Dr.Reddy’s ‘j‘:‘

Dr. Reddy's Laboratories Ltdi
Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIiA
Tei: +51 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 0f 10/ Crp. 1 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayx™: MOykinu®, TabieTkH, NOKPLITHIE NIEHOHOI 060104K0ii, 400 Mr + 325 Mr

Market /PolHok

:Russia / Poccus

‘Batch No/ ' Batch Quantity / ~800000.0 tab /

Cepus N\ B V2500252 O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002810236 Date of Analysis / - 93022025
AHaauTHYecKnif oruet No JaTa aHaau3a

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

JaTa mpou3BOACTBA TI'onen no

Mfg. License No. / ]

NpoussoacTBerHas . MNB/05/263 MA number: / . JITI-Ne(003654)-(PT-RU)

Homep PY
| innen3us Ne -

Analysis performed according ND: / Ananus nposeaen no HJI: JIH-N0(003654) -(PT-RU)-101123

Ne | Test / Tlokazareas

Results/ PesyabsTaThi

Specification / Hopma

Appearance /
1 |OnHcaHne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyJOBUAHOH QOPMBI, TOKPBITHIE
TUIEHOYHOH 000JI04KOH OpaHKeBOro
L[BETA, C PUCKOH Ha OJIHOH CTOPOHE;
Ha NOIepevHOM paspese — SAPO
6enoro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky KancynoBUAHOH
(hopMBI, MOKPHITHIE TNIEHOUHOH 000I04KOI
OpaHXEBOro LIBETA, C PUCKOR Ha OJJHOI CTOPOHE;
Ha TIONEPeYHOM paspese — sapo 6enoro win
noutu 6enoro yBera.

Remarks :

The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBercTBYyeT TpeboBaHuAM HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /

[ToarorosneHo: Pravesh Rani/

Checked by /
[IpoBepeno: Rama Kant

et

Approved by: Manager/Executive
/OnobpeHo: Menemjikep /
PykoBoautens: Al lsheL Chauhan

Reprint Date:
JHara: 23.02.2025

Reprint Date:
Jata: 23.02.2025

Reprint Date:
Hata: 23.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4800 2999, Email: mail@drraddys.com

CIN: L85195AP1934PLC0O04507

www.drreddys.com




Dr.Reddy’s €&

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +491 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product ' Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoaykT: U6ykaun®, TabeTkH, NOKPHITHIE MIIEHOYHOiT 060J10uK0ii, 400 Mr + 325 mMr

Market /PpiHOK

:Russia / Poccus

Batch No/ _ Batch Quantity / ~ 800000.0 tab /

Cepusa N V2500252 O6bem cepuu " 800000.0 Tab

Analytical Report No/ . 040002810236 Date of Analysis / . 93.02.2025

AHaquTHYecKHii oTueT Ne JlaTa aHaM3a

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

Jara npou3BoAcTBa I'ogen 1o

Mfg. License No. / MA number: /

IlpousBoncTBeHHAsA : MNB/05/263 ’ ;. JIII-Ne(003654)-(PI"-RU)
Homep PY

aunens M No

Analysis performed according ND: / AHaau3 l'l_[)OBelleH mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

Complies as prescribed/
CooTBETCTBYET

2 |Identification /
IMopmHHOCTH

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 yaep)KUBaHHs OCHOBHBIX I[HKOB Ha
XPOMAaTOrpaMMe UCMBITYEMOro PacTBOPa NOJIKHBL
COOTBETCTBOBATh BPEMEHAM YIEP)KMBaHHNS TMHUKOB
Ha XpoMarorpamMme pacTBOpa CTaHAApPTHBIX
obpasioB ubynpodeHa U napaueramosna (pazaein
«KonnyecTBeHHOE ONpeieIeHHE)

3 |Average tablets weight / 969.0 mg / 969.0 mr

Cpennsist Macca TabJieToK

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

Or 940,9 Mr o
(970,0 mr + 3,0 %)

999.1 MT

4 |Disintcgration / 07 min 15 sec/ 07 muH 15 cex

PacnmagaemMocThb

Not more than 30 min /
He 6omee 30 Muu

Remarks : The Product conforms to ND/
Hpumeuanue: ITpoayxT cooTBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akoueHHe: OI[OEPEHO

Prepared by / . | Checked by /
IMoagrorosneno: Pravesh Rana [ [IpoBepeno: Rama Kant

L7

Approved by: Man der/Executive
/Ono6peno: Menepgkep /
Pykosonutens: A ishek[Chauhan

