV) should be not more than
15.0 / Tlokasatens npuemiieMoctd (AV) 10JDKEH
651Th He 6onee 15,0

Remarks : The Product conforms to ND/
Ipumevanue: [Tpoaykr coorBeTcTBYET TpeboBanuam HJ

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by /

v A

[Toaroroeneno: Ramakant [Tposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykosoautenn: Pavan' Kumar Sharma

l e

Reprint Date: ' Reprint Date:
Hara: 29.03.2025 Iara: 29.03.2025

Reprint Date:
Hata: 29.03.2025

e

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29399, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.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

CEPTUDUKAT AHAJIN3A

Page 6 of 10 / Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6yknnn®, TabaeTKkn, NOKPHITHIE MJIEHOYHOM 060104K0#, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne V2500520 O6bem cepuu " 800000.0 Tab

Analytical Rep0ft No/ . 040002873378 Date of Analysis / . 99.03.2025

AHanuTH4ecKHii oTyeT Ne Jarta anayin3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030

JlaTa mpon3BOACTBA I'ogen go

Mfg. License No. / MA number: /

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

JuneHsus Ne

Analysis performed according ND

: / Anasu3s nposepen no HJ/T: JITI-No(003654)-(PI-RU)-101123

9 |Microbiological purity* /
MukpobunoJiorayeckas

yHeTOoTa™

Hpumeuanue: [Ipoaykrt coorserctByeT TpeboBanusam HJJ

3akmouenne: OAOBPEHO

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O61uee 4uciIo He 6onee 1000 KOE/r
a’poOHBIX
MUKPOOPraHU3MOB
b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / Obmiee He 6onee 100 KOE/r
YHCIIO APONOKEBEIX U
IJIECHEBBIX TpHOOB
c) E. coli NA Shall be absent in 1g / OtcyrciBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
IMoarorosneno: Ramakant

Qg

Checked by /

[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Opo6peHo: Menemxep /

o PR

PyxoBoautenb: Pavan Kumar Sharma

Reprint Date:
Hata: 29.03.2025

Reprint Date:
Hara: 29.03.2025

—_—

Reprint Date:
Jlata: 29.03.2025

Registered Office: 8-2-337, Road Nc. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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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
CEPTH®HKAT AHAJTH3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: H6ykiun®, TaGneTkn, NOKpLITHIE NIIeHOYHOH 060104K0i#, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne § V2500520 O0beM cepiin " 800000.0 Tab

Analytical Repoz‘t No/ . 040002873378 Date of Analysis / . 29.03.2025

AHanuTHYecKUi oTyeT No JlaTta ananuza

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JaTa mpoH3BoJCTBA T'ogen no

Mfg. License No. / MA number: /

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

Jaunen3ns Ne - ]

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

10 | Assay / KosimuecTBeHHOE
onpeneaeHne
|

397.6 mg/397.6 Mr

322.19 mg/322.19 mMr

360.0 to 440.0 mg of Ci;3H;30: (ibuprofen) per
tablet /

Ot 360,0 Mr 10 440,0 mr C13H 130, (ubynpoden) B
tabneTke

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

Ot292,5 mr 10 357,5 mr CsHoNO,, (mapauetramon)
B TabneTke

11 | Package / YnakoBka

|

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [1o 10 Tabnerok
B IIBX/Al 6muctep. o 1 6aucrepy

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
Tabnetox B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
OJMCTEpOB B TAykKy KapTOHHYIO BMECTE C

B [AauKy KapTOHHYIO BMECTE€ C |UHCTPYKIMEH 10 MPUMEHEHHIO.
HHCTPYKLHEH 110 TPUMEHEHHIO.
12 | Labeling / MapkupoBka |According to ND. /B cootBerctBud ¢ HI.
13 | Storage conditions / At temperature not more than 25 °C. /
__ | Xpanenue ITpu Temneparype He Boime 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/
Ipumeuanune: [IpoayKT cooTBeTcTBYET TpeboBanusm H/L

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneno: Ramakant

Checked by /

-

-

IMpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxkep /
Pykoogutens: Pavan Kumar Sharma

Reprint Date:
Hara: 29.03.2025

Reprint Date:
Jara: 29.03.2025

Reprint Date:
Hara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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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 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: H6ykaun®, Ta6lieTKu, NOKpHITHIE IIEHOUHOH 060/104K0#, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepus Ne i V2900520 O6nem cepuu ' 800000.0 Tab
Analytical Repovrt No/ - 040002873378 Date of Analysis / - 29.03.2025
| AHasjMTHYecKHH oT4deT Ne JaTta ananuza
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030
JlaTa npoM3BOACTBA T'ogen o
Mfg. License No. / MA number: /
IpoussoacTBeHHast : MNB/05/263 : . JITI-Ne(003654)-(PT-RU)
Homep PY
Jaunensus Ne

Analysis performed according ND: / Anann3 nposegen mo HJI: JITI-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: CChUIKNA B HOPMATHBHOM JOKYMEHTalMy NpyuBeaeHs! Ha '@ PO XIV.

* [IpoBOAMTCS TIPOM3BOJUTENEM MPH BBITYCKE EPUOAUYECKH: [T Kaxaoi 20-ol cepuu WM He MeHee 1 pa3a B
rozx. IlokazaTenb MOXeT ObITh He BKITFOUYEH B CEpTUGMKAT aHaIu3a GUPMBL.

