Dr.Reddy’s

\ 1

Dr. Reddy’'s Laboratories 1td.
Formulaticn 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
CEPTUOUKAT AHAJIUIA

Page 1 0of 10/ Cp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: M6ykaun®, TabaeTKH, HOKpLITLIE MUIEHOYHOI 06010uKoii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne | Vi2A02460 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002751802 Date of Analysis / - 11.12.2024

Anagutnyeckuii oTuer Ne JaTa anaauza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa mpoH3BOACTBa Togen g0

Mfg. License No. / MA number: /

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

JuneH3ns Ne

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

No |Test / IlokazaTtesnb

Results/ PezyabTaTsl

Specification / Hopma

Appearance /
1 |Onuncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KaTnCyJNOBUIHOHN (HOpPMBI, MOKPBITHIE
MJIEHOYHOH 060104YKOH OpaHKeBOIro
1IBETA, C PUCKOH Ha OIHOH CTOpOHE;
Ha MOTIEPEYHOM pa3pese — AApo
6e5oro 1BeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBuaHoOH
($hopMBI, MOKPBITHIE MIIEHOYHOH 000N0UKOH
OpPaHKEBOIO LBETA, C PUCKOM Ha OJHOU CTOPOHE;
Ha MMONEPEYHOM paszpese — sapo Oenoro uiu
nouTH Oenoro 1BeTa.

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykxt cooTBeTcTBYET TpeboBanusam H]J

Opinion : APPROVED
Zakawuenne: OJJIOBPEHO

Prepared by /

Maurya

Checked by /

[Toarorosneno: Santosh Kumar | IMposepeno; Rajeev Gandhi

| A7

Approved by: Manager/Executive
/OnobpeHo: Menenxep /
PykoBoautens /Qrm‘f Itumar

-~
af

Reprint Date:
Jata: 11.12.2024

Reprint DateT
Jara: 11.12.2024

Reprint Date: |
Jlata: 11.12.2024

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: L85195AP1584PLC004507

www.direddys.com




Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 2 of 10 / C1p. 2 m3 10

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

Hpoaykr: M6ykaun®, TabaeTku, NOKPBITLIE MJIEHOYHOH 0001049K0i, 400 mMr + 325 mMr

IlpousBoacTBeHHast : MNB/05/263

JuneH3us Ne

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne i V2402500 Ob6beM cepun * 800000.0 Tab
Analytical Repo“rt No/ - 040002751802 Date of Analysis / © 11.12.2024
AHalHUTHYECKHUI oT4eT No JaTta aHaju3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

Jdara npou3BoaAcTBa I'onen no

Mfg. License No. / MA number: /

Homep PY : JITI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anann3 nposenen no HJL: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification / Complies as prescribed/
IoaaunuOCTH 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) /
BpeMeHna ynep>KMBaHHST OCHOBHBIX HUKOB Ha
XpoMaTorpaMMe HUCMBITYEMOTO PacTBOPa AOJKHBI
COOTBETCTBOBATh BPEMEHAM yJepXKHBaHHs TTHKOB
Ha XpoMarorpamMMme pacTBopa CTaHJapTHBIX
obpasio ubynpodeHa u napaueramona (pasznesn
«KonnyecTBeHHOE ONpPeNeICHUEY)

3 |Average tablets weight / 974.3 mg/ 974.3 mr
Cpenuss macca Tab/IeToOK

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

Or 940,9 MI o 999,1 MI
(970,0 mr + 3,0 %)

Pacnagpaemocrn

4 |Disintegration / 10 min 50 sec/ 10 muin 50 cex  |Not more than 30 min /

He 6onee 30 MuH

Rewar ks : The Product coufurius v ND/
JIpnmeuanmne: [Iponykr cootsercTByeT Tpebosanusam HJ

Opinion : ATPROVED
3axnwuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
I[Tomrorosineno: Santosh Kumar | IlposepenoRajeev Gandhi /OnobpeHo: Menemxep /

Maurya g’ PykoBonurens Amit Kumar
Reprint Date: Reprint Date: Reprint Date: '

