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

Vill. Khol, Nalagarh Road, Baadi,
Distt. Solan, H.P.; 173 205, iNDIiA
Tel : +91 98166 55001-02

www.drreddys.com

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 1 of 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykaun®, TaGeTkH, NOKPbHITHIE NIEHOYHOl 06010uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepuss Ne ol s O6nem cepun ' 800000.0 Tab

Analytical Repo:‘t No/ - 040002855260 Date of Analysis / - 93.03.2025

AHajgdTHYecKH#l oTyeT No JaTa aHaH3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

Jara rIpou3BOACTBa I'ogen 1o

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND: / Ananu3s npoeegen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

Ne |Test/ IlokazaTeib Results/ PesyabTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Omnucanue one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / Tabnetku cross-section. / TabneTku KarcyioBUIHON

KaIcyJ0BUAHON (POPMBIL, IOKPBIThIE |(HOPMBL, IOKPBITHIE IIEHOUHOH 060/104UKOH
IUIEHOYHOM 00010YKOi OpaHXKEBOTO |OPAHIKEBOTO LIBETA, C PUCKOH Ha OIHOH CTOPOHE;
11BETa, C PUCKOIi Ha OJIHOM CTOPOHE; |Ha IMOINEPEYHOM paspese — AApo Oeyoro Ui

Ha MOMEPEYHOM pa3pese — Aapo ITOUTH 6€eJIoro 1[BeTA.

6eJioro 1BeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykt cooTsercTBYeT Tpebosanuam HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Yogesh -~ [TpoeepeHo: Rama kant /Ono6peno: Menemxep /

Chauhan w = PykoBoautens: Amit Kumar
07 Qub ’ -
\

Reprint Date: Reprint Date: Reprint Date: {
Hata: 23.03.2025 Jara: 23.03.2025 Jara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500634, Teiangana, !ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCU04507
www.drredays.com




Dr.Reddy’s ":

Dr. Reddy's Laporatories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 $8165 55001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: Moyknun®, Ta6ieTku, NOKPHITHIE IIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepnst No AV O6beM cepuu * 800000.0 Tab

Analytical Repovrt No/ . 040002855260 Date of Analysis / . 23.03.2025

AHaIUTHYECKHIT oTyeT No JlaTa ananuza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JlaTa ripon3BoAcCTBA I'open xo

Mfg. License No. / MA number: /

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

JHneH3us Ne

Analysis performed according ND

: / Auanu3 nposeaed mo HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
INoaaHHHOCTL

Complies as prescribed/
CooTBeTCTRYET

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 ynaepuBaHHMS OCHOBHBIX IIHKOB Ha
XpOMaTorpaMMe HCIIBITYEMOro pacTBOPa JOJIDKHBI
COOTBETCTBOBATh BpeMeHaM YAEp)KHBaHHs MTUKOB
Ha XpOMaTOrpaMMe pacTBopa CTaHJApPTHBIX
obpasuos ubynpodena u napaueramosia (pasgen
«KonnyecTBEeHHOE ONpPEAETICHUEN)

3 |Average tablets weight /
Cpennss macca Tal1eToK

971.1 mg/971.1 mMr

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 /
PacniagaemMocThb

06 min 01 sec/ 06 muH 01 cek

Not more than 30 min /
He 601ee 30 Mmun

Remarks : The Product conforms to ND/
Ipumeyanne: [TpoayKT cooTBeTcTBYET TpebOBaHUAM HJT

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
Hoarotosneno: Yogesh,
Chauhan y

2

Checked by /
[IpoeepeHo: Rama kant

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PyxoBoautens: Amit Kumar

Reprint Date:
Hara: 23.03.2025

Rolosd
Reprint Date: v

Jara: 23.03.2025

Reprint Date: |
Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabasd - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.com
CIN: L85 195AP1984PLCOUO4507

wwwnLdiredays.com




Dr.Reddy’s ‘

Dr. Reddy's Laboratories Lid,
Formulation Unit-o

Vill. Khol, Malagarh Road, Baddi,
Diste. Solan, H.P, 173 205, IMDiA
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page 3 0of 10/ CTp. 3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoay kr: H6ykaun®, Ta6eTKH, NOKPBITHIC IIEHOYHOI 060,104K0ii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccust

