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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Page 1 0of 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tlpoays<t: MGyxann", TabsieTki, NOKPbIThIe IJIEHOYHOI 060104K0ii, 400 Mr + 325 mMr

Market/ PoiHok :Russia / Poccusg

Batch No/ . Batch Quantity / ~ 800000.0 tab/

Cepust No £V2500226 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ . 040002809895 Date of Analysis / . 94.02.2025
AHanuTHYeCKHH oTyeT No JaTta ananusa

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

JlaTa npou3BoOACTBA | T'ozen po

Mfg. License No. / .

TpouzBoaCcTBEHHAS : MNB/05/263 O . JITI-Na(003654)-(PT-RU)

Homep PY
JaneH3us Ne N
Analysis performed according ND: / Ananu3s nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test/ IToxaszaTenn

Results/ Pesynbrats!

Specification / Hopma

Appearance /
1 |Onmucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KaIcynoBUAHOH (HOPMBI, MOKPBIThIE
MJIEHOYHOH 060J104KO# OpaHXXEeBOTO
L[BETA, C PUCKON Ha OJHOH CTOPOHE;
Ha MOIMEepeYHOM pa3pese — AAPO
OeJIoro 1BeTAa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TaOneTKH KancyaoBUIHON
(hopMBI, NOKPEITHIE IIIEHOYHOH 060n104KO0H
OpaH>XEBOI'0 1UBETA, C PUCKOH HA OQHOMH CTOPOHE;
Ha MOTEPEYHOM paspese — sAapo Oesoro iy
nouTu 6enoro LBeTa.

Remarks : The Product conforms to ND/
IIpumeuanmne: [IponykT coorBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Shehnaz

&~

Checked by /

Maurya A

A —

[IposepeHno: Santisrh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menenxep /
PykoBoputens: Pavan Kiimar Sharma

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2990, Fax: +91 40 4900 2999, Email: maii@drreddys.com |

CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, I[NDi&
Tei : +51 58166 56CCL-CL
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 10/ Cxp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6ykann®, TabieTKH, NOKPHIThIE IIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Market/ PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab/

Cepus Ne § V2500226 O0nem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002809895 Date of Analysis / . 94.02.2025

AnanuTHyeckuii otuer Ne JlaTa aHaH3a

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

Jarta mpon3BoACTBA T'ogen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAas : MNB/05/263 ) : JIH-No(003654)-(PT-RU)
Homep PY

nuneH3us Ne

Analysis performed according ND: / Ananus nposeaed mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

2 [Identification /
IHoanuuHoCcTL

Complies as prescribed/
CooTtBeTcTBYET

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 yAep»KHMBaHHUS OCHOBHBIX IIMKOB Ha
XpOMAaTOrpaMMe UCIBITYEMOrO PACTBOPA JOJIKHBI
COOTBETCTBOBAThH BpeMEHaM YICPXHBAHHS TTHKOB
Ha XpOMaTorpamme pacTBOpa CTaHIAapTHBIX
o6pasiioB ubynpodeHa u nmapaueraMmona (paszen
«KomnuecTBEHHOE OIpeeIEHUE)

3 |Average tablets weight /
Cpennsas macca TaJIeTOK

975.7 mg /975.7 mr

940.9 mg to 999.1 mg
(970.0 mg £3.0 %) /
Or 940,9 MT o 999,1 MT

(970,0 mr = 3,0 %)

4 Disintegration /
PacrniagaeMocTh

07 min 10 sec/ 07 muH 10 cex

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHuam HJT

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by /
IMoaprorosneno: Shehnaz

Q}/‘ Maurya "“%

Checked by /
|

=

[TpoepeHo: Santosh Kumar

Approved by: Manager/Executive
/Opo6peno: Menemxep /
Pykosoaurens: Pavan Kﬁmar_ Sharma

Reprint Date: v

Harta: 24.02.2025

Reprint Date:
Harta: 24.02.2025

=

Reprint Date:
JHara: 24.02.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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 98166 5600102
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

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

Mpoxyxr: Noykann®, Tab/ieTKH, NOKPLIThIE NIEHOYHOMH 060104K0#, 400 Mr + 325 Mr

Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(003654)-(PI™-RU)-101123

| Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne } V2500226 O0beM cepun " 800000.0 Tad
Analytical Repourt No/ - 040002809895 Date of Analysis / . 94.02.2025
AHaJHTHYECKH I oTueT No JlaTa aHaau3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa NpoH3BOACTBA I'onen 1o
Mfg. License No. / MA number: /
IpousBoacTBeHIIAS : MNB/05/263 ’ : JITI-Ne(003654)-(PI'-RU)
Homep PY
JuneH3na Ne ]

