Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AH

AJTHM3A

Page10f 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Hoykanu®, Tabuerin, NOKPLITHIC MIIEHOYHOH 000/104K0ii, 400 Mr + 325 mr

Market / PeiHox :Russia / Poccus .

Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepust Ne - V2401377 O6beM cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002599814 Date of Analysis / . 22.07.2024
AnanuTHYecKHi oTueT No JlaTa aHau3za

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JiaTa mpou3BOACTBA Topen oo

Mfg. License No. / MA number: /

IMpon3BoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
, Homep PY

JHienzas No

Analysis performed according ND: / Ananus nposenen mo HJL: JITI-Ne(003654)~(PT-RU)-101123

Ne [Test / ITokazaTeinb

Results/ PesyasTaTnl

Specification / Hopma

Appearance /
Omnucanue

—_—

Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section.
/  Tabnerku  KancyaoBuAHOH  (OPMEI,
NOKPBITHIE TUIEHOYHOIA 06on04koi
OpaHXeBOrO ILBETa, C DHUCKOH Ha OINHON
CTOpOHE; Ha TIONEPEYHOM paspese — sApo
Gesioro uBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / Ta6eTky kancyloBHIHOM
(bopMbl, MOKPHITHIE MIEHOUHON 060T0UKOH
OpaHXEBOTO L[BETA, C PUCKOH Ha OAHOM CTOPOHE;
Ha MOTIepPeYHOM paspese — sApo 6eoro uin
noutu 6enoro 1BeTa.

Remarks : The Product conforms to ND/
Tpumeuanue: [IpoayKT cooTBeTCTBYET Tpedoanusm HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

[MTogroroBneHo: Ambresltclfumar

Checked by /

Maurya ‘\m_

B

ITpoBepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Pykosoautens Manoj Kumarw/i{"

Reprint Date:
Hata: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Em

ail: maii@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €3¢

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

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: HOoykaun®, TabaeTkn, NOKPLITHIE IJIEHOYHOI 060/104K0ii, 400 mMr + 325 Mr

Market / PeiHok :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab/

Cepus Ne - V2401377 O6Lem cepuu " 800000.0 Tab

Analytical Repo\}'t No/ . 0400025998 14 Date of Analysis / . 22.07.2024

AHajguTUHyecKHii oTueT No Jata anaauza

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JaTa npou3BOACTBA Togen go

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAN : MNB/05/263 ’ : JITI-Ne(003654)-(PT'-RU)
Homep PY

aunenszust Ne

Analysis performed according ND: / Anaaus nposegen nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /

TlopnuHHOCTH

Complies as prescribed/
CoOoTBETCTBYET

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 yaepXWBaHHS OCHOBHBIX IIHKOB Ha
XPOMATOrPaMMe HCIBITYEMOTO pacTBOPa JOIIKHBL
COOTBETCTBOBATH BpEMEHAM YIEP)KUBaHUs TUKOB
Ha XpoMarorpamMme pacTBOpa CTaHIAPTHBIX
o6pasioB ubynpodeHa u napareramosna (pasgen
«KonuuecTBeHHOE ONpe/ie/IeHAE)

Average tablets weight /
Cpeansin Macca Ta6J1eTOK

972.3mg/972.3 mr

940.9 mg to 999.1
(970.0 mg = 3.0 %) /
Or 940,9 MI
(970,0 mr & 3,0 %)

mg

J0 999,1 M

Disintegration /
PacnagaemocThb

Remarks : The Product conform:

09 min 20 sec / 09 muH 20 cek

s to ND/

IIpumeuanne: [Ipoaykr coorBercTByeT Tpebosanusam HJI

Not more than 30 min /
He 6onee 30 MuH

Opinion : APPROVED
3axmouenue; OJJOBPEHO

Prepared by /
lloaroroeneno: Ambresh Kumar

=

Checked by /
IlpoBepeHo: Santosh Kumar

Maurya @/

"

Approved by: Manager/Executive
/OnobpeHo: Menemxep / ~
PykoBoautens Manoj Kuma

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

wwwv.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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 3 of 10/ Ctp.3 u3 10

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

Hpoaykr: M6ykaun®, TabieTkn, NOKpPLITHIE IIEHOYHOI 060510uK0i, 400 Mr + 325 mMr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepust Ne - V2401377 Oo6bem cepuun " 800000.0 Tab

Analytical Repourt No/ - 040002599814 Date of Analysis / . 92.07.2024

AHanMTHYECKHIi 0T9eT No JaTa ananuza

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JlaTa mpou3BoJCTBA T'onen g0

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Anann3s nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

