Dr.Reddy’s ‘,‘:‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Dis:t. Solan, H.P., 173 205, iNDIA
Tel - +51 58155 530001-02

www.drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 1 0f 10/ CTp.1 13 10

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

Mpoaykr: UGyknuu®, TaGreTKH, NOKPLIThIE IIEHOUHOI 060104K0#, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccust

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus Ne V20220 O6nem cepuu " 800000.0 Tab

Analytical Rep0}‘t No/ - 040002809761 Date of Analysis / . 94.02.2025

AHauTHYeCcKH#i oTueT No JlaTa aHanu3a

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

JaTa mpou3BoaAcTBA B T'open 1o

Mfg. License No. / .

TIpousBogcTRennan - MNB/05/263 pir g Tl Sy . JITI-Ne(003654)(PT-RU)
Homep PY

JIHNEeH3Hs Ne

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

Ne |Test/ Iloka3aTean

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Ounncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyinoBUAHOR GOpMBIL, IOKPKITHIE
TUTEHOYHOH 000JI0UKO# OpaHKEBOTO
LIBETA, C PUCKON H& OJHOH CTOPOHE;
Ha MOMNepedHoM pa3pese — spo
GeJioro ngera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyaoBUAHON
(hOpMBI, MOKPBITHIE TIIEHOUHOH 060104KOM
OpaHXeBOro 11BETa, C pUCKON Ha OJHOM CTOPOHE;
Ha NorepeyHoM paspese — aapo Oeoro win
nouTty 6eyoro UBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [MpoaykT cooTBeTcTBYET TpeboBaHusaM HJL

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Prepared by /
ITonrorosneno: Shehnaz

Checked by /

Maurya

ITpoepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: MeHemxep /
Pykosonutens: Pavan Kumar Sharma

- —
-

Reprint Date:
Harta: 24.02.2025

Reprint Date:
Jara: 24.02.2025

—

Reprint Date:
Hara: 24.02.2025

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

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘g‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel s 91 S5166 DG001-C2

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ CTp.2 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykt: H6ykaun®, Ta6eTKH, NOKPHITHIE MJIEHOUYHOH 060104K0i, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne V2500225 O0neM cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002809761 Date of Analysis / . 94.02.2025

AnajgurHyecknid oTger Ne JlaTa aHaJmM3a

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

JaTa npou3BoJCTBA T'onen no

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis perforn_1ed according ND: / Anaiu3 nposegen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

2 |Identification /

| IlogmuHHOCTH
[

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) /
BpemeHa ynepKuBaHHS OCHOBHBIX ITHKOB Ha
XpOMaTOorpaMMe UCTIBITYEMOTO pacTBOpa NOJIKHBI
COOTBETCTBOBATH BpEMEHAM YACPKUBAHUS ITUKOB
Ha XpomarorpaMMe pacTBOpa CTaHIAapTHBIX
obpazior ubynpodena U mapaneramosia (pasjen
«KoJinuecTBEHHOE ONpeeIEHUE)

3 |Average tablets weight /

Cpennsis Macca TabjieTox

973.2 mg/973.2 Mmr

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

Or 940,9 Mr zo 999,1 MT
(970,0 mr + 3,0 %)

4 |Disintegration /
PacnmagaemocTthb

06 min 10 sec / 06 muH 10 cek

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTsercTByeT TpeboBanusam HJJ

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by /
IToarorosiieHo: Shehnaz

Checked by /

[TpoepeHo: Santosh Kumar

{Qy Maurya @7

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoautens: Pavan I(L}}ﬁar Sharma

e

o

Reprint Date:
Hata: 24.02.2025

Reprint Date:
JHata: 24.02.2025

Reprint Date:
Hata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indiz
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: +21 981566 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 3 of 10 / Cp. 3 u3 10

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

Ipoayxr: U6ykaun®, TabieTKH, MOKPBHIThIE MJIEHOUHOI 060/104uK0ii, 400 Mr + 325 Mr
poay ) p

aunen3ust No

Market / PbiHOK :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne + V2500225 O6bemM cepHu " 800000.0 Tab
Analytical Repovrt No/ . 040002809761 Date of Analysis / . 94.02.2025
AHanuTHYecKui oTyeT Ne JlaTa aHa/u3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa mpou3BOACTBa I'oaen po
Mfg. License No. / MA number: /
IIponsBoacTBEHHAA : MNB/05/263 Homep PY . JITI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anaiu3 nposeaen no HJI: JII-Ne(003654)-(PT° -R_U)-101 123