Reprint Date:
Hara: 23.02.2025

Reprint Date:
JHara: 23.02.2025

Reprint Date:
Hara: 23.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195A4P1934PLCO04507

www.drreddys.com




Dr.Reddy’s €%¢

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.F., 173 205, INDIA
Tel : +91 Y6166 56001-02
www.drreddys.corn

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoaykT: H6ykaun®, Tab1eTKH, HOKPLIThIE IIEHOUHOM 060.104K0M, 400 Mr + 325 Mr

Market /PpiHOK

:Russia / Poccus

Batch No/ , Batch Quantity / ~800000.0 tab /
Cepunst N R OGbem cepHH " 800000.0 Tab
Analytical Repovrt No/ - 040002810236 Date of Analysis / . 23.02.2025
AnaauTHyeckuii oTyer No Jata anajH3a
Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
| laTa npou3BOACTBA Toaen a0
Mfg. License No. / MA number: /
IIpousBoacTeeHHas : MNB/05/263 ) ;. JITI-Ne(003654)-(PI'-RU)
Homep PY
Jaunen3Ha Ne

Analysis performed according ND: / Anann3 l'lpOB_e}:[eH no HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /
PacTsopenne

100% to 102 %

99 % to 101 %

Not less than 70% (Q) of Ci13His02 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H, 30, (ubynpoden) yepes
30 muH

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

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTRyeT Tpebopanusm HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

[Toarorosiaeno: Pravesh Ranejﬁ
y

7

Checked by /
[IpoBepeno: Rama Kant

Approved by: Marglager/Executive

/

/Onobpeno: Mexg/uxep /
PykoBoauTeis: ?& hishek C/muhan
\ /"Il

Reprint Date:
Hara: 23.02.2025

Reprint Date:
Hara: 23.02.2025

Reprint Date:

Jata: 23.02.2025

Registered Office: 8-2-33
Tel: +91 40 2900

337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
2900, Fax: +91 40 4200 2999, Email: maili@drraddys.com

CIN: L85195AP1834PLCO0AS07

Www.drieaduys.com
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Dr.Reddy’s Q,'.

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 172 205, INDIA
Tei: +31 531606 50001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

IpoayxT: U6ykmmnu®, Ta61eTKH, NOKPBbITHIE MIEHOYHOH 000104K0#, 400 Mr + 325 Mr
1 11pOoA) 0y p

Market /Pbinok : Russia / Poccus

Analysis performed according ND: / Ananu3s npoeegen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

Batch No/ : Batch Quantity / ~800000.0 tab/
Cepua N V2500252 O6beM cepuu " 800000.0 Tab
Analytical Repo:'t No/ . 040002810236 Date of Analysis / . 23.02.2025
AHannTHYecKHii oT4eT No Jara anaqmsa
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JaTa mpou3BoACTBA I'open no
Mfg. License No. / MA number: /
IpouzBoacTeeHHAs : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY
JuneH3Hs Ne - |

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoncrBenHble MpuMecH than 0.005% /
Method 1/ Merton 1 4-amuHOodeHoN (npuMech MapaneTamMona) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jiobas equHMyHas npuMech (MOympodeHa wnu
mapaneramona) He 6onee 0,3 %
T Total impurities (Method 1+ Method 2) - not more
Rt than 0.7% / Cymma npumeceit (Meron 1 + Meron
2) He 6onee 0,7 %
7 |Water / Boaa 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorBercTByeT Tpeboanusm HJI

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Pravesh Ranj?

U

[Tpoeepeno; Rama Kant

Approved by: Manager/Executive
/Opo6peno: Menemep /
Pyxosoautens: Ablishek

g?lhan

—

Reprint Date:
Hara: 23.02.2025

Reprint Date:
Jara: 23.02.2025

Reprint Date:
Hara: 23.02.2025

Registered Office:

-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: LB5195AP1934PLC004507
www.drreddys.com




‘. o Dr. Reddy's Laboratories Ltd.
) @ ot s
Formulation Unit-6
Dr. Reddy S '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +591 Yo 1bb 50001-0Z
www. drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 5of 10/ Ctp. 5 u3 10

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

MpoayxT: Hoykaun®, Ta61eTKH, HOKPBITHIE INIEHOUHOI 060/104K0ii, 400 Mr+ 325 mr

Market / Poinok :Russia / Poccus

Batch No/ : Batch Quantity / ~ 800000.0 tab /

Cepus N R O06Bbem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002810236 Date of Analysis / - 93.02.2025

