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 : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 1 0of 10/ Cp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Aoykann®, TabieTkH, NTORPLITHIE JIEHOYHOI 060/104KOI, 400 mr + 325 mr

Market / Poinok :Russia / Poccug

Batch No/ . Batch Quantity / ~800000.0 tab/

Cepus Ne V2500146 O6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002807317 Date of Analysis / . 11.02.2025

AHaJUTHYEeCKH i 0TUeT Ne Jara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

JaTa npou3sBoaACcTBa T"ojen 1o

Mfg. License No. / MA number: /

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

gunedsust Ne

Analysis performed according ND: / Ananus nposeaen no H/L: JITI-Ne(003654)-(PT-RU)-101123

No [Test / Iloka3aTeJb

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerku
KarcyJja0BUIHON (OPMBI, IOKPHITHIE
MIJIEHOYHOM 0060JI0UKOH OpaHKEBOTO
L[BETA, C PUCKOH Ha OJIHOH CTOPOHE;
Ha MMONEPEYHOM pa3pese — AApo
6eJ1oro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancynoBUAHON
(opMbI, OKPBITEIE IIEHOUHOH 000I0UKOH
OparXeBOr0 [[BETA, C PUCKOH Ha OHOM CTOPOHE;
Ha IONEPEYHOM pazpese — ALpo Oeoro uin
noytH 6€10ro LBETA.

Remarks : The Product conforms to ND/
Ilpumeyanue: | [pOAYKT COOTBETCTRBYET TPEBOBAHUAM HIO

Opinion : APPROVED
Jarmoucuuc: OTOBPEHO

Prepared by /

Maurya

IMoarotosneHo: Santosh Kumar

Checked by /

[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Opno6peno: Meunemxep /

PyxoBoauteng: Amjt Kumar
S

Reprint Date:
JHara: 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: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s “:‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 3 10

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

Ipoaykt: U6ykaus®, Ta6aeTKH, NOKPLITbIE NVICHOYHO# 000/104K0#, 400 mMr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne + V2500146 O0bem cepuH " 800000.0 Tab

Analytical Repourt No/ - 040002807317 Date of Analysis / - 11.02.2025

AHaauTayecKHii oTueT Ne JMara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

JlaTa npoun3BoAcTBa LCozxen g0

Mfg. License No. / .

TpousoncTaenHas : MNB/05/263 Ymumher: / . JINI-Ne(003654)-(PT-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Ananu3 nposeaen no H/L: JITI-Ne(003654)-(PI'-RU)-101123

2 |Identification /
IoaIHHHOCTD

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) /
Bpemena yznepkuBaHMA OCHOBHBIX MHKOB Ha
XpOMaTOTpaMMe UCIBITYEMOr0 PacTBOpa A0JIKHBI
COOTBETCTBOBATH BpeMEHaM YAECP>KUBaHUS IHKOB
HAa XpOMAaTOrpaMM€ pacTBOpa CTaHAapTHBIX
obpasios HbynpodeHa U napaueramorsa (paszaen
«KonuuecTBeHHOE ONIPEACICHUER)

3 |Average tablets weight / 973.5mg/973.5 mr

Cpeaunss macca Tab/1eTOK

940.9 mg to 999.1 mg
(970.0 mg + 3.0 %) /
Or 940,9 MI J0 999.1 ML

(970,0 mr + 3,0 %)

4 |Disintegration /
Pacmagaemocthb

08 min 09 sec / 08 munu 09 cex

Not more than 30 min /
He 6oiee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBETCTBYET Tpebosanmsam H/L

Opinion : APPROVED
Zaxmouenune: OAOBPEHO

Prepared by / Checked by /
[ToaroroeneHo: Santosh Kumar | [IpoeepeHo: Pardeep Kumar
Maurya

@ -

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PykoBonutenp: Amit Kumar
e

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Jara: 12.02.2025

Reprint Date’
Jata: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4500 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




@ o Dr. Reddy's Laboratories Ltd.
Dr' Red dy’s ... Formulation 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
CEPTUDUKAT AHAJIM3A

Page 3 of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilpoayxkr: U6ykann®, Ta0JeTKH, NOKPbIThIE JIEHOYHO#H 060104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ' Batch Quantity / . 800000.0 tab/

Cepust Ne V2500146 O0bem cepHH " 800000.0 Tab

Analytical Repourt No/ - 040002807317 Date of Analysis / . 11.02.2025

AHaJATHYECKHI oTUeT Ne JlaTa aHaJM3a

Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029

JlaTa Npou3BOACTBA I"'onen no

Mfg. License No. / .