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne I Yaaioiae Ob6bem cepuH " 800000.0 Tab

Analyftical Repourt No/ - 040002855260 Date of Analysis / - 93.03.2025

AHanUTHYeCKH# oTUeT No JlaTa aHa/M3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa 1Ipou3BOACTBA T'open g0

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAS : MNB/05/263 ) . JII-Ne(003654)-(PT-RU)
Homep PY

JinieH3us Ne

Analysis performed according ND

: / Ananus nposeaen mo H/: JITT-Ne(003654)-(PI-RU)-101123

5 | Dissolution /
PacrBopenue

98 % to 102 %

96 % to 100 %

Not less than 70% (Q) of C;3Hi1s02 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3HsO» (udynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO,; (mapauetamon)
yepes 30 MUH

Ilpumeyanne: IIponykr

Remarks : The Product conforms to ND/

COOTBETCTBYET TpeboBaHuAM HJI

Opinion : APPROVED
3axnwuenune: OJJOBPEHO

Prepared by /
[ToaroTorneHo: Yogesh
Chauhan

Checked by /

/7 ITpoepeno: Rama kant

v bt

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

Nt i

Reprint Date:
Jara: 23.03.2025

Reprint Date: !

Jara: 23.03.2025

Reprint Date: {
Hara: 23.03.2025

Resmistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indin
Tol: 491 40 4990 2900, Faye +91 40 4900 2999, Email mali@drreddys.com
CiN: L85 195AP1684PLCUN4507

W diredays.com




‘. ° Dr. Reddy's Laboratories Ltd.
’ 2 Formulation Unit-6
Dr.Red dy S Ne Vill. Khol, Nalagarh 20ad, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tal v +9188%65 5500102

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykanu®, Ta0JeTKH, NOKPBITHIE MIEHOYHOI 060/109K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccust

Batch No/ . Batch Quantity / . 800000.0 tab /

Cepnst Ne AVEales O6beM cepHH " 800000.0 Tab

Analytical Repo:‘t No/ . 040002855260 Date of Analysis / . 23.03.2025

AHaMTHYeCKHI oTyeT No HdarTa aHasin3a

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2030

JaTa rnpon3BoacTBa T'oaen o

Mfg. License No. / MA number: /

IIpou3BoacTBeHHas! : MNB/05/263 : . JII-Ne(003654)-(PT-RU)
Homep PY

JuHeH3us Ne

_Analysis performed according ND: / Anasiu3s nposeaes no HJI: JITI-Ne(003654)-(PI™-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIe MpUMecH than 0.005% /
Method 1 / Metop 1 4-amuHobeHoNn (mpuUMech MapaleTaMona) He

6onee 0,005 %

Any individual impurity (of ibuprofen or

Method 2 / Merop 2 Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
REFHEERANEE Jlrobas enuHuyYHas npumech (MOynpodeHa UM
napareramona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.0002% than 0.7% / Cymma npumeceii (Meton 1 + Meton
: B 2) ue 6onee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cootBercTByeT Tpebosanusim HIT 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotroneno: Yogesh =~ [TpoBepeHo: Rama kant /Opo6peno: Menemxep /
Chauhan Y PykoBoautens: Amit Kumar
(/- il NooZor™
Reprint Date: Reprint Date: ' Reprint Date: \
JHara: 23.03.2025 Jarta: 23.03.2025 Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, india
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.P.. 173 205, inDla
Tel : ¥51 98166 56001-02

wwuw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoay xr: H6ykaun®, TabneTKH, NOKPBITHIE NJIEHOYHOR 060.104K0#, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccust

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

Cepust No RgARtoDe O0bem cepun " 800000.0 Tab6

Analytical Repo:‘t No/ - 040002855260 Date of Analysis / - 23.03.2025

AHaNUTHYEeCKUii oTdeT No JAata anaausa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa nipou3BoACTBA T'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAN . MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JHuen3us Ne

Analysis performed according ND

: / Anaaus nposefe mo HJ: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OnHOpOAHOCTB
|103HpOBaHHs

- ibuprofen / ubynpoden

- paracetamol /
napaueTamMmon

1.5

1.5

Acceptance value (AV) should be not more than
15.0 / Iokazarens mpuemneMocTd (AV) noskeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /IlokazaTens mpuemneMoctu (AV) nojkeH
ObITH He 6onee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
[ToaroTosneno: Yogesh

Chauhan (//// 7~

Checked by /
IpoBepeno: Rama kant

Approved by: Manager/Executive

/Opo6peno: Menemkep /

Pyxoronutens: Amit Kumar
\/ =

Reprint Date:
Hara: 23.03.2025

A
Reprint Date: '

Hara: 23.03.2025

Reprint Date: {
Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 560034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85 195AP1S84PLCOOA507
wwaLdiredays.com




Dr.Reddy’s ":

Dr. Reddy's Laporatories Lta
Formulation Unit-6

Vill. Khoi, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, ifdDiA
Tel:+91 53166 55001-04

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A

Page 6 of 10/ Cp. 6 u3 10

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

Hpoxyxr: M6yknun®, Ta6ieTkH, NOKPbITHIE DJIEHOYHOH 060.104K0if, 400 Mr + 325 Mr

Market/ Prinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne V250052 O0beM cepHH " 800000.0 Tab

Analytical Repourt No/ - 040002855260 Date of Analysis / - 23.03.2025

AHanuTHYecKuii oT4eT No JarTa anaansa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa rpou3BoaCTB2 T'onen o

Mfg. License No. / MA number: /

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

aunen3us Ne

Analysis performed according ND: / Ananun3 nposegen no HJI: JII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MukpobHosornueckas
yucrora*

a) Total aerobic microbial
count / Oblee Yucio
as3po0HBIX
MHKpPOOPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Ob1uee
YHCIIO APOXKIKEBBIX U
TUIECHEBEIX TpHOOB

¢) 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
1r

be absent in 1g / OrtcyTcTBUE B

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykt coorBeTcTBYET TpeboBaHusiM HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Approved by: Manager/Executive
/OnmobpeHo: Menemxep /
Pykoomgurens: Amit Kumar

{ —

-

Reprint Date:
Hara: 23.03.2025

Reprint Date:
JHara: 23.03.2025

Prepared by / Checked by /

IMoarotosnexo: Yogesh [TpoBepeHo: Rama kant

Chauhan W U—d_
L vl

Reprint Date: i

Hata: 23.03.2025

Reg

‘stered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500634, Teiangana, Inclia

Tol: +91 40 4900 2900, Fax: +91 40 4200 2999, Emait: mazil@drraeddys.corn
CIN: L85195AP 1$34PLCD04S07

www.drredays.com




Dr.Reddy’s ":

Dr. Reddy's Laporatories ttd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddli,
Distt. Solan, H.P., 173 205, INDIA
Tel:+91 98165 55001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

Page 7 of 10/ Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpony xr: H6ykaun®, Ta6/1eTKH, NOKPBITHIE IJIEHOUHOH 0605104K0l, 400 Mr + 325 Mr

Analysis performed according ND

: / Ananus nposenen no H/: JITI-Ne(003654)-(PI'-RU)-101123

Market / PbiHOK :Russia / Poccus

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

Cepust No A O6nem cepuu " 800000.0 Tab

Analytical Repovrt No/ . 040002855260 Date of Analysis / - 23.03.2025

Anajadtudecknii oTuer Ne JlaTa aHa/M3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTta OpousBoacTsa Togen o

Mfg. License No. / MA number: /

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

JiMneH3us Ne ]