Pacreopenue
97 % to 100%

98 % to 101%

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

He menee 70 % (Q) Ci13sHis02 (ubynpoden) uepes
30 mMuH

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

He menee 70 % (Q) CsHoNO: (mapaneramon)
yepes 30 muH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
ITogrotosneno: Ambresh Kumar

[TposepeHo: Santosh Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxkep /

PyxoBomutens Manoj Kumax@“f/‘:-

Jara: 23.07.2024 Hara: 23.07.2024

s e
Reprint Date: Reprint Date: i Reprint Date:

Hata: 23.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf‘

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
CEPTUOHUKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 u3 10

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

Hponyxr: M6ykann®, Ta6aeTKn, NOKpPLIThIE IIEHOYHOl 060104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccng

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepust Ne - V2401377 O0beM cepuH " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002599814 Date of Analysis / . 92.07.2024

AHaJuTHYecKuii oTueT No JlaTa aHaaM3a

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JaTa npou3BoacTBa Iogen xo

Mfg. License No. / MA number: /

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

Juuensust Ne

Analysis performed according ND: / Ananu3 nposenen no HJ: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001%
PojcTBeHHBIE NpHMECH
Method 1/ Metop 1

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

4-amuHodeHon (npumech IapaneTamona) He
tonee 0,005 %

Method 2 / Metop 2 0.04% Any individual impurity (of ibuprofen or
S paracetamol) - not more than 0.3% /
Jlrobast equHU4Has npuMmech (MOynpodeHa unu
napaueramona) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
= than 0.7% / Cymma npumeceit (Meton 1 + Meton
2) He 6onee 0,7 %
9 |Water / Bonga 1.8% Not more than 5.0% /

He 601ee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykt coorBercTByeT TpeboBanusM HJI

Opinion : APPROVED
3aknwuyenne: OJJOBPEHO

Prepared by / Checked by /
[ToaroroBneno: Ambresh Kumar | ITposepeno: Santosh Kumar

W Maurya &

Approved by: Manager/Execulive

/Onobpeno: Menenxep /
PykoBoaurens Manoj Kumar

Reprint Date: Reprint Date:
Hara: 23.07.2024 Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O4507

wwyv.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
CEPTHOUKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 u3 10

Eroduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTKH, NOKPHITHIE IUIEHOYHOH 060s104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepusi \e - V2401377 O6bem cepuu " 800000.0 Tab
Analytical Repo‘}‘t No/ . 040002599814 Date of Analysis / . 22.07.2024
AHaauTHYeCKHIi oTueT Ne JlaTa anajau3za
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

| JlaTa mpon3BoOACTBA Togen o
Mfg. License No. / MA number: /
IIpousBoacTBenHast : MNB/05/263 s Dk : JIII-Ne(003654)-(PT-RU)

Homep PY

nunen3ns No

Analysis performed according ND

: / Anaju3s nposeaen mo HJI: JIIT-Ne(003654)-(PI'-RU)-101123

10 |Uniformity of dosage
units /

OnHOpOOHOCTE
JO3HPOBAHHS

- ibuprofen / nbynpoden

- paracetamol /
napaneTamoll

[on—y

1.7

Acceptance value (AV) should be not more than
15.0 / Nokasatens npuemnemocty (AV) nomxex
ObITh He Oouee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3zaTens npuemneMocTd (AV) no/DKkeH
OBITH He Gonee 15,0

Remarks : The Product conform:

s to ND/

Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by /
ITogrorosneno: Ambresh Kumar

78

Checked by /
ITposepeno: Santosh Kumar
Maurya

e

Approved by: Manager/Executive

/Ono6peno: Menemxep / li % ?

Pykosoautens Manoj Kumar

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
Tet: +91 4G 4900 2900, Fax; +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O0V45
wwywr.drreddys.com

07




Dr.Reddy’s Q?‘:‘.

Dr. Reddy's Laboratories Ltd.
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
CEPTUDOUKAT AHAJIU3A

Page 6 of 10/ Ctp. 6 u3 10

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

Ipoxyxr: U6ykaun®, TabaeTkn, NOKPHITHIE MIeHOYHOMH 060109K0ii, 400 Mr + 325 Mr
POA) A p

| Market / PeiHok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne VRS Oo6bem cepun " 800000.0 Tab
Analytical Report No / - 040002599814 Date of Analysis / . 92.07.2024
AHanuTHYecKHH oTyeT No Jata anaimnsza
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029
JlaTa npou3BoACTBa T'oxen no
Mfg. License No. / MA number: /
IponzBoacTBEeHHAA : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)

Homep PY

JuneH3ns Ne

Analysis performed according ND: / Anasnn3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