YpoussoacTBeHMAS - MNB/05/263 S mber: f . JITI-Ne(003654)~(PT-RU)
Homep PY

auneHzusa Ne

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

5 |Dissolution / Not less th.an 70% (Q) of Ci:HisO2 (ibuprofen)
PacrBopenne after 30 min/
99 % to 103 % He menee 70 % (Q) C3sH1sO2 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHyNO: (paracetamol)

after 30 min /
98 % to 102 % He menee 70 % (Q) CsHoNO; (napaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED

llpumeuanmue: | lpoxykT cooreTcTByeT TpebopanusaM HJT Baruwuenne. OJOLT'LIIO

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

[MoarorosneHo: Santosh Kumar | IIposepeno: Pardeep Kumar /Opno6peno: Meunemxep /

Maurya @’_, PyxoBoaurens; Amit Kumar
el [ems~

Reprint Date: Reprint Date: Reprint Date: ¥

Hata: 12.02.2025 Jata: 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. 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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 10/ CTp. 4 u3 10

Product : Ibuclin, ﬂlm—coated tablets, 400 mg + 325 mg

Mpopy kr: Moyrmun”, TabneTku, MOKPbITHIE IeHOoYHOI 060J104K0ii, 400 Mr + 325 mMr

IIpou3BoaCTBEHHASI : MNB/05/263
aunenzug Ne

Market / PIHOK :Russia / Poccusd

Batch No/ . Batch Quantity / ~800000.0 tab /
Cepusi Ne 3 V2500146 OGbem cepHH " 800000.0 Tab
Analytical Report No / - 040002807317 Date of Analysis / . 11.02.2025
AHAJMTHUYECKHIA oTueT Ne JaTta anaiusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029
JlaTa npou3BoACcTBa Toaen 10

Mfg. License No. / MA number: /

Homep PY : JIII-Ne(003654)-(PI-RU)

Analysis performed according ND: / Anaau3 npoBejien no HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0002%
PoncreeHHbIe IPAMECH
Method 1/ Meton 1

Method 2 / Meton 2 0.03%

0.03%

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

4-amuHOGeHON (MPHMECh MapaleTamorna) He
gonee 0,005 %

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

Jio6as eguHUuHas npumMeck (MOynpodena MK
napanetamorna) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meroa 1 + Meton
2) He 6onee 0,7 %

7 |Water / Boga 1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Tpoaykt coorsercTayet Tpedosanuam HI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ioarotopseno: Santosh Kumar | [Tposepero: Pardeep Kumar /Opo6peno: Menenxep /
Maurya PykoBonutenb: it Kumar

—= =
Reprint Date: Reprint Date: Reprint Date: !
Iara: 12.02.2025 Jlara: 12.02.2025 Ilara; 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: LB5195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND1A
Tel : 91 92166 56001-02
www.crreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Page 5 of 10/ Cp. 5u3 10

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

MpogyrT: Woykaun®, TabieTKH, IOKPHITHIE MIeHOYHO! 060104 KOi, 400 mr + 325 mr

Market / PeiHOK :Russia / Poccust

Batch No/ . Batch Quantity / ~800000.0 tab/
Cepust Ne SNESLONS O6beM cepuH ' 800000.0 Tab
Analytical Repo:’t No / . 040002807317 Date of Analysis / . 11.02.2025
AnanuTuyeckuii oTueT No JaTa apanusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