Hara: 11.12.2024 Jara: 11.12.2024 Hara: 11.12.2024

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




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

Qe
Dr. 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
CEPTUOPHUKAT AHAJIN3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykann®, TabaeTKH, IOKPBITHIE IJIEHOYHO# 060/10uK0ii, 400 Mr + 325 Mr

Market / Poiox :Russia / Poccust

Batch No / . Batch Quantity / _~ 800000.0 tab /
| Cepust Ne # V2402460 Oonem cepun " 800000.0 Tab

Analytical Report No/ - 040002751802 Date of Analysis / © 11.12.2024

AHaJMTHYEeCKHI oTueT Nt JlaTa aHanH3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa 0poH3BoJCTBA TI'onen no

Mfg. License No. / MA number: /

IIpouzBoacTBeHHas : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)

Homep PY
aunen3ns Ne

_Analysis performed according ND: / Anann3 npm;enen no HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution / Not less than 70% (Q) of C;3H 302 (ibuprofen)
PacTBopenue after 30 min/

98 % to 100% He menee 70 % (Q) Ci3H 1302 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHyNO: (paracetamol)
after 30 min /

99 % to 102% He menee 70 % (Q) CsHyoNO: (napaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanue: [TpoayKT cOOTBETCTBYET TpeGosanusM HJT 3akarouenne: OJOLILIIY
Prepared by / Checked by / Approved by: Manager/Executive
[ToarororneHo: Santosh Kumar | IIpoBepeHo: Rajeev Gandhi /Ono6peno: Menemkep /
Maurya @_‘ @ Pykoeoautens Amit Kumar

f -
Reprint Date: Reprint Date: Reprint Date: Y
Hara: 11.12.2024 Hara: 11.12.2024 Hara: 11.12.2024

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIMU3A

Page 4 of 10/ Cp. 4 u3 10

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

Ipoaykr: H6ykaun®, TabaeTKH, NOKPBITHIE ILIEHOYHON 060/104K0#, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus No P REHEt Oobem cepun * 800000.0 Tab
Analytical Repovrt No/ - 040002751802 Date of Analysis / - 11.12.2024
AHaTHTHYeCKHiT oTyeT No Jarta ananunza
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JlaTa npou3BOACTBA T'oxen ao
Mfg. License No. / MA number: /
IlpouzBoacTBeHHast : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY
uueH3us Ne -

Analysis performed according ND: / AnaJju3 nposeges no HJI: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE MPHMeECH than 0.005% /
Method 1/ Merton 1 4-amuHOdeHon (nmpuMech MNapayeTamolnia) He
6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
Jio6ast eaunuuHas npuMech (HOympodeHa Hiu
napaneramona) He 6onee 0,3 %
0.03% Total ; B
otal impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Metox 1+ Meton
2) He 6onee 0,7 %
7 |Water / Boga 1.4 % Not more than 5.0% /
He 6oiee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayKT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akuwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoaroropineno: Santosh Kumar | [IpoBepeno: Rajeev Gandhi /Onobpeno: Menemxep /
Maurya PykoBonutens Amit K&mar
) A=
Reprint Date: Reprint Date: Reprint Date: Y
Hata: 11.12.2024 Jara: 11.12.2024 Hara: 11.12.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai'@drreddys.com
CIN: L85195AP1584PLCO04E07

www.drreddys.com




Dr.Reddy’s ‘;‘.