AHajuTHYEeCKHIT oTueT Ne JlaTa aHaan3a

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

JaTa npou3BoACTBa Tonen no

Mfg. License No. / MA number: /

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

JHneH3Ms Ne |

Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

8 |Uniformity of dosage
units /
{OnHOpOoHOCTD Acceptance value (AV) should be not more than
| LO3MPOBAHHS 1.3 15.0 / Tokazaress npuemaeMocTd (AV) 10JDKeH
[- ibuprofen / uGynpoden ObITh He Oosiee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 0.8 15.0 /Tlokasarens npuemneMocty (AV) foiken
napaweTamo ObIT He 6onee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootsercTByeT TpeboBanusm HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manad
[ToaroroeneHo: Pravesh Rana / IIpoeepeHo: Rama Kant /Ono6peno: Menemiep /
/" £ PykoBoautens: Abhjshek C%{buhan
YW - J -
Reprint Date: Reprint Date: Reprint Date:
Hara: 23.02.2025 Hara: 23.02.2025 Hara: 23.02.2025

Registered Office: 8-2-337, Road No. 3, Banjura Riiis, Hyderabad - 500034, Telangana, india
Tal: +01 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1934PLCO04507
Www.drreddys.com



Dr.Reddy’s ":’

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykT: H6yxknnn®, Tab/IeTKH, IOKpBIThIE IIeH0YHOl 0605104Koi, 400 Mr + 325 Mr

Market /PoiHok

:Russia / Poccus

Batch No/ _ Batch Quantity / ~800000.0 tab/

Cepusi Ne % ¥2300232 O6beM cepun " 800000.0 Tab

Analytical Repourt No/ - 040002810236 Date of Analysis / - 23.02.2025

AdajnTHiecKnii oTyeT Ne JaTa ananusa

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

JaTa npou3BoJcTBa TI'onen no

Mfg. License No. / MA number: /

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

JIneH3 ua Ne

Analysis performed according ND: / Auaan3 npopesen nmo HJI: JITT-Ne(003654)-(PI'-RU)-101123

9 [Microbiological purity* /
MukpoouHoaorayecKas
yHcTOTA®

a) Tootal aerobic microbial
count/ Ob1ee yucno
a’pOOHBIX
MUKPOOPTraHH3MOB

b) Total combined yeasts
and mould count / O61uee
YHCJIO IPOXKIKEBBIX H
TJIECHEBBIX TPHOOB

¢) E. coli

NA Not more than 1000 CFU/g/

He 6onee 1000 KOE/r

NA Not more than 100 CFU/g/

NA Shall
1r

be absent in

He 6onee 100 KOE/r

lg / OrcyrcTBue B

Remarks : The Product conforms to ND/
Ilpumeqanne: IIpoaykxT cooTBeTcTBYET TpeboBaHUAM HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
IMoxnrorosieHo: Pravesh Ran%i/7

[

Checked by /

[Tpoeepeno: Rama Kant
)

Approved by: Manager/Executive
/OnobpeHo: MeHe,};{ ep /
PykoBoautens: Abhishek Cr_ileuhan

Reprint Date:
Hara: 23.02.2025

Gt
Reprint Date:

JHara: 23.02.2025

Reprint Date:
Harta: 23.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 400 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com

CIN: LR5195AP1934PLCO04507
www.drreddys.com



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

vill. Kho!, Nalagarh Road, Badd],
Distt. Solan, H.P., 173 205, INDIiA
fel : +91i 681606 56001-02
www.drreddys.com

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 7 0of 10/ CTp. 7 u3 10

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

HpoayxT: Uoyknun®, TabaeTKn, NOKPbITHIE MLIEHOYHO 060104K0ii, 400 mMr + 325 Mr
Market /Poinox :Russia / Poccus
Batch No/ i Batch Quantity / ~ 800000.0 tab /
Cepus N AU O6bem cepun " 800000.0 Tab
Analytical Repourt No / . 040002810236 Date of Analysis / - 23.02.2025
AHaJHTHIeCKHH oTyeT Ne Hata ananusa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029
JaTa mpou3BoacTBa Toxen oo

Mfg. License No. / MA number: /

IlpouspoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY
JuneH3Hs Ne o
Analysis performed according ND: / Auann3 npoBeaen no H/I: JII-Ne(003654)-(PT-RU)-101123