Jara npou3BOACTEA [oaen go

Mifg. License No. / MA number: /

ITpousBoacTBEeHHAS : MNB/05/263

anuen3na No

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

Analysis performed according ND: / Ananu3 nposejeH no HJL: JITT-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OJIHOPOOHOCTD
JO3UpOBaHKSA 1.8
- ibuprofen / uéynpoden

- paracetamol / 1.8
napaneTamoll

Acceptance value (AV) should be not more than
15.0 / Tokazatens npuemneMoctd (AV) nomkeH
OBITH He 6onee 15,0

Acceptance value (AV) should be not more than
15.0 / IokazaTenn npuemiieMocTH (AV) HoJkeH
6biTh He Gonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poayxr cooTBercTByeT Tpebopannsam HJL saxmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Santosh Kumar | [IposepeHo: Pardeep Kumar /Onobpeno: Menemxkep /
Maurya PykoBonutens: Ami‘t fKumar

= -
Reprint Date: Reprint Date: Reprint Date: |
Hata: 12.02.2025 Hara: 12.02.2025 TIara; 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




Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTI3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
ITpoayxr: Hﬁymnn*, TabNeTKH, NOKPLITHIE IIEHOYHOH| 060104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No/ , Batch Quantity / . 800000.0 tab/

Cepus Ne } V2500146 O6neM cepi " 800000.0 Tab

Analytical Repo:‘t No/ - 040002807317 Date of Analysis / . 11.02.2025

ABajuTuyecKHnii oTder Ne Jara ananuza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

JiaTa npoH3BOACTRA Togen 1o

Mfg. License No. / .

IIpon3BoacTBEHHAs : MNB/05/263 MA number: / . JITI-Ne(003654)-(PT'-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Auanus npogesen o HJI: JITI-Ne(003654)-(PIT-RU)-101123

9 |Microbiological purity* /
Mukpob6uonornueckas
qucToTa*®

a) Total aerobic microbial
count / Od1yee 4ucio
aspoOHBIX

MHKPOOPraHu3mMoB

b) Total combined yeasts
and mould count / O61ee
YKCIIO IPONOKEBBIX U
nIeECHEBBIX rpHOOB

c) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He Gonee 1000 KOE/T

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

Shall absent in 1g / OtcyrcrtBue B

1r

be

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoayKT COOTBETCTBYET Tpebopanusm HJI

Opinion : APPROVED
3axmwouenne: OJJOBPEHO

Prepared by /
[Moarorosyeno: Santosh Kumar

Maurya @’f

Checked by /
ITposepeHo: Pardeep Kumar

oL —

Approved by: Manager/Executive
/Ono6peHo: Menemxkep /
PykoBoautens: Amit \I@mar

/

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Jara: 12.02.2025

Reprint Date: V
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 45900 2999, Email: mail@drreddys.com
CIN: LES195AP1Y84PLLUU4SL /

www.drreddys.com




Dr.Reddy’s €

-

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDi{A
Te!: 91 92166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Page 7 of 10/ Cp. 7 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponysr: Mbykaun®, TaB1eTKH, NOKPBITHIE IIEHOYHOMH 060104Koii, 400 mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No/ - Batch Quantity / ~ 800000.0 tab/

Cepusi Ne § V2500146 Oo0bem cepuu " 800000.0 Tab

Analytical RepOft No/ - 040002807317 Date of Analysis / © 11.02.2025

ApanurHyeckuii oTyer No JlaTa anannsa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

Jara npou3BoACTEa Tojsien 10

Mfg. License No. / MA number: /

IIpou3BoacTBERHAR : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY

aunensas Ne

Analysis performed according ND: / AHajau3 npoBejies 1o H: JII-Ne(003654)-(PT'-RU)-101123

10 |Assay / KosmyecrBenHoe

ompenesieHHe

396.8 mg/396.8 mr

320.67 mg /320.67 Mr

360.0 to 440.0 mg of C;3Hi30: (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 Mr C13Hi30: (ubynpoden) B
TabneTke

