Dr.Reddy’s "5.‘

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : €1 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 10f 10/ Ctp. 1 u3 10

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

MponyxT: Woykaua®, TabIeTKH, NOKPbIThIE IIeHoY Holl 00600uK0i, 400 Mr + 325 mMr

Market / Ppinok :Russia / Poccust

Batch No / y Batch Quantity / ~800000.0 tab /

Cepusn Ne 3 V2500147 O6beM cepu " 800000.0 Tab

Analytical Repovrt No/ . 040002807675 Date of Analysis / . 11.02.2025

AHanuTHdecKuii oryer Nt JlaTa aHaau3a

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

JlaTa npou3BoAcTBa Toaen a0

Mfg. License No. / .

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

JuneHns No

Analysis performed according ND: / AHa/in3 npoBe/ien no HJL; JIII-Ne(003654)-(PT-RU)-101123

Ne [Test/ IlokasaTtenb Results/ PesynibTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1  |Onucanue one-side scored tablets; white core at |scored tablets; white or off-white core at the

the cross-section. / TabneTku

Ha TIOTNIEPEYHOM paspese — sApo
6eJioro uBeTa.

KancyJIoBUAHOH GOPMBL, MOKPBITHIE
IEHOUHOM 060N0UKOH OpaHKEeBOTrO
11BETa, C PUCKOH Ha OJHON CTOPOHE;

cross-section. / TaOneTKu KancyJoBUAHON
OpMBI, IOKPBITHIE MIIEHOYHOH obonoukoil
OpAHEBOTO L{BETA, C PUCKOH Ha OXHOH CTOPOHE;
Ha TONIEPEUHOM pazpese — AApo Oenoro uiu
1iouTH OeJIoro UBETa.

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoyKT COOTBETCTBYET tpebosannsm HJ

Opinion : APPROVED
Jaxmoucnuc: OJOBPEHO

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

[Tonrotopneso: Santosh Kumar | IIpoepeno: Pardeep Kumar /Ono6peno: Menemxep /

Maurya (% Pykosoautesp: Amit Kumar
CL{’ ':,//

Reprint Date: Reprint Date: Reprint Date:

Hara: 12.02.2025 Hara: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: 1.85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €%¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 2 of 10/ CTp. 2 u3 10

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

poaver: Moykann”, TabaeTKi, NOKPbITbIE NIEHOYHOH obo1oukoii, 400 mr + 325 mr
| L1pOoJ) A\ p

Market / Ppinox :Russia / Poccus

aunensns Ne

Batch No / : Batch Quantity / _ 800000.0 tab / |
Cepusa Ne § V2500147 O6bem cepun " 800000.0 Tab

Analytical Repo:rt No/ - 040002807675 Date of Analysis / . 11.02.2025

AHAJTUTHYECKHIT oTyeT No JlaTa ananu3a

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

Jara npou3BOACTBA Tlojen 10

Mifg. License No. / MA number: /

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

Analysis performed according ND: / Ananus nposejen mo HJL: JITI-No(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/
IMoaauHHOCTD 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 yzaepKHBaHHA OCHOBHBIX MHKOB Ha
XpOMaTOrpaMMe UCTIBITYEMOTrO PaCTBOpa JOJDKHBI
COOTBETCTBOBATH BPEMEHAM yIEPXKHBaHUS TTHKOB
Ha XpomarorpamMMe pacTBOpa CTaHJapTHBIX
o6paziioB ubynpodena u mapauneramona (pasaen
«Konm4ecTBEHHOE ONpeIeNeHHEN)

3 |Average tablets weight / 968.0 mg / 968.0 Mr
Cpeansiss Macca Ta0JIeTOK

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

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

PacnaaaemMocThb

4 |Disintegration / 09 min 02 sec / 09 Mun 02 cek  |Not more than 30 min /

He 6osee 30 Mun

Remarks : The Product conforms to ND/

Ipumeuanue: [TpoaykT coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

Maurya

IMoxarorosieHo: Santosh Ezmar ITposepeno: Pardeep Kumar /Onobpeno: Menemkep /

QL/ PykooauTens: Amif Kumar
Asm

——

Approved by: Manager/Executive

Reprint Date: Reprint Date:
HMara: 12.02.2025 Hara: 12.02.2025

Reprint Date: '
Hata: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN- L.851954P1984PI CNNASNT
www.drreddys.com