10
|ompenenenne
|

Assay / KonudecTBeHHOE

399.5 mg/ 399.5 mr

319.49 mg/319.49 mr

360.0 to 440.0 mg of C3H30: (ibuprofen) per
tablet /

Ot 360,0 mMr 10 440,0 Mr C3H1302 (ubynpoden) B
TabsieTke

292.5 to 357.5 mg of CsHgNO, (paracetamol) per
tablet /

O1292,5 Mr no 357,5 mr CsHyINO; (mapauetamon)
B TabneTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6mucrep. [lo 1 6nuctepy
B Mayky KapTOHHYK BMECTE C
UHCTPYKLHEH MO NPHUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerox B IIBX/Al 6mucrep. Ilo 1, 2 unu 20
6nMcTepOB B Mayky KapTOHHYID BMECTE C
WHCTPYKLUUEHR MO IPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBerctBum ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue I1pu Temneparype He Boie 25 °C.
14 | Shelf life / Cpok 5 years /5 net
TOXHOCTH

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

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipogyxr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3aknwuyenune: OJJOBPEHO

Prepared by /
IMoarotosneHo: Yogesh

1/

Chauhan ,-VJ
I;/.

Checked by /
IIpoBepeno: Rama kant

Approved by: Manager/Executive
/Onobpeno: Menemxkep /
Pyxosoaurens: Amit Kumar

N~

Reprint Date:
Hara: 23.03.2025

@ : 4};/{4 _
Reprint Date: b

JHara: 23.03.2025

Reprint Date: |

Jara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LR5195AP1984PLCHNAS0Y

www.diredays.com




Dr.Reddy’s Q

Dr. Reddv's Laboratories Ltd.
Formulation Unit-6
‘ Vill. Khol, Nalagarh Road, Bacdi,

Distt. Solan, H.P., 173 205, iNDIiA
Tel ; +91 88165 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10/ Ctp. 8 u3 10

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

Ipogyxr: M6ykaun®, Ta6/1eTKH, MOKPBITLIE JIEHOYHOH 060104K0H, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V200452 O6nem cepun " 800000.0 Tab

Analytical Repo:*t No/ . 040002855260 Date of Analysis / . 23.03.2025

AHajguTHYecKHIH oTyeT No JlaTa ananu3a

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2030

JlaTa Ipou3BOACTBA Togen g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHasI : MNB/05/263 : . JII-Ne(003654)-(PT'-RU)
Homep PY

Jgunen3us No -

Analysis performed according ND: / Auanus nposeten 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.
IMpumeyanue: CCbUTKH B HOPMAaTHBHOH AOKyMeHTaluu npuseieHsl Ha 'O PO XIV.

* [TpOBOAUTCS NMPOU3BOAUTEINIEM TIPH BBIIYCKE MEPHOAUYECKU: A KaxKaoi 20-oif cepun unn He MeHee 1 pasa B

roz. ITokasaTesb MOXKET OBITH HE BKIIFOUEH B CEpTU(HHUKAT aHaN3a GUPMBL.

API name / HanmenoBanne ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanteramon

API manufacturer batch number / PIBM240221 APAP/24081243
Howmep cepun npoussoauteiss ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHUMH POU3BOIUTENS FERA00741 FERA00703

TJId:

Solara Active Pharma Sciences
Limited, India / Conapa DkTuB
Wapmd Callenens Jumu ey,
HUnpnus

API Manufactured by & country /
M ponsBojurelis AWC, Crpanu:

Granules India Limited, India /
Ipanyie Plujps JTnvin copn, Hupua

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3axiouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Ioarorosneno: Yogesh -/ [TpoepeHo: Rama kant /Ono6peno: Menemxep /
Chauhan o @»\ d’d‘ Pyxosoautens: Amit Kymar

V7 A i
Reprint Date: Reprint Date: Reprint Date: \

Harta: 23.03.2025

Hata: 23.03.2025

Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000634, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mait@drreddys.com

CIN: L85195AP1984PLC0O04507

WWWLAITEUAYS.Com




‘. . Dr. Reddy's Laboratories Ltd.