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

Ot 292,5 mr 10 357,5 mr CsHoNO; (rapareramoln)
B TabneTke

11 | Package / ¥YnakoBka 10 tablets in PVC/AI 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. / Tlo 10
leaflet in a carton. / ITo 10 Ta6netok |Tabnerok B [IBX/Al 6auctep. Ilo 1, 2 wnn 20
8 [IBX/Al 6nucrep. [To 1 6auctepy |OaucrepoB B Madky KapTOHHYHO BMECTE C
B Mayky KapTOHHYHO BMECTE€ C |MHCTPYKLMEil 110 NPUMEHEHHIO.
MHCTPYKLUHEN TI0 TTPHMEHEHHUIO.
12 | Labeling / Mapkupoeka |According to ND. /B cootserctauu ¢ HJIL
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne Ipn Temneparype He Bolue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOTHOCTH

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorsercTayet Tpedosanusim HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

Maurya

[ToarotosieHo: Santosh Kumar

Checked by /
[poeepeno: Pardeep Kumar

Approved by: Manager/Executive

/Ono6peno: Menemxep /

PykoBoaMTENb: An\gt Kumar
-

Reprint Date:
Hata: 12.02.2025

S —
Reprint Date:

Hara: 12.02.2025

Reprint Datd"
Ilara: 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 Laboratories Ltd.
Dr. Red dy’s ‘... 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
CEPTHOUKAT AHAJIM3A

Page 8 of 10/ Ctp. 8 u3 10

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

IIpony Kr: H6yknn”, Talnerkn, HOKPhIThIE IUICHOUHOM obonouKoii, 400 mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne : V2500136 O6neM cepHH " 800000.0 Tab

Analytical Rep0ft No/ - 040002807317 Date of Analysis / . 11.02.2025

AHaJTUTHUEeCKHH oTyeT Ne JlaTa aHann3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

Jata npoM3BOACTBA Tonen g0

Mfg. License No. / MA number: /

IIpou3BoscTBEHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY

aunensus Ne

Analysis performed according ND: / AHa/143 npoBejes no 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.

[Ipumeuanue: CChUIKM B HOPMATHBHON NOKYMEHTALMH TPHBEACHBI Ha I'o PO XIV.

* [IpoBOAUTCS TIPOU3BOANTENEM MPH BBINMYCKE NEPHOANYCCKH: UIA Kkau10it 20-0ii cepun UM HE MeHee | pa3a B

roz. ITokasaTesnb MOKeT GBITh HE BKIIOYEH B cepTidiKat ananusa GupMbl.

API name / HaumenoBanue A®C: Tbuprofen / Ubynpoden Paracetamol / Ilapaueramon
INN / MHH: Tbuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / 1101/24/A-3444, 1101/24/A-3446 APAP/24091294
Homep cepun nponseoauteis ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGCTaHUHE NPOU3BOINUTEIS FERA00605, FERA00606 FERA00539
IJId:

IOL Chemicals and

Pharmaceuticals Limited, India /
HOJI Kemnkanc 31
dapmacerotukaic Jlumuren,

API Manufactured by & country /
Ipouzsoauteab ADC, ctpana:

Granules India Limited, India /
I'panynec Unaust Jlumuren, Huaus

Unpus
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 pumeuanue: [Ipoaykr coorserctsyet Tpebosaniiam HJL 3akmiouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Santosh Kumar | IIposepeno: Pardeep Kumar /Opo6peno: Menemxep /
Maurya @ PykoBoauTens:;, Amit Kumar
Reprint Date: Reprint Date: Reprint Date: Y
Hara: 12.02.2025 Iata: 12.02.2025 Ilara: 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