360.0 to 440.0 mg of C;3H3O» (ibuprofen) per
tablet /

Ot 360,0 mMr g0 440,0 mr C13H1302 (uDynpoden) B
TabneTke

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

10 |Assay / KonuuyecrBenHoe
onpenegeHue

409.0 mg /409.0 mr

327.41 mg /327.41 mr

Ot 292,5 mr no 357,5 mr CsHoNO; (mapaueramon)
B TabneTke

11 | Package / Ynakoska 10 tablets in PVC/Al blister. 1 |10 tabletsin PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 Tabnerok |Tabnerok B [IBX/Al 6aucrep. Ilo 1, 2 unu 20
B [IBX/Al 6auctep. ITo 1 6nucrepy |6nrcTepoB B NauKy KapTOHHYKD BMECTE C
B Iauky KApTOHHYIO BMECTE € |HHCTPYKUHEH [0 NPUMEHEHHIO.
HUHCTPYKIHEH Mo NpUMEHEHHIO.
12 | Labeling / MapkunpoBka | According to ND. / B cootetctBuu ¢ H]I.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne [pu Temnepatype He Boiiie 25 °C.
14 | Shelf lite / Cpok 5 years / 5 net
roHOCTH
Note: References in the normative document are given to the Rus. Ph XIV.
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpnmeuanue: [IpoayKT cooTBeTCTBYET Tpebosanusam HJJ 3axmouenne: OJOPPEHO
Prepared by / Checked by / Approved by: Mal;( ger/Executive
INoarorosneHo: Pravesh Rana [TpoBepeHo: Rama Kant /Onobpeno: Menefizxep /
w PyKOBOJUTEND: hishek/fhauhan
& =
Reprint Date: Reprint Date: Reprint Date: !
Hata: 23.02.2025 Hara: 23.02.2025 Hata: 23.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1934PLCO0A507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
Fermulation Unit-5

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Pl

Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 8 of 10 / CTp. 8 u3 10

Product: Ibueclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6yknnn®, Ta61eTKH, IOKPHITHIE MJIEHOYHOH 060.104K0ii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne i a O6bem cepuu " 800000.0 Tab

Analytical Repo;t No / - 040002810236 Date of Analysis / . 23.02.2025

AHanuTU4YeCcKnii oTyeT No JaTa ana;n3a

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

JlaTa mpou3BoOACTBA ToneH 1o

Mfg. License No. / MA number: / _

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

JHneH3us Ne

Analysis performed according ND: / Ananu3 npoeeaen no HJ: JIII-Ne(003654)-(PI'-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.

ITpumevanue: CcblIKH B HOPMATHBHON OKyMeHTaluuu npuBeneHsl Ha I'® PO XIV.

* TIpOBOAKTCS IPOU3BOAUTENIEM MPH BBITYCKE NIEPUOAWYECKH: AJist Kaxaoi 20-oi cepud WK He MeHee 1 pasa B
rog. [TokasaTens MOXeET OBITh HE BKJIFOYEH B CEPTUPUKAT aHaIN3a GUPMBIL.

API name / HanmenoBanue A®C:

Ibuprofen / U6ynpoden

Paracetamol / [Tapaueramon

INN / MHH:

Ibuprofen / UOynpoden

Paracetamol / IlaparietamMon

API manufacturer batch number /
Homep cepun npounssoautens ADC:

PIBM240211, PIBM240211

0545/24-25, 0547/24-25

FP Manufacturer API Batch number /

HOMep cepuun CY6CT2HHHH MMpOU3BOAUTEISAA

IJ1D:

FERA00682, FERA00683

FERAQ00533, FERA00534

API Manuflaclured by & counlyy /
Ilpoussoaurtens A®C, cTpaHa:

Solara Active Pharma Sciences
Liwited, India / Conapa DRTHB
®apMma Caitencus JlumuTen,
Wuaus

Sri Krishna Pharmaceuticals
Limited, India / Hlpwu ICpuinna
O®apMmaceloTUKaic Jlumuren,
Hunus

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoayKT cooTBeTCTBYET TpeboBanusam HJJ

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Prepared by /
[ToarotosneHo: Pravesh Rana

/

Checked by /
[IpoBepeHo: Rama Kant

Approved by:
/Onobpeno: Mefiemxkep /
PykoBoauTens: 'Abhishc}!\' Chauhan

nager/Executive

e

Reprint Date:
Jara: 23.02.2025

Reprint Date:
Hara: 23.02.2025

Reprint Date:
Jlata: 23.02.2025

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: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.

