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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, {NDIA

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 1 of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykaun®, Ta6neTKn, NOKPHIThie IIEHOYHOH 060109K0ii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne e VAS00220 O0beM cepun " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002813759 Date of Analysis / . 24.02.2025

AHanaTu4eckHii oTyeT Ne JaTa aHayiu3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTa mpou3BOACTBA I'open oo

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anasin3 nposeaeH no HJI: JITII-Ne(003654)-(PT-RU)-101123

Ne |Test / IlokazaTenn

Results/ Pe3yabTaTsl

Specification / Hopma

Appearance /
1 |Onmucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyJoBUAHOM HOpPMBI, MOKPHITHIE
TUIEHOYHOH 0607104KOM OpaHXEBOIo
1L[BETA, C PUCKOH Ha OJJHO} CTOPOHE;
Ha TIOTIEpPEYHOM pa3pese — SIpo
OeJoro 1BeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky karcyaoBAIHON
(&OpMBI, MOKPBITHIE IIEHOYHOH 0060/104KO0#H
OpaHXXEBOTO LIBETa, C PUCKOH Ha OAHOH CTOPOHE;
Ha NOTIePEeYHOM pa3pese — Apo 0esIoro Wik
noutu 6enoro upera.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

IMoarorosnexo: Santosh Kumar

Checked by /

Approved by: Manager/Executive

[TpoBepeno: Pardeep Kumar /Onobpeno: Menexep /

Hata: 24.02.2025

Hara: 24.02.2025

Maurya \[ Pykosoautens: Pavan Kumar Sharma
o == Ne——
Reprint Date: Reprint Date: Reprint Date: =

JHara: 24.02.2025

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: maii@drreddys.com
CIN: L85195AP1984PLC004507

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, IiNDIiA
Tel : +91 98166 56001 82
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 2 of 10/ Crp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykaun®, Ta6neTKH, HOKPLITHIE IJIEHOYHOl 060.104K0ii, 400 Mr + 325 Mr

Market / Pbinok :Russia / Poccus
Batch No / ) Batch Quantity / ~800000.0 tab /
| Cepus Ne V2500295 Oo6bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002813759 Date of Analysis / © 94.02.2025
AHajHTHYeCKHIT oT4eT No JlaTa aHaau3a
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030
JlaTa npou3BOACTBA T'ogen mo ]
Mfg. License No. / MA number: /
IIpouzBogcTBeHHast - MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY
Jgunen3usa No

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

2 |Identification /
IlopipuHOCTH

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 yaepUBaHHsS OCHOBHBIX IHKOB Ha
XpOMAaTOrpaMMe UCTBITYEMOTO PacTBOpa AOJDKHBL
COOTBETCTBOBATL BPpEMeHaM yIepXXUBaHHUS MHKOB
Ha XpoMarorpaMMme pacTBopa CTaHIapTHBIX
o6pasiioB ubynpodeHa u napaueramosna (paszaen
«KonuuecTBEeHHOE onpeesCHUEY)

3 |Average tablets weight / 971.0 mg /971.0 Mmr 940.9 mg to 999.1 mg
Cpennss Mmacca TabJ1eTOK (970.0 mg £+ 3.0 %) /
Or 940,9 MI bi (o) 999.1 MT

(970,0 Mr £ 3,0 %)

4 |Disintegration /
PacnagaeMocTb

07 min 35 sec/ 07 MuH 35 cex

Not more than 30 min /
He 6onee 30 muH

Remarks : The Product conforms to ND/
IIpumeuanue: IIponykT cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
INMoarorosneno: Santosh Kumar
Maurya

Checked by /

o -

[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive

/Opobpeno: Menemkep /

Pykosoautens: Pavan Kumar Sharma
! gt

[ ——— i

e

Reprint Date:
Jlara: 24.02.2025

Reprint Date:
Jlarta: 24.02.2025

Reprint Date: =

Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Kno!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, HiNDiA

-1 WX 90’!f'fg,fﬁﬁ’lri.
8l . TJ4L JOLVU Scouv i v

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

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

Mpoaykr: M6ykaun®, Ta61eTKH, NOKPITHIE MJIEHOYHOI 060.104K0ii, 400 Mr + 325 Mr

Analysis performed according ND: / Anaau3 npoBejieH no H,ZI JIII-Ne(003654)-(PI'-RU)-101123

Market / PbiHOK :Russia / Poccust
Batch No / ) Batch Quantity / ~ 800000.0 tab/
Cepus Ne 3 V2500295 O6bem cepun " 800000.0 Tab ]
Analytical Report No / - 040002813759 Date of Analysis / . 4.02.2025
AHanuTHUYeCKHIi oTyeT Ne Jara ananusa
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
| laTa NpOH3BOACTBA T'open o
Mfg. License No. / MA ber: /
IIponsBoaCcTBeHHAs - MNB/05/263 number: . JITI-Ne(003654)-(PT-RU)
Homep PY
auneH3ust Ne -