Dr. Reddy's Laboratories {td.
Formulaticn 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
CEPTUOUKAT AHAJIN3A

Page S of 10 / Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxt: Moykaun®, Ta6sieTKu, NOKPLIThIE IUIEHOYHOH 06010uK0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / ) Batch Quantity / _ 800000.0 tab /
Cepus Ne V2402460 O6bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002751802 Date of Analysis / - 11.12.2024
AHanuTHYecKnii oTueT Ne JlaTa aHau3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
Jara npousBoacTea T'ogen no
Mfg. License No. / MA number: /
IIpouzBoacTBeHHASA : MNB/05/263 : ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY
JIHneH3usA Ne

Analysis performed according ND: / AHanau3 nposeseH no HJT: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OJHOPOAHOCTh
JIO3UPOBAHUS

- ibuprofen / nbynpoden

- paracetamol /
napayeTamo

1.2

1.6

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npueMaeMocTd (AV) J0JxKeH
OBITH He Hoee 15,0

Acceptance value (AV) should be not more than
15.0 /ITokazarens npuemieMocTu (AV) D0mKeH
ObITEL He Ooee 15,0

Remarks : The Product conforms to ND/
TIpumeuanmne: [Ipoaykt coorBeTrcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarotorneHo: Santosh Kumar | I[IpoeepeHo,Rajeev Gandhi /Onmo6peno: Menemxep /
Maurya @ PykoBogutens  Amit Kumar
. ‘—/_.
B [
Reprint Date: Reprint Daté&™ Reprint Date: '
Jara: 11.12.2024 Harta: 11.12.2024 Jata: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s Q%.'

Dr. Reddy's Laboratories Itd.
Formulaticn 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
CEPTUDPHEKAT AHAJIU3A

Page 6 of 10/ Cp. 6 n3 10

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

[ IpoxyxT: U6yknnn®, TabseTKku, MOKPHITBIE IUIEHOYHOI 0601049K0M, 400 Mr + 325 Mr

JTuueH3us Ne

Market / PbIHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi Ne + V2402460 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002751802 Date of Analysis / - 11.12.2024
AHanuTHYeCKHH oT4eT No JaTa anasinza

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

Jata mpou3BoacTBa T'onen oo

Mfg. License No. / MA number: /

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

Analysis performed acc—ording ND: / Ananus nposenen no H/L: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Muxpo6uoaoraueckas
yHeTroTa*®

a) Total aerobic microbial
count / Ob1uee 4yUCIO
a3poOHBIX

MUKPOOPraHu3MOB

NA

NA
b) Total combined yeasts
and mould count / O61ee
YHCJIO APOMOKEBBIX U
IUIECHEBBIX IPUOOB

¢) E. coli

NA

Shall
1r

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

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

be absent in

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykr coorBercTByeT TpeboBanusam HJ{

Opinion : APPROVED
Saxuwuenne: OJOBPEHO

Prepared by / Checked by /
IToarotosneHo: Santosh Kumar | [Iporepeno: Rajeev Gandhi
Maurya &

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoautens AmiL Kumar

AN

Reprint Date™
Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date: |
Hara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCD04507
www.drreddys.com

lg / OrcyrctBue B




Dr.Reddy’s €3¢

Dr. Reddy’s Laboratories |id.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Page 7 of 10/ Crp. 7 m3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykann®, Tab/ieTKH, IOKPHITHIE MIEHOUHOH 060s104K0ii, 400 Mr + 325 mr

Market / PeiHOK :Russia / Pocenst

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust No + V2402460 O6bem cepHH ' 800000.0 Tab

Analytical Repog‘t No/ - 040002751802 Date of Analysis / . 11.12.2024

AHanuTHYecKHii oTdyeT No Jarta anainza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa Ipou3BOACTBA T'ogen o

Mfg. License No. / MA number: /

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

JneH3ust Ne

Analysis performed achrcﬁng ND

: / Auanus nposegen o HJI: JITI-Ne(003654)-(PT-RU)-101123

10

Assay / KoaudecTBeHHOE
onpeaeneHye

408.2 mg / 408.2 mr

332.83 mg /332.83 mr

360.0 to 440.0 mg of Ci3Hi30: (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C13H 1302 (ubynipoden) B
Tabnerke