@
, % Fermulation Unit-6
Dr. Reddy s " Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 9 of 10/ CTp. 9 u3 10

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

Mponys<T: Hoykaun®, TabneTkH, NOKPHITHIE IJIEHOYHOI 06051049K0ii, 400 Mr + 325 Mr

Market/PoiHok :Russia / Poccust

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

Cepusi Ne i VEts O6bem cepHH " 800000.0 Tab

Analytical Repoz‘t No/ - 040002810236 Date of Analysis / . 93.02.2025

AHanuTuyeckuit oryer No JlaTa aHajm3a

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

JlaTa mMpou3BOACTBA Togen no

Mfg. License No. / MA number: /

IIponzBoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

JHuen3usa Ne

Analysis performed according ND: / Anaan3 nposeaen 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) /

Haumenosanue, ajgpec, THIEH3HUA ANA H-p Pennw’c Jlabopatopuc Jita., Muaus, ITIponssoacTBeHHOE
IIpouzBoacTeeHHas miaomaaka / Ilnomanka noxapasaenenue-6, Bunn. Kxons, Hanarapx Poya, banau, JIucTpHKT
KOHTPOJIA KayecTBa / Ilomaaka BeIIycKa Conan, X.I1., 173205, Unaus (nuuensus nomep 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».

3aKJ/04eHHe 0 COOTBEeTCTBHH: «HacToAmmM s MOATBEPIKAAl0, YTO MPHBEACHHAs BhIIE MHOOPMALUA ABJIAETCS
JIOCTOBEPHOH M TOYHOM. OTa cepus NMPOAYKUMM NpoM3BeJeHa (BKIIOYas yMaKoBKYy (MapKHUPOBKY) M KOHTpPOJb
KAayecTBa) Ha BHIIIEYKA3aHHOM TPOW3BOACTBEHHOHM Iuomanke (TUIOINAAKax) B IOJHOM COOTBETCTBHH C
Tpe6oBanusaMu [lpaBun Haanexaiie NpoU3BOACTBEHHOHN NpakTHKH EBpasuiickoro skoHOMH4ecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHtsa6ps 2022) u Tpe60OBaHUAMU KOHTPOJIS Ka4eCTBa JIEKapCTBEHHBIX CPEIICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: [Tpoaykr cootBercTBYeT TpeGosanuaM HJI 3axmoyenue: OJJOBPEHO

Prepared by / , | Checked by / Approved by: M ,I ager/Executive

[Togroroeneno: Pravesh Rana/’ | IlpoepeHo: Rama Kant /Onobpeno: Meungmxep /

/ Pykooautens: Albhishek Chauhan

\

Reprint Date: Reprint Date: Reprint Date: [

Jara: 23.02.2025 Jara: 23.02.2025 Hara: 23.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drraddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 10 of 10 / CTp. 10 13 10

’Fr\oduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mponyx<T: M6ykiun®, TabaeTKH, NOKPBITHIE IIEHOUHOH 060104KOH, 400 Mr + 325 Mr

Market / PriHok :Russia / Poccus

Batch No / _ Batch Quantity / ~800000.0 tab /
Cepus_Ne £ V2500232 O6bem cepun " 800000.0 Tab
Analytical Repo\rt No / - 040002810236 Date of Analysis / - 93022025
AHanuThyecKuii oTyeT Ne JaTa aHaansa

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JaTa npoM3BoJCcTBA T'oaen 1o

Mfg. License No. / MA number: /

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

Homep PY
JHueH3ua Ne
Analysis performed according ND: / Anaiu3 nposesen no HJI: JITI-Ne(003654)-(PI-RU)-101123

a TaK)e B COOTBETCTBHH CO CreUUPUKALMUIMHU, COAEPKALMMUCA B PETMUCTPALIMOHHOM JI0Che CTPaHbI-UMIIOpTEpa.
3anucH I10 MPOU3BOACTRY, YIIAKOBKE H aHau3y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuAM I IpaBui

Hajexaleu HpOHBBOZLCTBeHHOﬁ MMpaKTHUKH EBpaSI/If/iCKOFO JKOHOMHYECKOIo COO3a».

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akaouenue: IOBPEHO

Prepared by / | Checked by /
[ToproropneHo: Pravesh RanaZ [Iposepeno: Rama Kant

Approved by:l,". lanager/Executive
/Onobpeno: Menemxep /

W PykoBomuTenk: Abhishgk Chauhan
Reprint Date: Reprint Date: ‘ Reprint Date:
Hara: 23.02.2025 Hara: 23.02.2025 Hara: 23.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Emait: razil@drraddys.com
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www.drreddys.com