5 |Dissolution /

PacrBopenue
96 % to 101 %

99 % to 100 %

after 30 min/
30 MuH

after 30 min /

yepe3 30 MUH

Not less than 70% (Q) of Ci3HigO2 (ibuprofen)
He menee 70 % (Q) Ci3HsO» (ubynpoden) depes
Not less than 70% (Q) of CzsHoNO; (paracetamol)

He menee 70 % (Q) CsHoNO: (mapaueramonn)

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr coorBeTcTBYeT TpeboBanuaM HJI

Opinion : APPROVED
3axnrouenne: OJIOBPEHO

Prepared by / Checked by /
IloarorosieHo: Santos_lEI{umar

Maurya I

[TposepeHo: Pardeep Kumar

— ! A—

/OnobpeHo: Menemxep /

e
=

e

Approved by: Manager/Executive

Pykosonutens: Pavan Kumar Sharma

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

=

Reprint Date:
Jara: 24.02.2025

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 2G5, INDIA
Tel ;=91 981566 568041-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 4 of 10/ CTp. 4 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxt: H6ykauu®, TabjaeTkH, NOKpHITHIE IIEHOYHOH 060.104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / ~ 800000.0 tab/

Cepust Ne + V2500295 O6bem cepun " 800000.0 Tab

Analytical Report No / - 040002813759 Date of Analysis / © 24.02.2025

AHaJIHTHYeCKHii oTdeT No JlaTa aHajauza

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa 0poH3BOACTBA I'onen no

Mfg. License No. / MA number: /

TIpou3Bo/ICTBeHHAs : MNB/05/263 A © JITI-Ne(003654)-(PT-RU)
Homep PY

Junen3nsa Ne -

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

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PojcTBeHHBbIE IpUMeECH than 0.005% /
Method 1/ Metopa 1 4-amuHobeHON (mMpuUMech MapaleTaMmolia) He
oonee 0,005 %
. Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.02% paracetamol) - not more than 0.3% /
Jiobas enqunMyHag npuMech (ubynpodena wim
napateramofa) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceii (Meton 1+ Metog
2) ne 6onee 0,7 %
7 |Water / Boga 1.4 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusaM HJL

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by /
IToarotroeneHo: Santosh Kumar
Maurya r'&

[N B

Checked by /

s

[Iposepeno: Pardeep Kumar

C:_.“‘J—— =

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykosoaurens: Pavan Kumar Sharma

—

. o
e

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

P

Reprint Dato:
Hata: 24.02.2025

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: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘}.‘

Dr. Reddy's Laborateries Ltd.
Eormulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Hilb an~a o CanNt_ N
Tei : +51 98166 506001-C4

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHU®UKAT AHAJIU3A

Page S of 10/ CTp. 5 u3 10

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

Hpoaykr: M6ykaun®, Tab/eTKH, TOKpPbITHIE IUIEH0UHON 0605104K0ii, 400 Mr + 325 mr

Market / PulHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus N § V2500295 O0bem cepuH " 800000.0 Tab

Analytical Repoyt No/ - 040002813759 Date of Analysis / . 24.02.2025
AHauTHYEeCKHI oTueT Ne Jata anauusa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

Jarta mpousBoacTBa T"oaen a0

Mfg. License No. / MA number: /

IlpousBoacTBeHRAsA . MNB/05/263 Howmep PY . JIII-Ne(003654)-(PT-RU)

auuenzus Ne

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

8 |Uniformity of dosage
units /

OnHOPOAHOCTD
JI03UPOBaHHS

- ibuprofen / ubynpocgen

1.4

- paracetamol / 1.4

napaucTamMmoll

Acceptance value (AV) should be not more than
15.0 / [Mokasarens npuemaemoctd (AV) nomkeH
OBITE He Oouee 15,0

Acceptance value (AV) should be not more than
15.0 / Iloka3arenb npueMiaeMocTH (AV) A0KEH
6b1Th He Honee 15,0

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykt cooTBeTcTRYET TpeboBanusm HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Santosh Kumar | [IposepeHo: Pardeep Kumar /Ono6peno: Menemxep /

Maurya , iy p PykoBoautens: Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date:

Hata: 24.02.2025 JHara: 24.02.2025 Hara: 24.02.2025

Registered Office: §-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indiz
Tel: +91 40 49500 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
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: +01 08166 55001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJHU3A