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sofan, H.P., 173 205, INDIA
Tel : 91 28166 56001-02
www.drieddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 3 of 10/ CtTp. 3 3 10

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

IMpogyKT: Woyknnn®, TabNeTKH, NOKPLITHIE NJIeHOYHOH 060/104K0i, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccus

Batch No / ; Batch Quantity / ~ 800000.0 tab/
Cepusi Ne 3 V2500147 O6beM cepun ' 800000.0 Tab
Analytical Repovrt No/ 040002807675 Date of Analysis / . 11.02.2025
AHanuTHYeCKHii oTyeT No JlaTa ananusa

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

JlaTa npou3BoacTBa INogen po

Mfg. License No. / MA number: /

IIpou3BoacTBEHHASA : MNB/05/263
Jumensns Ne

Homep PY : JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananus nposejes o HJL: JITI-Ne(003654)-(PT'-RU)-101123

5 |Dissolution /

PacTBOpenne
98 % to 102 %

99 % to 103 %

Not less than 70% (Q) of Ci3H 302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3Hi302 (ubynpoden) yepes
30 muH

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

He menee 70 % (Q) CsHoNO, (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
Llpumeyanue: | lpoaykt coorBeTcTBYeT Tpebosanusm HIL

Opinion : APPROVED
Zaremorcnner QJJOBPEHO

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

[Toarotoeneno: Santosh Kumar | ITpoeepeHo: Pardeep Kumar /O po6peno: Menemxep /

Maurya @' . PykoBoauTens: Amit‘_Igumar
& ‘:‘/,-

Reprint Date: Reprint Date: Reprint Date:

Hara: 12.02.2025 Jara: 12.02.2025 Hata: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hi
Tel: 91 40 4900 2900, Fax: 91 40 4300 2999,

lls, Hyderabad - 500034, A.P, India
Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:’

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tei: 8158166 56001-C2

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AH

AJIN3A

Page 4 of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Hoykann®, TablieTk, NOKPLITHIE MIEHOYHON 060,/104KOH

, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepnsa Ne - V2500147 O6bem cepunt * 800000.0 Tab

Analytical Repourt No/ . 040002807675 Date of Analysis / - 11.02.2025

AHanuTH4ecKuii oTyet No JNata anajinza

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

JlaTa npon3BOACTBA T'open mo

Mifg. License No. / .

TpouzBoacTBEHHAsA : MNB/05/263 DIA mumber: / + JIII-Ne(003654)-(PT"-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JITT-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0002%
PoacTBeHHBIE IPHMECH
Method 1/ Meron 1

Method 2 / Meton 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) - not more
than 0.005% /
4-amunodenon (mpuMech Tapaleramona) He
6ouee 0,005 %

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

Jlrobas emunuuHas npumech (MOynpodeHa unu
napaneramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1+ Metoz
2) "e 6onee 0,7 %

7 |Water / Boaa 1.3%

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

Remarks : The Product conforms to ND/
Tpumeuanne: [IpolyKT COOTBETCTBYET tpebosanuam H)|

Opinion : APPROVED
Jakiiwyenne: OJJOBPEHO

Prepared by / Checked by /
[ToxgrorosieHo: Santosg Kumar | [IpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Opnobpeno: Menenxep /
Pyxoogutens: An:;j,_t/l{umar

D=

Maurya i
Reprint Date: Reprint Date:

Hara: 12.02.2025 Jara: 12.02.2025

Reprint Datef
Jara: 12.02.2025

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

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email
CIN: L85 LYSAP LYB4PLLLUU4 S
www.drreddys.com

: mail@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: 0198166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 5 0of 10/ Crp. 5 u3 10

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

Mpoayxr: M6ykaun®, Tab1eTKH, IOKPBITHIE MIEHOYHOI 000104K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /
Cepusa No V2500147 Oo0bem cepiiu " 800000.0 Tab
I Y . 040002807675 Date of Analysis /. 1y 55 50p5
AHanxuTHYeCKUi oTyeT Ne Jarta ananusa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
JlaTta mpoH3BOACTBA I'onen 10