API name / Hanmenosanne ADC:

Ibuprofen / U6ynpoden

Paracetamol / [Taparnietamon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /
Homep cepun npoussogureas ADC:

PIBM240221, PIBM240222

APAP/24081244

FP Manufacturer API Batch number /
Homep cepun cy6cTaHIMH NPOH3BOJHTE/ISA
T'JId:

FERA00741, FERA00742

FERA00704

APT Manufactured by & country/
IIpoussogutens ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa QkTiB
®dapma Caiiencus Jlumuren,
Wnpus

Granules India Limited, India/
' panynec Ungus Jlumuren, Haaus

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cootBercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

Checked by /
[porepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyxoBoautens: Pavaan'uma; Sharma

- =

i ——

Reprint Date:
Hara: 29.03.2025

Reprint Date:
Jarta: 29.03.2025

Reprint Date:
Hara: 29.03.2025

—

Registered Oftice: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com




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

Qe
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
CEPTUOUKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

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

Ipoaykr: H6ykaun®, TabaeTKH, HOKPbITHIE ILIEHOYHOI 060.104K0ii, 400 Mr + 325 mr

Market / PbIHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne V2500520 O0BeM cepun " 800000.0 Tab

Analytical Repog‘t No/ . 040002873378 Date of Analysis / . 99.03.2025

AHajuTHYeCKH oTyeT No JlaTa aHaaM3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JlaTa npou3BOACTBA T'ogen g0

Mifg. License No. / MA number: /

Ipon3BoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

JueH3ns Ne

Analysis performed according ND: / Anauu3 nposesen mo HJI: JITI-No(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, agpec, JHIEH3HS AJIs J-p Pennu’c Jlaboparopuc JIta., Uuaus, IIponssoacTeeHHOE
ITpousBoacTBeHHast niomanka / Ilmomanaka noxpaszenenue-6, Bunn. Kxons, Hanarapx Poyn, bammy, J{uctpuxr
 KOHTpoJsi KayecTBa / Ilomanka Bimycka Conan, X.I1., 173205, MUuausa (nuuenzus 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».

3ak/Il0YeHHEe O COOTBETCTBHM: «HacTodmuM 1 NOATBEPXK a0, YTO MPUBCACHHAA Bhille HHPOPMALMs SBJISETCA
JIOCTOBEPHOM M TOYHOM. DTa cepHs MPOAYKUMM MPOU3BEJCHa (BKIIOYAs YNAKOBKY (MapKHpPOBKY) M KOHTPOIIb
KAYecTRA) Ha BBINEYKA3aHHOM IPOM3BOINCTBEHHOM MIOWANKE (IUIOMafKaXx) B TONHOM COOTBETCTBHH C
Tpe6oBanuamu [lpapun Ha/uexamiell NPOU3BOACTBEHHON NpakTHKM EBpasuiickoro skoHoMHuueckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHtabps 2022) u TpeGOBaHUAMH KOHTPOJIS Ka4eCTBa JIEKApCTBEHHBIX CPECTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusm HJ| 3axmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotorneHo: Ramakant [IpoBepeHo: Pardeep Kumar /O no6peno: Menemxep /
' d’ - Pykosoautens: Pavan Kumar Sharma
LS s = =
Reprint Date: Reprint Date: Reprint Date:
Jara: 29.03.2025 Jlara: 29.03.2025 Jara: 29.03.2025 .

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 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
Mponyxt: M6ykiun®, TaGuieTkH, NOKPLIThIE LIEHOYHO# 060/104K0i, 400 mr + 325 Mr
Market / PBIHOK :Russia / Poccust
Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne V2500520 O6nem cepin " 800000.0 Tab6
Analytical RepOft No/ - 040002873378 Date of Analysis / . 29.03.2025
}Aﬂanuanecxnn oTuer Ne Hata anainza
Date qf Manufacture / - 03/2025 Date of Expiry / - 02/2030
Jlata npoH3BOACTBA T'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHas - MNB/05/263 ' . JIII-Ne(003654)-(PT'-RU)
Homep PY
JueH3us Ne -
Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-No(003654)-(PI'-RU)-101123

a TaKXKe B COOTBETCTBMM €O CrieLU(DUKALMIMY, COAEPKAIUMUCA B PETMCTPALIMOHHOM JI0ChE CTPaHBI-UMIIOpTEpa.
3arycy 1o MPOM3BOACTBY, YIIAKOBKE U aHANIU3Y IPOBEPEHbL, U YCTAHOBIIEHO UX COOTBETCTBHE TpeboBaHusM [1pasun
HajeKalei NpoM3BOACTBEHHOMN MpakTHKU EBpasuicKoro 3kOHOMHUYECKOTO COrO3a.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorsercTByeT TpeGoBanuam HJI 3akmoyenue: OJJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroTosneHo: Ramaka%t‘ ITposepeHo: Pardeep Kumar /Onmo6peno: Menemxkep /
( | PykoBoautens: PavamKumar Sharma
Tt -
Reprint Date: Reprint Date: Reprint Date: -
Hara: 29.03.2025 Jlara: 29.03.2025 Jara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
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