( °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel: +91 581656 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Iponykr: M6yknnn®, TabneTKH, NOKPHITHIE MJIEHOYHOI 060510uK0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccust

Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne S VR0 O0bem cepun " 800000.0 Tab
Analytical Report No/ - 040002855260 Date of Analysis / - 93.03.2025
AHaJHTHYeCKHH oTueT Ne JaTa ananuza
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JaTa ripoM3BOACTBa I'open no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAsA : MNB/05/263 ’ . JIII-Ne(003654)-(PT-RU)

Homep PY

| imen3us Ne
Analysis performed according ND: / Ananu3s nposenen no HJI: JITI-Ne(003654)-(PI'-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, aapec, JULCH3US AJIs J-p Pennw’c Jlabopatopuc Jita., Uuaus, ITpouzsoacTBeHHOE
IlpounzBoacTBeHHas niaomanka / Ilmomagka nozpasaenenne-6, Bunn. Kxons, Hanarapx Poyn, banau, JJuctpukt
KOHTpOJA KauecTBa / Ilmomagka BeIMycKa Comnan, X.I1., 173205, Uunus (nmunensus 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».

3ak.r04eHHe 0 COOTBeTCTBHH: «HacTosALIMM s HOATBEPKAAr0, YTO NpHUBEACHHAs BbIlIE MHPOPMALIMSA ABJIAETCA
JOCTOBEpHOH U TOYHOH. DTa cepus NPOIAYKUMHM NpOoM3BeleHa (BKIIOYass yMaKoOBKY (MapKMpPOBKY) M KOHTPOJIb
KANECTRR) HA REILEYKAZAHRON NPOMIROACTREHHON naowagke (MICWAIKAX) R TMOJIHOM COOTDETCTDHH ¢
TpeboBanusamu [lpaBun Hagnexarneil Nnpou3BOICTBEHHON NpakTUKH EBpasuiickoro skoHoMHu4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u Tpeb0BaHUAMHU KOHTPOII Ka4eCTBa JIEKapCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpnmevanne: [Ipoaykr coorserctByer TpeboBanusm HIT 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Yogesh [IpoBepeHo: Rama kant /Onobpeno: Menenxep /
Chauhan // tﬁd— PyxoBoaurens: Amit Kymar
Reprint Date: Reprint Date: ' Reprint Date: J

Hara: 23.03.2025 Hara: 23.03.2025 Hara: 23.03.2025
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 10 of 10 / CTp. 10 u3 10

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

Hpoxyxr: Moykaun®, TabJeTKH, NOKPLITHIE IUIEHOYHOH 06009K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust N s O6nem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002855260 Date of Analysis / . 93032025
AHanHATHYEeCKHI oT4eT No JaTa ananuza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JaTa npou3BoacTBa I'ogen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAsA : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT-RU)

Junen3us Ne

Analysis performed according ND: / Anaan3 nposeaen no H/I: JITI-Ne(003654)-(PT'-RU)-101123

d TaKXXEe B COOTBETCTBUU CO CHGLII/I(I)I/IKaU,I/IﬂMI/I, COICpXKaIMMUCA B pErMCTpallMOHHOM NOCHE CTPaHbl-UMIIOpTEpA.
3anucu 1o NPOU3BOJACTBY, YITAKOBKE X aHAJIU3y NNPOBEPECHEI, H YCTAHOBJIIEHO X COOTBETCTBHUE TpC6OBaHI/I$[M HpaBI/IH

HaJUIexaluen HpOHSBOI{CTBeHHOﬁ [MpaKTUKHU EBpa?;I/II‘:iCKOI“O IKOHOMHUYECKOI'0 COKO3a».

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 23.03.2025 Hara: 23.03.2025

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroToeneno: Yogesh - [IpoBepeHo: Rama kant /OpobpeHo: Menemxep /
Chauhan /4 W PykoBoautens: Amit Kumar
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Reprint Date: Reprint Date: Reprint Date: {

Hata: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiaigana, India
: Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84PLCHD4L507
www.diredays.com