Mfg. License No. / MA number: /

IlpouzBoacTBeHHAsA : MNB/05/263
JHnes3us Ne

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

Analysis performed according ND: / Ananus nposesen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

8 |Uniformity of dosage

units /
OaHOPOAHOCTH Acceptance value (AV) should be not more than
JO3UPOBaHUsA 1.8 15.0 /TlokasaTtenb npuemieMocTd (AV) JoKeH
- ibuprofen / n6ynpoden ObITH He Oonee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.5 15.0 / ITokasateb npueMieMocTH (AV) qoKeH
napaneTaMmo O®ITH HE 6osiee 15,0

Remarks : The Product conforms to ND/
IlpumeyaHue: IIpogyKT COOTBETCTBYET TpeboBaHusam HJI

Opinion : APPROVED
3akaroyenue: OJJOGPEHO

Prepared by / Checked by /

Maurya @' DP

Approved by: Manager/Executive

[MoarotosneHo: Santosh Kumar | Ilpoeepeno: Pardeep Kumar /Ono6peno: Menemxep /

PyxoBoauTenb, Amit Kumar
f\’(‘/’

Reprint Date: Reprint Date:
Hata: 12.02.2025 Jlara: 12.02.2025

Reprint Date: !
Jara: 12.02.2025

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




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories itd.,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 81 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyxr: M6yknun®, TaGaeTKH, NOKPHIThIE NJICHOYHOH 060J104K0i, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne $ V2500147 O6beMm cepuH . " 800000.0 Tab

Analytical Repourt No/ - 040002807675 Date of Analysis / . 11.02.2025

AHaauTHYEeCKHH oTyeT Ne JlaTa aHaaM3a

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

JlaTa mpou3BOACTBA Togen oo

Mfg. License No. / MA number: /

IlpousBoacTBEHHAA : MNB/05/263 ) : JII-Ne(003654)-(PT'-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Anaaus nposegen o HJL: JITT-Ne(003654)-(PI'-RU)-101123

K Microbiological purity* /

MukpoOuonorndeckast
yucroTa*

a) Total aerobic microbial
count / O61iee yucao
a’pOOHBIX
MUKPOOPraHU3MOB

b) Total combined yeasts
and mould count / Obuiee
YUCIIO JPOMOKEBBIX H
MIECHEBBIX rpubOB

¢) E. coli

Absent in 1g/ OtcyTcTBYET B IT

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 05 CFU/g /
Menee 05 KOE/r

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

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

Shall be
Ir

absent in lg / OtcyrcTBHE B

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoayKT cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3axmwoyenne: OJOBPEHO

Prepared by /
[ToarotosnieHo: Santosh Kumar
Maurya

Checked by /
[Tposepeno: Pardeep Kumar

.

Approved by: Manager/Executive

/On06peHo: Menemxep /

Pykosoautens Amit Kumar
=

Reprint Date:
Jara: 12.02.2025

Reprint Date:
Jata: 12.02.2025

Reprint Date: ¥
Hara: 12.02.2025

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

www.drreddys.com




Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 7 0of 10/ Ctp. 7 u3 10

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

Hpoaykr: Hﬁ_YKJ'lHll‘D? Ta6JeTKH, NOKPHITHIE MJIEHOYHOI o6oouKoii, 400 mr + 325 mr

—

ITpou3BoACTBEHHAS - MNB/05/263
JnneH3usa Ne

Market / PbIHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /
Cepusi Ne V2500147 O6beM cepHH " 800000.0 Tab
Analytical Repourt No / - 040002807675 Date of Analysis / . 11.02.2025
AHaJlHTHYeCKHI oTdyeT No JlaTa aganu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029
JlaTa npou3BoicTBA T'onen o

Mfg. License No. / MA number: /

Homep PY : JINI-Ne(003654)-(PT-RU)

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

10 |Assay / KommyecTBeHHOE

ompeseseHne
391.6 mg/391.6 mr

324.33 mg /324.33 mMr

360.0 to 440.0 mg of C;3Hi302 (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 Mr C13Hi130: (ubynpoden) B
tabinerke

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

Ot 292,5 mr o 357,5 mr CsHoNO: (naparietamon)
B Tabnerke

HHCTPYKLWEN 10 NPIUMEHEHNTO.