5 |Dissolution /
PacrBopenne

99% to 102%

100 % to 102 %

after 30 min/

30 muH

after 30 min /

yepes3 30 MuH

Not less than 70% (Q) of C3Hi302 (ibuprofen)
He menee 70 % (Q) Ci3H 302 (ubynpoden) uepes
Not less than 70% (Q) of CsHoNO: (paracetamol)

He menee 70 % (Q) CsHgNO: (mapaueramon)

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykr coorBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Prepared by / Checked by /
IToarorosieno: Shehnaz

Q‘_Q / Maurya ( a’{_

[Tposepeno: Santosh Kumar

/Ono6peHo: Menenxep /

i

Approved by: Manager/Executive

Pykoeoautens: Pavan Kumar Sharma

—

- Reprint Date:
Jlara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

Reprint Date:
Jarta: 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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘

CERTIFICATE

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 285, INDiA
Tel:+51 98166 56001 0L

www.drreddys.com

OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 4 of 10/ Cp. 4 u3 10

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

I ponyxr: U6yknun®, TabneTkH, TOKPLITHIE MJEHOYHOI 000104K0i, 400 Mr + 325 Mr
11poayXKT: KO} A0JICTKH, P

Jaunen3usa Ne

Market / PeiHok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab/
Cepnst Ne | VES00226 O6bem cepun " 800000.0 Tab
Analytical Rep0ft No/ - 040002809895 Date of Analysis / - 94.02.2025
AHaNUTHYECKHI oT4eT No JlaTa ananu3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa npod3BoACTBA T'ozen no
Mfg. License No. /
MA number: /
: : 2 : = -(PT-
IIpoussoacrecunan : MNB/05/263 Howmep PY i JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananaus npo_BeneH o HJ: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0004%
PojcTBeHHbIE IPpUMeCH
Method 1 / Meton 1

Method 2 / Meton 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) - not more
than 0.005% /

4-amuHobeHon (MpuMech MapaleraMosnia) He
oonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

JroGas equHnuHas npumech (nbynpodeHa miu
napateramosa) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Meron
2) He 6omee 0,7 %

7 |Water / Boaa 1.3%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTBeTcTBYeT Tpebosanuim HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

IMoarororneno: Shehnaz Iposepeno: Santosh Kumar | /Ono6peHo: Menemxep /

3_£/’ Maurya d)

Approved by: Manager/Executive

, Pykooautens: Pavan Kumar Sharma

e = —

I —
e

Reprint Date: Reprint Date:
Hara: 24.02.2025 Jata: 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 Q‘:.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 50f 10/ Crp. 5 u3 10

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

Mpoayxr: U6yxaun®, TaGneTky, NOKPLITHIE IIeHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab/

Cepust Ne V2300226 O6beM cepun " 800000.0 Tab

Analytical Repo:'t No/ - 040002809895 Date of Analysis / . 24.02.2025
AHaJIMTUYECKHI oTueT Ne JlaTa aHa/M3a

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

Jata npousBoacTBa I'oaen no

Mfg. License No. / MA number: /

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

JMueH3Hs Ne

Analysis performed according ND: / Anaiaus nposeen no HJL: JIT-Ne(003654)~(PI'-RU)-101123

8 |Uniformity of dosage
units /

|

OaHOPOJHOCTD
JIO3UPOBaHUsA 2.3
- ibuprofen / uéynpoden

- paracetamol / 1.1
napaieTamMmon

ObITh He Oouee 15,0

ObITH He Gonee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykt coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmogyenue: OJJOBPEHO

Acceptance value (AV) should be not more than
15.0 /Tlokazarens npremiemMocTd (AV) 10JDKEH

Acceptance value (AV) should be not more than
15.0 / Ilokazartens npueMneMocTH (AV) nomkeH

Prepared by /
[Togrorosneno: Shehnaz

Checked by /

Maurya /
5

[TpoBepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemiep /
Pykosoaurens: Pavan Kumar Sharma

e

Reprint Date:
JHara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

—

Reprint Date:
Hara: 24.02.2025

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

CIN: L85195AP1984P1LC0O04507

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
Tei: +91 58166 5600L-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 10/ Crp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: UGykaun®, Ta6/eTKH, IOKPHITHIE NIeHOUHOi 060/10uK0#, 400 MI + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepus Ne V2500226 O0bem cepun " 800000.0 Tab
Analytical Repourt No / - 040002809895 Date of Analysis / . 94.02.2025
AHaJMTHYECKH# oTueT No JlaTa aHaau3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa npon3BoJcTBa Togen no
Mfg. License No. / MA number: /
: 2 : : -Ne 54)- _
IIpousBoacTBeNNAs MNB/05/263 Homep PY JITI-Ne(003654)-(PI'-RU)

auneH3ua Ne

Analysis performed achrding ND: / Anaaus l'lpOBE)l_eH mo HJT: JITI-Ne(003654)-(PI'-RU)-101123