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

Or1292,5 Mr no 357,5 mr CgHoNO;, (mapatietamon)
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. / Ilo 10
leaflet in a carton. / ITo 10 tabnerok |tabnerox B IIBX/Al 6macrep. ITo 1, 2 umu 20
B [IBX/Al 6auctep. [To 1 6auctepy |6AHCTEpOB B Nauky KapTOHHYIO BMeECTe C
B MaykKy KapTOHHYK) BMeECT€ C |HHCTpYKOHEH N0 NPUMEHEHHIO.
UHCTPYKUHKEH 10 TPUMEHEHHIO.
12 | Labeling / MapxupoBka |According to ND. /B cootBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe I[Tpu Temneparype He Bbiie 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rOAHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYET TpebopaHuaM H]I

Opinion : APPROVED
3aruwyenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarotosneHo: Santosh Kumar | [IpoBepeno: Rajeev Gandhi /Onobpeno: Menemxep /

Maurya %— P}’KOBDJIMTCJIIKAJTI& Kumar
Reprint Date: Reprint Date: Reprint Date:’ .

Hara: 11.12.2024 Hara: 11.12.2024 Jarta: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIM: L85195AP1584PLCO04507

www. drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories |td.
Formulaticn 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
CEPTUDHKAT AHAJIU3A

Page 8 of 10/ Crp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: Hoykaun®, Ta61eTKH, NOKPHITHIE JIEHOYHOH 000/104K0M, 400 Mr + 325 Mr

| Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne i VEA0EA60 O6bem cepun " 800000.0 Tab
Analytical Report No/ - 040002751802 Date of Analysis / - 11.12.2024
AHalIHTHYECKHH oT4yeT No JlaTa aHaan3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa npou3BoACTBa TI'oxen mo
Mfg. License No. / MA number: /
IIponzBoacTBeHHAsA : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)

Homep PY
| AnneH3us Ne

Analysis performed according ND: / Anaaus nposeaen mo 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.

IMpumeuanue: CCBUIKH B HOPMATHBHOM 1OKyMeHTalMH MpHBeeHsl Ha I'O PO XIV.

* TIpOBOAMTCS MPOU3BOAUTEINEM TIPH BBIITYCKE MEPHOJUYECKH: IS KaxkaoH 20-0i cepur Uik He MeHee 1 pa3za B
rof. ITokasaTesnb MOXeT OBITh He BKJIIOUYEH B CepTUUKAT aHATH3a QGUPMBI.

API name / HaumenoBanue A®C:

Ibuprofen / U6ynpoden

Paracetamol / [Tapanieramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / ITapaueramon

API manufacturer batch number /
Homep cepuu npouszpoauteasa ADC:

PIBM240160, PIBM240170

APAP/24040591

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHU NPOH3BOAHTEIS
IJID:

FERAO00525, FERA00560

FERA00433

API Manufactured by & country /
IIpouseogutens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DKTuB
®apma Caliencus Jlumure,
Huaus

Granules India Limited, India /
I'panynec Uuaus Jlumuren, MHaus

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Opinion : APPROVED

IMpumeuanue: [TpoaykT coorBercTByeT TpeboBaHusam HJI

3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Santosh Kumar | [IpoepeHo: Rajeev Gandhi /Ono6peHo: Menemxep /
Maurya @\/ Pyko BOI.{HTCIILK Anu'LI_{__umar
o\ S T
Reprint Date: Reprint Date: Reprint Date'
Jara: 11.12.2024 Hara: 11.12.2024 Jara: 11.12.2024

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.cam

CIN: L85195AP1584PLCO04507
wyawdrreddys.com




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

ER
Dr, Reddy,s q.... Vilt. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 9 of 10/ C1p. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxkr: M6ykaun®, Ta61eTKH, NOKPBITEIE NIEHOYHOH 060109K0#, 400 Mr + 325 Mr
Market / PpiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab/
| Cepus Ne + V2402460 O6bem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002751802 Date of Analysis / - 11.12.2024
AHANHTHYECKHI oT4YeT No Jata anajansza
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa npou3BOACTBA I'onen no
Mfg. License No. / MA number: /
MpouseoacTBeHHas : MNB/05/263 ) 1 JIII-Ne(003654)-(PT'-RU)
Homep PY
JHLeH3HsA Ne - N
Analysis performed according ND: / Ananu3 nposeser nmo H/I: JITI-Ne(003654)-(PT-RU)-101123