11 | Package / YnakoBKa 10 tablets in PVC/Al blister.
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / [To 10 Tabnetok |TaONETOK B [IBX/Al 6aucrep. o 1, 2 wm 20
g [IBX/Al 6auctep. ITo 1 6auctepy |6auctepos B Madky KapTOHHYIO BMECTe C
B MauKy KApTOHHYIO BMeCTe C |MHCTPYKUMEH MO NPUMEHEHHIO.

1 |10 tablets in PVC/Al blister, 1, 2 or 20 blisters and

12 | Labeling / MapkupoBka |According to ND. / B cooTBETCTBHH C HIL

| | rogmoctn

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne Ipu Temneparype He Boiue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [poaykt coorserctayer Tpebosanuam HII 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TonroToneno: Santosh Kumar | ITposepeno: Pardeep Kumar /Ono6peno: Menemxep /
Maurya PykoBoauTeb; AmiLIr(umar

ot V
Reprint Date: Reprint Date: Reprint Date: V
Hara: 12.02.2025 Tara: 12.02.2025 Jara: 12.02.2025

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



Pe Dr. Reddy's Laboratories Ltd.
Dr. Red dy’s ‘... Formulation Unit-6
" Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND|A
Tel 18168166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilpoayxr: Hoyinun®”, TabieTkH, NORPLIThIE NJICHOYHOH ofonoukoii, 400 mr + 325 Mr

Market / PeinoK :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /

Cepust Ne 2500147 OGbem cepHH " 800000.0 Tab

Analytical Repovrt No/ - 040002807675 Date of Analysis / - 11.02.2025

AHamuTHYecKHit oTueT No JlaTa aHaJH3a

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

JlaTa ripoM3BoAcTBa Toaen 1o

Mfg. License No. / MA number: /

IIpou3BoaCTBEHHASI : MNB/05/263 ’ : JITI-Ne(003654)-(PI'-RU)
Homep PY

aumensnsg Ne

Analysis performed according ND: / AHaIM3 HpOBejeH 110 HI: 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.

ITpumeuadue: CCbUIKH B HOPMATHBHOM IOKYMEHTALMH TPHBECHbI Ha [® PD XIV.

* [IpoBoANTCS TPOUIBOANTENEM NPU BBIMYCKE NEPHOAUYCCKH! NI kaxcaoit 20-oif cepru UM He MeHee 1 pasa B
rog. TlokaszaTesb MOKeT ObITh HE BKJIIOUEH B CEPTH(IKAT aHaNM3a bupMel.

API name / Haumenoanue ADC: Ibuprofen / Moynpodhen Paracetamol / [Tapaugeramon
INN / MHH: Ibuprofen / MGynpogen Paracetamol / TTapaueramorn
API manufacturer batch number / PIBM240169, PIBM240210 0544/24-25

Homep cepnn nponssoanTens ADC:
FP Manufacturer API Batch number /

Homep cepuu cyGCTAaHIHH POU3BOJHTEIS FERA00562, FERA00681 FERA00532
rJd:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country/ Limited, India / Conapa OkTus Limited, India / Ulpu Kpuiuna
IIpoussoguteas APC, ctpana: ®apma Caiiencus Jlumuten, dapmacetotukanc Jlumuren,
Nunus Hunus

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
I pumeuanne: [Tpoaykr coorserctryeT Tpedosanusam HJI 3akmouenue: OZIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TMogrotosnero: Santosh Kumar | ITposepeno: Pardeep Kumar /OpnoGpeno: MeHemxep /
Maurya G%" E PyxoBoauTens: Aml‘F\I‘_(’umar
= \//-
Reprint Date: Reprint Date: Reprint Date: !
Tlata: 12.02.2025 Tlara: 12.02.2025 Ilata: 12.02.2025

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



& o Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ‘... Formulation Unit-6
. Vill. Kho!l, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDiA
Tel : @1 92166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH@®UKAT AHAJTH3A

Page 9 of 10/ CTp. 9 u3 10

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

Ipopyxr: Woyknnn”, Ta0AeTKH, NOKPbITHIC mIeHouHoi 06os0uKoii, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccust

Batch No / ' Batch Quantity / ~800000.0 tab /

Cepust Ne | V2500147 OGheM cepHu * 800000.0 Tab

Analytical Repo:rt No/ - 040002807675 Date of Analysis / . 11.02.2025
AHanuTHYecKH i oTueT No Jara aHann3a