9

Microbiological purity* /
Mukpo6HnosornyecKas
qyHCTOTa™

a) Total aerobic microbial
count / Ob11ee 4yucio
aspoOHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / Obuiee
YHCJIO APOXKIKEBBIX U
TUIECHEBBIX rpubOB

¢) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

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

Shall
Ir

be absent in lg / OTCyrcTBHE

B

Remarks : The Product conforms to ND/

Ipumeuanue: IIpoayKT cooTBeTCTBYET TpeboBaHuAM HJI

Opinion : APPROVED
3axatoyenune: OJJOGPEHO

Prepared by /
IMoarorosneno: Shehnaz

Checked by /

| Mposepeno:  Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

Maurya PykoBoautens: Pavan Kumar Sharma
Y g~ = '—____ !
Reprint Date: Reprint Date: Reprint Date: -

Hara: 24.02.2025

Hara: 24.02.2025

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 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f:é

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IHDIA
Tel : +91 98166 560C1L-C1
www.drreddys.corn

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 7 of 10/ CTp. 7 n3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
[ Mpoayxr: H6yknun®, TaGreTky, NOKpPLITHIE NIEHOUHON 060104K0#, 400 Mr + 325 Mr

Market / PbiHok :Russia / Poccnst

Batch No / _ Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2500226 O0bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002809895 Date of Analysis / - 94.02.2025

AHaJguTHYeCKHH oTueT No JlaTa aHanm3a

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

Jlata npou3BOACTBa T'ogen no

Mfg. License No. / .

|y — - MNB/05/263 M8 mngRen . JITI-Ne(003654)~(PT-RU)
Homep PY

Junen3us Ne

Analysis performed accor_ding ND: / Ananu3 npoBejieH 1o H}I JITI-Ne(003654)-(PT'-RU)-101123

10
onpeaeieHue

Assay / KosnyecTBeHHOe

411.1 mg/411.1 mr

328.02 mg/ 328.02 mr

360.0 to 440.0 mg of C3Hi30: (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 Mr C13H 130, (n6ynpoden) B
TabneTke

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

01292,5 mr g0 357,5 mr CsHoNO; (napareramon)
B TabneTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / [To 10 tabnetok |tabnerox B IIBX/Al 6nucrep. Ilo 1, 2 unu 20
B [IBX/Al 6nuctep. [lo 1 6nuctepy |6aMCTEpoB B MayKy KapTOHHYH) BMECTe C
B NayKy KapTOHHYIO BMECTE € |HHCTPYKLHEH MO NPUMEHEHHIO.
HHCTPYKIKEH 0 NPUMEHEHHUIO.
12 | Labeling / MapkupoBka | According to ND. / B coorserctuu ¢ HJL
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [pu Temneparype He Bbie 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner
TOHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by /
[Tonrorosneno: Shehnaz

Checked by /

Maurya

O

_Hpogepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoaurenb: Pavan Kumar Sharma

| =

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

Reprint Date:
Hara: 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 4800 2999, Email
CIN: L85195AP1984PLC004507
www.drreddys.com

s maii@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 560C1-0L
www.drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIHU3A

Page 8 of 10 / Crp. 8 u3 10

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

Mpoavkr: Uoykaun®, Ta6aeTkn, moKpbIThHIE IIEHOYHOMH 060104K0H, 400 Mr + 325 mMr
poay ) p s

Market / PpiHoK :Russia / Poccus

Batch No / ; Batch Quantity / ~ 800000.0 tab/

Cepus Ne Vet Obbem cepuu " 800000.0 Tab

Analytical Repourt No / - 040002809895 Date of Analysis / . 94.02.2025

AHaTHTHYECKH I 0T4yeT No Jlata anaausa

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

JlaTa npou3BoaCTBA T'open go

Mfg. License No. / .

TIpousBoacTBenNas - MNB/05/263 st . JITI-Ne(003654)~(PT-RU)
Homep PY

aunensus Ne -

Analysis performed according ND: / Anaau3 nposeaen no 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: CcblUIKM B HOPMATHBHOI AOKyMEHTaLHH npuBeeHsl Ha ['O PO XIV.
* [IpoBOAMTCS TIPOU3BOAMTENEM MPH BBIIYCKE NEPHOANYECKH: Jnsl Kax Aok 20-0i cepuu 1k He MeHee 1 paza B

rog. [Tokazatens MoxeT GpITh He BKJIIOUEH B CEPTU(HKAT aHalln3a GUPMBI.