Page 6 of 10/ Cp. 6 uz 10

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

IpoaykT: U6ykaun®, Ta6aeTKH, MOKPHITHIE VIEHOYHOH 060104K0ii, 400 Mr + 325 mr
poay N p

Market / Poinok :Russia / Poceust

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusa No + V2500295 O0beM cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002813759 Date of Analysis / . 24.02.2025
AHAJTHTHYECKHIT oTueT Ne JlaTa anaju3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa npou3BoJCTBa I'ogen po

Mfg. License No. / MA number: /

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

aruen3usg Ne

Analysis performe_d according ND: / AHajIH3 npoBejien Mo H,[l: Jll'[-Ne((]O3654)—(PF-RU_}-101123

9 |Microbiological purity* /
MukpoGuonornyeckas
|qyucToTa*
|' a) Total aerobic microbial
[ count / Ob1ee yucno

aspobOHBIX

MU KPOOPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Obuiee
YHCIIO NPONOKEBBIX U
IJIECHEBBIX [PHOOB

¢) E. coli NA

Shall
1r

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

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

be absent in

lg / OrcyrcTBUE

B

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akawyenune: OJOBPEHO

Prepared by / Checked by /
[Togrorosneno: Santosh Kumar

[TpoeepeHo: Pardeep Kumar
Maurya ;3 -£

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

PykoBoaurens: Pavan Kumar Sharma

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

Reprint Date: =

Hata: 24.02.2025

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s @

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 981806 560601-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 7of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
TIpoayxr: H6yknnn®, TabaeTkn, HOKPLHITHIE ILIEHOYHOI 060/104K0H, 400 Mr + 325 mr

Analysis performed accordﬁg ND

Market / PeiHOK :Russia / Poccust

Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepusi Ne -+ V2500295 O6Bbem cepHu © 800000.0 Tab

Analytical Report No/ - 040002813759 Date of Analysis / - 94.02.2025

AHaganTuyeckHii oTuer Ne Jarta anaqu3a

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2030

JaTta npou3BocTsa I'ogen o

Mfg. License No. / MA number: /

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

JuieH3us Ne

: / Anaau3s nposegen no HJL: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonuyecTBeHHOE
onpejeenue

398.4 mg/398.4 Mmr

325.63 mg /325.63 mr

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

Ot 360,0 mr no 440,0 mr C13H 302 (ubynpoden) 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. / [To 10 Tabnetox
B [IBX/Al 6nucrep. [1o 1 6nmcrepy
B Mauyky KapTOHHYK) BMECTE C
HHCTPYKLKEH 1O TPHMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B [IBX/Al 6nuctep. ITo 1, 2 wm 20
ONMCTEPOB B TMAauky KAapTOHHYIO BMECTE C
WHCTPYKUMEH 0 IPUMEHEHHUIO.

12 | Labeling / MapkupoBka |According to ND. /B cootBetctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue Ipu Temnepatype He Bolure 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/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
[logrorosneHo: Santosh K__?;lar

Maurya
= ,—-""'d_

IIposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykosoauTens: PavanKumar Sharma

e
o
—

Reprint Date:

Jara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

-—

Reprint Date:
Harta: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratcries 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
CEPTHDPUKAT AHAJIM3A

Page 8 of 10 / Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6yknun®, TaGeTKH, NOKPHIThIE [LIEHO4HO 060,104K0ii, 400 Mr + 325 mr

Market/ PoiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne SV O6nem cepun " 800000.0 Tab

Analytical Repo:'t No/ - 040002813759 Date of Analysis / . 24.02.2025

AnajquTHYecKH# oTyeT Ne daTa aHaan3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

HMaTa mpousBoacTBa Togen 1o

Mfg. License No. / MA number: /

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

JueH3ng Ne ~

Analysis performed according ND: / Anaju3 DpoBeJeH mo ﬁIl JIII-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.

IIpumeuanue: CchUTKM B HOPMAaTHBHOM A0KyMeHTauuu npuseaeHsl Ha 'O PO XIV.

* TIpoBOAMTCS POU3BOAUTENEM NIPH BBITYCKe NEPHOANYECKHU: A Kaxao# 20-oi cepun WM He MeHee 1 pa3a B
roz. [TokaszaTenb MOKET ObITh HE BKIIOYEH B CepTU(HKAT aHAN3a GUPMBI.