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

JlaTa npon3BoAcTBA Topen 10

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 : : JITI-Ne(003654)-(PT-RU)

Homep PY

nuueH3nsa Ne

Analysis performed according ND: / Anasn3 npoBe/ieH 1o HJL: JITI-Ne(003654)-(PT-RU)-101123 B
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHHe, apec, JULIEH3HS 1A J-p Pennwn’c Jlaboparopuc Jta., Uaaus, 1TIpou3BOACTBEHHOE
IIpon3BoacTBEHHAS NIOMIANAKA / Ilmomaaka noapaszenenue-6, Bunn. Kxonb, Hanarapx Poyn, banny, JucTpuxT
KOHTPOJs1 KadecTBa / IlomaaKa BEINYCKA Conan, X.I1., 173205, Muaus (IUUEH3AA 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 1o 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».

Jargioueniie o coorsercremm: «HacToALHM i NOATBEPKAAI0, YTO NPUBCACHHAS BLILLIC undopmaLys SBJAETCA
J0CTOBEPHOIT ¥ TOYHOM. DTa cepus NMPOAYKUHH NPOU3BEICHA (BKITFOUAss YNAKOBKY (MapKMpOBKY) W KOHTpPOJb
KauecTBa) Ha BhILEYKA3aHHON NPON3BOACTBEHHON [IOLIANKE (miomanKax) B TMOJHOM COOTBETCTBHUHM C
TpeGosanusamu [1paBui HajIexalleil POU3BOACTBEHHOH PAKTUKH Espasuiickoro 3KOHOMHYECKOTO COt03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeboBaHUAMY KOHTPOIIA Ka9eCTBa NeKapCTBEHHBIX CPEJCTB,
4 TAKKe B COOTBETCTBUM CO CTICLU(HUKALMAMH, CONEPHKALLUMACA B PETUCTPALIMOHHOM JI0CHE CTpaHbI-UMIIOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED

TIpumeyanne: [IpoJyKT COOTBETCTBYET TPEOOBAHMAM HJ 3akmouenne: OJOBPEHO

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

Tlogrotonero: Santosh Kumar | ITpoepeno: Pardeep Kumar /Ono6peno: Menemxep /

Maurya y PykoBoanTes; Amig_Kumar
< Y

Reprint Date: Reprint Date: Reprint Date: ¥

Hara: 12.02.2025 Jata: 12.02.2025 Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: £L85195AP1984PLCO04507
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
Tei: 91 381066 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 10 of 10/ Crp. 10 u3 10

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

Mpoayxr: Hﬁymum“p, TafeTKH, NOKPLITHIE MJIeHOYHOH 060104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / i Batch Quantity / _800000.0 tab /

Cepusi Ne ¥ V2500147 OGbeM cepun " 800000.0 Tab

Analytical Repo;t No/ - 040002807675 Date of Analysis / . 11.02.2025

AHanHTHYeCKHH oTUeT Ne JlaTa aHa/1H3a

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

JaTa npon3BsojcTBa Toses o

Mfg. License No. / .

TIpou3BoacTRenHAs - MNB/05/263 D TR . JINI-Ne(003654)-(PT-RU)
Homep PY

Jnensusa Ne

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

3amucu 1o NMPOU3BOJCTBY, YIIAKOBKE H aHaJIu3y MpPOBEPEHBI, U YCTAHOBIICHO HX COOTBECTCTBHE Tpe60BaHl/I$IM HpaBym

Hannemameﬁ HpOI/I3BOILCTBCHHOI71 NpPaKTHKH EBpa3m7101<oro DKOHOMHYECKOT'O COHO3a».

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoayxr coorBercTByeT TpeboBanuam H/I

Opinion : APPROVED
3Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarotoneHo: Santosh Kumar | TIpoeepeno: Pardeep Kumar /Ono6peno: Menemxkep /
Maurya PykoBOAUTEINB: it Kumar
4 %—' Qf__,,,/ Y 8 /Q_ri (-
- N
Reprint Date: Reprint Date: Reprint Date: ¥
Jarta: 12.02.2025 Hara: 12.02.2025 Jara: 12.02.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