API name / HaumenoBanue A®C: Ibuprofen / M6ynpoden Paracetamol / [Tapanietamon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapatietamon
API manufacturer batch number / PIBM240211 0547/24-25

Homep cepun npoussoauTesa ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHUHH NPOH3BOAHTEIIA FERA00683 FERA00534

I'JID:

API Manufactured by & country /
IIpouspogutenr ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxtHB
®apma Caiiencus Jlumuren,

Sri Krishna Pharmaceuticals
Limited, India / IllIpu Kpuina
®dapmackioTHkaic JIumuTen,

Wunus

WNunns

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBercTByeT TpeboBanuam HJL

Opinion : APPROVED
3akmwouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarotorneno: Shehnaz [Tposepeno: Santosh Kumar | /Ono6peno: Menemxep /
aurya PykoBoautess: Pavan Kuthar Sharma
1 D
Reprint Date: Reprint Date: Reprint Date: o
Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tei : +91 98166 56001-02
www.drreddys.com

Qe
Dr.Reddy’s Q%

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A
Page 9 of 10 / Cp. 9 3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykaun®, TabneTky, NOKpLITHIE MJEHOYHOl 000.104K0i, 400 Mr + 325 Mr
| Market / PbiHox :Russia / Poccust
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepus No : V2500226 OGbeM cepun " 800000.0 Tab
Analytical Rep0ft No/ - 040002809895 Date of Analysis / . 94.02.2025
AHanuTH4ecKHii oTueT No JlaTa aHanu3a
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
JaTa mpou3BoACTBA T'oxen 1o
Mfg. License No. / MA number: /
IIpoussogcTBeHHasA : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY
Juuensus Ne o g
Analysis performed according ND: / Ananus nposeaen no HJI: JITI-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, agpec, JTUNeH3US A I-p Pepow’c Jlaboparopuc Jita., Muaus, IIpousBoacTBeHHOE
HpoussoacTeennas niomagka / Ilnomaaka nojpasaenenne-6, B Kxons, Hanarapx Poya, bagnu, Jluctpukr
KOHTpOoJisi KadecTBa / Iltomagka Bpinycka Conan, X.I1., 173205, Mnaus (nuuensus 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».

3akiaioyeHHe o cooTBeTcTBHM: «HacToAMUM s NOATBEPXKAAK0, YTO NPHUBEJEHHAs Bblllle HHPOPMALIUA ABIAETCA
JOCTOBEPHON M TOUYHOW. DTa cepus NMPOAYKLUHMH MpoH3BeneHa (BKIIoYas YMaKoBKY (MapKUMpPOBKY) U KOHTpOIlb
KauecTBa) Ha BBILICYKa3aHHOH NpPOM3BOJACTBEHHOH Iulomaake (MJOIIAAKax) B IOJHOM COOTBETCTBHH C
tpebosanuamu [IpaBun Haanexaiueit NMpOU3BOACTBEHHOM mpakTHkH EBpasuiickoro 3koHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16ps 2022) u Tpe6OBaHUAMU KOHTPOJIA Ka4eCTBA TEKAPCTBEHHEBIX CPEJICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJT 3axmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

TIpoepeno: Santosh Kumar | /OnobpeHo: Menemxep /

Reprint Date: Reprint Date: Reprint Date: = "

Hara: 24.02.2025 Hara: 24.02.2025 Hata: 24.02.2025

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

[Moarorosinexo: Shehnaz )
q}/ Maurya / PykoBoautens: Pavan Kum;a_i' Sharma



Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Page 10 of 10/ CTp. 10 u3 10

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

Mponykr: U6ykann®, TabaeTKH, HOKPHITHIE IUIEHOYHOI 060/104K0ii, 400 Mr + 325 Mr

IIpou3soacTBeHHAA : MNB/05/263
| aauen3ua Ne

Homep PY

Market / PbiHoKk :Russia / Poccus

mas o i [ B iy wmomony
e R e Y
D oMamuscure/ g1 ms bl o] 13ms
Mfg. License No. / MA number: /

- JIII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananus nposenen o HJI: JII-Ne(003654)-(PT-RU)-101123

a TaxkXe B COOTBETCTBHH CO cneuu@mxaunﬂmu, coJepKalMMHUCA B pErUCTPalHOHHOM JOCBC CTPaHbI-UMIIOPTEPA.
3anucu 1o MMPOU3BOJACTBRY, YITAKOBKE U aHaJIU3y MPOBEPEHEL, N YCTAHOBIICHO NX COOTBCTCTBUC Tpe6OBaHI/IﬂM HpaBI/IJ'l
Hajaiexalueit l'[pOl/l?;BO,IICTBeHHOﬁ NpaKTUKu EBpa3m71c1<oro 9KOHOMHYECKOTI'O COHO3an».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cootBeTcTBYeT Tpebopanmsam HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosneHo: Shehnaz IMTposepeno: Santosh Kumar | /Onobpeno: Menemxkep /

Maurya @Zj PykoBoautens: Pavan Kugnaf Sharma

H >, el

Reprint Date: Reprint Date: Reprint Date:
Hata: 24.02.2025 Hara: 24.02.2025 Hata: 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 4500 2999, Email: maii@drreddys.com
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