11 |Microbiological purity* /
Mukpobuonornieckas
yucroTa*®

a) Total aerobic microbial
count / Ob11ee 4HucIo
a3po6HBIX

MHKpPOOpPraHu3MoB

NA

b) Total combined yeasts
and mould count / O01ee
YHCJIO JPOMOKEBBIX U
IUIECHEBBIX MPHOOB

NA

¢) E. coli NA

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

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

Shall absent in 1lg / OrcyTcTBUE B

ir

be

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

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
1logrorosneno: Ambresh Kumar

Maurya

llpoBepeHo: Santosh Kumar

—

Approved by: Manager/Executive

/Onobpeno: Menemxep / EE : l)

Pykooautens Manoj Kumar

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hata: 23.07.2024

Reprint Date:
Jlarta: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 43 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
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, INDJA

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

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIU3A

Page 7 of 10 / C1p. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, TabaeTk, NOKPHITHIE IJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccusg

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepns Ne - V2401377 O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002599814 Date of Analysis / . 92.07.2024

AHanuTHueckuii oryer No JlaTa aHaju3a

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JaTa mpou3BOACTBA Toaen ao

Mfg. License No. / MA number: /

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

JMIeH3Hst Ne

Analysis performed according ND: / Anann3s nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

12 |Assay / KosinyecTBeHHOE

onpeae/ienue

3934 mg/393.4 Mr

324.05 mg / 324.05 mr

360.0 to 440.0 mg of C3H302 (ibuprofen) per
tablet /

Ot 360,0 mr go 440,0 mr C;3H 30, (ubynpoden) B
TabneTke

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

Or1292,5 mr o 357,5 mr CsHoNO» (mapaueramon)
B TabJeTKE

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
B [IBX/Al 6nuctep. [To 1 6nucrepy
B Nayky KapTOHHYIO BMECTE C
HHCTPYKIIHEHN MO NPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B [IBX/Al 6nuctep. Ilo 1, 2 unu 20
ONMUCTEpOB B MayKy KapTOHHYK) BMECTE C
HHCTPYKLHKEH 10 TPUMEHEHHUIO.

14 | Labeling / MapkupoBka |According to ND. /B coorBerctum ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepatype ne Boiue 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
TOHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuyanue: [Iponykr cootBeTcTBYET TpeboBanusam HJI

3akmouenue: OJOBPEHO

Prepared by / Checked by /

IToarorosneHo: Ambresh Kumar
S

e

Maurya

[MpoBepeHo: Santosh Kumar

/,———

Approved by: Manager/Executive

/Onobpeno: Menemxep /
6/3;“‘“

PykoBoautens Manoj Kumar

Reprint Date:
Jata: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €5¢

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
CEPTUOHKAT AHAJIU3A

Page 8 of 10/ Ctp. 8 u3 10

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

Hpoayxr: H6ykaun®, TabaeTkH, IOKPBITIE IIEHOYHOI 0601049K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne - V2401377 O0beM cepun " 800000.0 Tab

Analytical Repo‘}'t No/ - 0400025998 14 Date of Analysis / . 92.07.2024

AxanuTHdeckuii oTyeT No JaTa aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JlaTa mpou3BoaCcTBA Topen xo

Mfg. License No. / MA number: /

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

mHueH3ns Ne

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

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

* 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.

Ipusmeyarue: CcbUIKA B HOPMAaTUBHOH JOKYMEHTaLMHU NpuBeeHb! Ha I'D PO XIV.
* TIpOBOAMTCS IPOM3BOMUTEINICM DU BBIMYCKE [IEPHOAMYECKH: JUIA Kaxio# 20-0#i cepun uim He Meree | pasa B roa. ITokasarens MoXeT GbITh He

BKJIIOYEH B CEpTUQUKAT aHaTH3a QHUPMBIL.

API name / HaumenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / [lapaueTramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM240042 1413/23-24

Homep cepun npounssogureis ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIIMH IPOM3BOAHTENSA FERA00230 FERA00274

IJId:

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Prepared by / Checked by /
IMoarotorneno: Ambresh Kumar
Maurya

-

ITposepeno: Santosh Kumar

= rs

Approved by: Manager/Executive

/Ono6peno: Menemxkep / @u’ﬂi

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

PykoBoguTtens Manoj Kumar
Reprint Date: ‘|

Jara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49G0 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