API name / HanmenoBanne APC: Ibuprofen / UGynpoden Paracetamol / [Tapaneramon
| INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapanieramon

API manufacturer batch number / PIBM240216 APAP/24081243

Homep cepun npon3sogutens ADC:

FP Manufacturer API Batch number /

Homep cepuu cy0cTaHINMH NPOH3BOIHTE/IS FERA00730 FERA00703

I'Jd:

API Manufactured by & country /
Ilpouzogureabr ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTuB
®apma CaiieHcus Jlumuren,
Wbnus

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorseTcTByeT TpeboBaHusmM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[Moarorosneno: Santosh Kumar

Maurya P

[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Menepxep /
PykoBoautens: Pavah Kumar Sharma

i e

Reprint Date:
Hata: 24.02.2025

Reprint Date:
Hara: 24.02.2025

-

Reprint Date:
Hara: 24.02.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

C!N: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

‘. @

, °® Formulation Unit-6

Dr' Reddy s o Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +51 58166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 9 of 10 / Ctp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6ykanu®, TabaeTkHd, NOKPLITHIE ILIEHOYHOH 060.104K0i, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusi Ne HESNEES O6nem cepuu " 800000.0 Tab
Analytical Repoz‘t No / . 040002813759 Date of Analysis / . 94.02.2025
AHannTHyecKHi oTyeT Nt Jata anaanza
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
Jlara mpou3BoacTBa Fogen mo
Mfg. License No. / .
TpousBoacTBenHas . MNB/05/263 MA numbers,/ . JITI-Ne(003654)—(PT-RU)
Homep PY
| THneH3usA Ne - ]
Analysis performed according ND: / Ananu3 nposeges no HJI: JITI-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, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumenoBanue, aapec, JHUCH3HA I I-p Penan’c Jlaboparopuc JIta., Unaus, [IpoussoncTBeHHOE
IIpon3eoacTBeHHas nmiaomaaka / Ilnomanka nozapasjenenue-6, Bunn. Kxons, Hanarapx Poyn, banau, JIucTpukT
KOHTpOJIA KadecTBa / Ilyomaaka BelnycKa Comnan, X.I1., 173205, Uunusa (mmuensus 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».

3aki04eHHe 0 COOTBETCTBHH: «HacTosuuM s MOATBEpXkKalo, YTO NMPUBEACHHAS BbIIE HHPOPMALMA ABISAETCS
JOCTOBEPHOM M TOYHOM. DTa cepHs NPOAYKLHH MpPOU3Be/ieHa (BKIIOYas YNAaKOBKY (MapKMpPOBKY) M KOHTpOJb
KauecTBa) Ha BBIIEYKA3aHHONH MPOM3BOACTBEHHON mowmaAke (MUIOIAAKaX) B IOJHOM COOTBETCTBHH C
TpeGoBanusmu [paBui Hajsexaluel MPOU3BOACTBEHHON NpakTHkU EBpasuiickoro s3koHomugeckoro cowosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u Tpeb0BaHUAMH KOHTPOJIS KaY€CTBA JIEKAPCTBEHHBIX CPE/ICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusam HJT 3axmrouenue: OTOBPEHO

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

[Toproroeneno: Santosh Kumar | [Tposepeno: Pardeep Kumar | /Omo6peno: Menemxkep /

Maurya @ ) L PykoBoautens: Pavan Kumar Sharma
L —— = e e

Reprint Date: Reprint Date: Reprint Date: B

Hata: 24.02.2025 Jara: 24.02.2025 Harta: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - S00034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoxyxTt: U6ykaun®, Ta61eTKH, NOKPHITHIE IIIEHOYHOH 000/104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus No + V2500295 O0bem cepun ' 800000.0 Tab

Analytical Repo:‘t No/ - 040002813759 Date of Analysis / . 24.02.2025

AHanuTHYecKHI oTyeT No JarTa anaausa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTta npou3BoacTBa Tonen g0

Mifg. License No. / MA number: /

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

Junensus Ne B

Analysis performed according ND: / Auanu3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TakKXe B COOTBETCTBHH CO Cl'[eLl,I/l(bl/IKaLlI/lﬂMPl, COICpKallMMHCA B PErUCTPALlMOHHOM J0CBE CTPaHbl-UMIIOpTEPA.
3anucu 1o MPOHU3BOJICTBY, YIIAKOBKE 1 aHAJIU3Y NPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHUEC Tpe6OBaHH$[M HpaBnn

HajJiexalein HpOHSBO,[lCTBCHHOﬁ MpaKkTUKHU EBpa3m71c1<or0 3KOHOMHYECKOTO COrO3a».

Remarks : The Product conforms to ND/
Ipumeuanne: I[Ipoaykt cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IMToxnrorosneHo: Santosh Kumar
Maurya

Checked by /
[MpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onpo6peHo: Menemxep /
Pykosonuresns: Pavan Kumar Sharma

L -

b

Reprint Date:
Hara: 24.02.2025

Reprint Date:

Jara: 24.02.2025

"

Reprint Date:
Hara: 24.02.2025
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