& e Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A

Tol: ©1 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 9 of 10/ Cp. 9 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
[ IIpoayKT: H6viinn”, TABNEeTKH, MOKPLIThIE IIeHoYHOH 060.104K0ii, 400 mr + 325 mr
Market / PeIHOK :Russia / Poccus
Batch No/ - Batch Quantity / ~800000.0 tab/
Cepus Ne § V2500146 O6beM cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002807317 Date of Analysis / - 11.02.2025
AHaauTUYeCKHH oTueT Ne JlaTa aHaaunsa
Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029
JlaTa npoH3BOACTBA TI'ojen oo B
Mfg. License No. / MA number: /
IIpousBoacTBEHHASI : MNB/05/263 i : JITI-Ne(003654)-(PT-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Ananus nposejen mo HJL: JITI-Ne(003654)~(PT'-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHmHe, agpec, JHIEH3Hs AJs J-p Pennu’c JlaGoparopuc JITa., Mnaus, IIpor3BOACTBEHHOE
IIpousBoAcTBeHHasi Miomanka / Iliomwanka nozapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, baanu, Jluctpuxt
KOHTpOJs1 KadecTBa / Iltomaaka BeInycKa Conan, X.I1., 173205, Uanus (nuuexsus 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».

JaKarouenHe 0 coOTBeTCTBHM: «HacTOAMM s MOATBEPHKAl0, UTO NPUBEACHHAs Bblie HHGOPMALIUA ABIAETCA
JOCTOBEPHOI M TOUHOM. DTa cepHs MpOAYKUMM MpOM3BelcHa (BKIIOYAs yNAaKoBKY (MapKHpOBKY) H KOHTPOJIb
KauecTBa) Ha BHIIIEyKA3aHHOH TPOM3BOACTBEHHON momaake (IUIOMAAKAX) B MOJNHOM COOTBETCTBUM C
TpeGosanusamMu IlpaBun Hamexalei MPOM3BOJICTBEHHOM NpaKTHKU EBpasuiickoro 5KOHOMMYECKOr0 COkO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) U Tpe60BaHUAMHU KOHTPOJIA Kau€CTBa JIEKAPCTBCHHBIX CPEICTE,
a Taloke B COOTBETCTBHMY CO crielUbHUKAIMAMH, COACPXKAIMMHUCA B PETHCTPALMIOHHOM [0CHE CTpaHbl-MMIOPTEPa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT coorBercTByeT Tpebosanusm HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Santosh Kumar | [TpoBepeno: Pardeep Kumar /Onobpeno: Menemxep /

Maurya Pykosoauteny: Amit Kumar
@A/ Qj —— ,\;

Reprint Date: Reprint Date: Reprint Date: ¥
Harta: 12.02.2025 Hata: 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: L85195AP1984PLC0O04507
www.drreddys.com



@o 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 : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 10 of 10/ Ctp. 10 u3 10

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

Hponyxr: M6ykaun®, Ta61eTKH, MOKPHITHIE NJIeHoYHoiH 060109K0i, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab/

Cepus Ne SVEHEED OGbem cepuu " 800000.0 Tab

Analytical Rep0ft No/ . 040002807317 Date of Analysis / . 11.02.2025

AHaauTHYecKHHA oTyeT Ne JlaTa anann3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

JaTa npon3BoacTsa I'onen 1o

Mfg. License No. / MA number: /

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

JuneH3ns Ne

Analysis performed according ND: / Anaau3 nposeaen no HJL: JII-Ne(003654)-(PT-RU)-101123

3anucy no IIPOM3BOJCTRY, YIIAKOBKE U aHAIA3y NPOBCPCHEI, U YCTAHOBJIEHO HX COOTBETCTBHEC Tpe60BaHI/IﬂM HpaBpm
Hannemameﬁ HpOHSBOHCTBCHHOﬁ NpaKTUKH EBpaSHﬁCKOFO 3KOHOMHYECKOI'0 COI03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeqanue: [IpoayKT cooTBeTCTBYET Tpebosanuam HJL 3axmouenne: OJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IoaroropneHo: Santosh Kumar | [IposepeHo: Pardeep Kumar /Ono6peno: Menemxep /

Maurya % ' PykoBomuTeng: Amit Kumar
Reprint Date: Reprint Date: Reprint Date:"

Jara: 12.02.2025 JHara: 12.02.2025 Jata: 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