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
CEPTUHOHKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Hoykanu®, TabneTkn, HOKpLITHIE MIEHOYHOH 060104K0ii, 400 Mr + 325 Mr
Market / PeIHOK :Russia / Poccus
Batch No / . Batch Quantity / - 800000.0 tab /
| Cepusi No i e O6nBem cepun " 800000.0 Tab
Analytical RepOft No/ - 0400025998 14 Date of Analysis / - 22.07.2024
AHaquTHyeckuii oTuer Ne JlaTa aHan3a
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029
JaTa npoM3BOACTBA I'onen no
Mfg. License No. / MA ber: /
IIponsBoACTBeHHAs! - MNB/05/263 numoer: . JITI-Ne(003654)-(PT-RU)
Howmep PY
Juanensus Ne
Analysis performed according ND: / Ananu3 nposege nmo HJI: JITI-Ne(003654)-(PT-RU)-101123

API Manufactured by & country /
IIpouspogurtens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa JxTuB
®apma Caitencus Jlumuren,
Wnaus

Sri Krishna Pharmaceuticals
Limited, India / IlIpu Kpurxa
®apMackroTukanc Jiumuren,
Nunus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HanmeHoBaHHe, agpec, TMIEH3USA XJIsI
IponsBoacTBenHasa niaomaaka / Ilnomagka
KOHTPOJIs1 KauecTBa / IlIomanka BeinycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

MNB/05/263) /

H-p Pepnu’c Jlabopatopuc JIta., Muaus, IIponssoacTeedHoe
noapaznenenue-6, Bumi. Kxons, Hanarapx Poyn, bagnu, J{uctpukt
Conan, X.II., 173205, Uuaus (nuniensus 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».

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogykT coorBeTcTBYET TpeboBaHUAM HJI

Opinion : APPROVED
3axmiouenue: OJJOGPEHO

Hara: 23.07.2024 Hata: 23.07.2024

Prepared by / Checked by / Approved by: Manager/Executive
IoaroroBneno: Ambresh Kumar | Ilpoeepeno: Santosh Kumar /OnobpeHo: Menemxkep /
e Maurya %/ PykoBonutens Manoj Kumar @;’
ot -
=t / L
Reprint Date: Reprint Date: Reprint Date:

Harta: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC034507
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 10 of 10/ CTp. 10 u3 10

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

\IpoxyxT: Moykann”, TabaeTKn, NOKPLITHIE NIEHOYHOH 0004049K0iT, 400 Mr + 325 Mr
Market/ PoiHok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust_Ne R O0beM cepuH " 800000.0 Tab
Analytical Repo:'t No/ - 040002599814 Date of Analysis / - 92.07.2024
AnaquTuyeckuii oTyer Ne JlaTa ananu3za
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029
Jarta mpou3BoaCTBa I'ogen o
Mfg. License No. / MA number: /
IIpousBoacTBEeHHAS : MNB/05/263 ’ : JIII-Ne(003654)-(PT-RU)

Homep PY

Junen3ua Ne
Analysis performed according ND: / Ananu3 nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

3akmouenne o coorBercTBuH: «HacTOAINM s MOATBEPXKAAIO, YTO NMPHBEEHHAs BBIIE HHPOPMALIMA ABJIAETCS
JIOCTOBEPHOM M TOYHOH. DTa cepus MpOAYKLMM Mpou3BeAeHa (BKIIOYas YMAKOBKY (MapKMpOBKY) W KOHTPOJIb
KauecTBa) Ha BEILIEYyKa3aHHON NPOU3BOJCTBEHHON [uowagke (MollaiKax) B [OJHOM COOTBETCTBHM C
TpeboBaHuamu [IpaBun Haanexaueld NMpOU3BOACTBEHHOH MpakTUKKU EBpasHHCKOro 3KOHOMMYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6pst 2022) 1 TpeOOBaHUAMM KOHTPOJI KaUeCTBA JIEKAPCTBEHHEIX CPEJICTB,
a TaKkXkKe B COOTBETCTBUM CO crelpUKaLUaMH, COACPKALIUMHUCS B PETUCTPALIMOHHOM JOChE CTPaHBI-UMITOPTEpA.
3amucH 1o MpOM3BOJICTBY, YIIAKOBKE M aHAJIM3Y IPOBEPEHEI, M YCTAHOBJIEHO UX COOTBETCTBHUE TpeboBaHmam [Ipasun
HaJIeXxalleil Mpou3BoACTBEHHOM MpakTHKU EBpasuiickoro 3KoHOMHYECKOT0 COK3a.

Opinion : APPROVED
3axkmouenune: OJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykrt coorBercTByet TpebopaHusm HI

Prcpared by /
IMoarorosaeno: Ambresh Kumar

Checked by /
[IpoBepeno: Santosh Kumar
Maurya

Approved by: Munager/Exceutive

/Onobpeno: Menemxep / W

Pykoroautens Manoj Kumar

Reprint Date:
Hara: 23.07.2024

Reprint Date:
JHata: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
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