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
I-p Pennu’c Jlaboparopuc JIta., Uuaus, ITponssoacTeeHHoOe
noapazaeienne-6, Bun. Kxons, Hanarapx Poyn, bagnu, JucTpukr
Conan, X.IL, 173205, Uaaus (nuuensusa Homep MNB/05/263)

manufacturing site / Control site / Release
site /

HaumenosaHue, agpec, JUIEH3Us 1
Ipounspoacreennas niowmaaka / Ilnomaaka
KOHTPOJIsI KayecTra / Iltomaaka BeInycKa

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».

3akmodenue 0 cooTBeTcTBHH: «HacTosAMM s NOATBEpXK /a0, YTO NPUBEICHHAs Bble MHGOpMaLMs ABASETCS
JOCTOBEpHOM M TOYHOM. DTa cepus NMPOAYKLUMM Npou3BejeHa (BKIOUas yNakoBKY (MapKMpOBKY) M KOHTDOIb
KauyecTBa) Ha BHIIIEYKA3aHHOM MPOU3BOACTBEHHON IUIOWAAKe (MJIOWAAKax) B TIIOJIHOM COOTBETCTBMHM C
TpeGosanusmu [IpaBun Hajexaleil MpoOU3BOACTBEHHOM MpakTUKH EBpasuiickoro 3koHOMHuYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6psa 2022) u TpeboBaHUIMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHEIX CPE/ICTB,
a TaKk)Ke B COOTBETCTBUH CO CieLUPHUKALUAMHU, COAEPKALIMMHUCS B PETMCTPALIMOHHOM J0ChE CTpaHBI-UMIIOPTEpA.

Opinion : APPROVED

Remarks : The Product conforms to ND/
3axkunwuenne: OJJOGPEHO

IIpumeuanue: IIpoaykrt coorBeTcTBYET TpeboBaHusM HJI

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

[Moaroroeneno: Santosh Kumar | IIpoBepeHo: Rajeev Gandhi /Ono6peHo: Menemxep /

Maurya { {_é . A\,% PyKOBOJII/ITeH!?\;?E-I“IIi_‘(l E{.l/mar
W7 ' e

Reprint Date: Reprint Date: &= Reprint Date: -

Hara: 11.12.2024 Hara: 11.12.2024 Hara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4908 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.direddys.com




Dr. Reddy's Laboratories |td.
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3IA
Page 10 of 10/ CTp. 10 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: H6ykaun®, Ta61eTKH, NOKPLITHIE ILIEHOYHOH 060,104K0ii, 400 mMr + 325 Mr
Market/ Peinox :Russia / Poccusg
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne + V2402460 O6bem cepun " 800000.0 a6
Analytical Repo:‘t No/ . 040002751802 Date of Analysis / - 11.12.2024
AHanuTHyecknii oTyer Ne JlaTa anajau3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
JlaTa mpoH3BOACTBA T'onen mo
Mfg. License No. / MA number: /
IIponsBoaCTREHHAS : MNB/05/263 : : JITI-Ne(003654)-(PI'-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Anaau3 nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

3amucH 1o MIPOHU3BOJCTBY, YIIAKOBKE X aHAJIM3Y [IPOBEPEHBI, U YCTAHOBJICHO HX COOTBETCTBHE Tpe6OBaHI/IHM HpaBI/III
HajIexauei HpOHSBOﬂCTBeHHOﬁ MPaKTUKH EBpa3HﬁCKOFO OKOHOMHYECKOTI'O COO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusM HJL 3axuouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ioarorosneno: Santosh Kumar | IIposepeno: Rajeev Gandhi /Onobpeno: Menemxep /
Maurya %_ PykoBoautesns @mjt_ Kumar
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Reprint Date: Reprint Date: Reprint Date: '
Jara: 11.12.2024 Hara: 11.12.2024 Jlara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +9L 40 4300 2999, Emnail: mai'@drreddys.com
CIN: L85195AP1584PLC0O04507

wine deracldys Fam