5 |Dissolution /

PacreopeHnne
99% to 103 %

99 % to 103 %

Not less than 70% (Q) of Ci3Hi302 (ibuprofen)
after 30 min/

He menee 70 % (Q) C3H30, (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHgNO-: (mapaueramon)
yepes 30 mun

Remarks : The Product conforms to ND/
Hpumeuanue: IIpoaykt coorsercTByeT TpeboBanuam HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /

[Moarorornexo: Shehnaz L Hposepeno: Santosh Kumar | /Ogo6peno: Menemxep /

C)}/ Maurya @ PyxoBogutens: Pavan K__uihar Sharma
() P

Approved by: Manager/Executive

Reprint Date: - Reprint Date:
Hara: 24.02.2025 Jara: 24.02.2025

—

Reprint Date:
Jlara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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
Tel:+91 58166 560C1-02
www.drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 4 of 10/ C1p. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxt: Noyknun®, TabaeTKH, NOKPHITbIE INIEHOYHOI 060104K0,; 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepus No i V2o0v22o O0beM cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002809761 Date of Analysis / . 94.02.2025

AHanuTHYeCKHH oTueT Ne JlaTa ananusa

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

JlaTa mpousBoJcTBa B I'onen no

Mfg. License No. / .

TIpoM3BOACTBEHHAR . MNB/05/263 S B | . JITI-Ne(003654)~(PT-RU)
Homep PY

JuneH3us Ne -

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

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PonacrBeHHble MpuMecH than 0.005% /
Method 1/ Metogn 1 4-amuHodeHon (nMpuUMech MapaileraMmosa) He
oonee 0,005 %
. Any individual impurity (of ibuprofen or
Method 2 / Metoz 2 0.03% paracetamol) - not more than 0.3% /
JIobas enuuuuHas npuMmech (MOympodeHa wiu
napaneramona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceit (Metoa 1 + Mertox
) 2) He 6onee 0,7 %
7 |Water / Boaa 1.2 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IMpumeuanue: [Tponykr cootBercTByeT TpebopanusaM HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
[Moarorosneno: Shehnaz

Checked by /

| ITpoBepeHo: Santosh,:umar
&

(\__HC/ Maurya #

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
Pyxosonutens: Pavan Kumar Sharma

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

Reprint Date: i

Harta: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €&

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H P, 173 205, {NDIA
Tel : +91 98166 56001-02
www.drreddys.coin

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJTU3A

Page 5 0f 10/ Crp. 5 u3 10

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

Mpoayxr: M6ykaua®, TaGeTKH, NOKPHITHIE IIIEHOYHOM 000/104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus N\e F V2500225 O0beM cepun " 800000.0 Tab

Analytical Report No / - 040002809761 Date of Analysis / . 24.02.2025
AHanaTH4ecKHii oTueT Ne Jdata anaiu3a

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

Jata npou3BoacTsa T'ogen no

Mfg. License No. / MA number: /

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

JuneH3usa Ne

Analysis performed accordfng ND: / Anaau3 nposeaen no HJE: JII-Ne(003654)-(PTI-RU)-101123

Uniformity of dosage
units /

OpHoponHOCTh

2 03UPOBaHUS

- ibuprofen / ubynpoden

8

2.9

|- paracetamol / 1.5

(napaueramon

Acceptance value (AV) should be not more than
15.0 /Iokasarens npuemieMocTH (AV) JoikeH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /IlokazaTens npuemyieMocTH (AV) 10JKeH
ObITH HE Oonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Shehnaz | FposepeHo: Santosh Kumar | /Ono6peHo: Menenxep /

q>/ Maurya [ A Pyxosoaurens: Pavan Kumar Sharma
Reprint Date: - Reprint Date: Reprint Date: e
Hara: 24.02.2025 Jara: 24.02.2025 Hara: 24.02.2025

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: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Qf

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, DA
Tel:+51 581665500102

wyw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 6 of 10/ Ctp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxaykr: M6ykaun®, TaGneTKH, NOKPbITHIE IUIEHOYHOH 060/104K0ii, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccust

Batch No / S Batch Quantity / . 800000.0 tab/

Cepust No 3 V2500225 Ob6bem cepun ~ 800000.0 Tab

Analytical Repo\}‘t No/ - 040002809761 Date of Analysis / . 94.02.2025

AnaqnTudeckuii oTuet Ne JlaTa aHaM3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa mpoH3BOACTBA T'ogen go

Mfg. License No. / MA number: /

IIpouzBoacTBeHHas : MNB/05/263 ) : JITII-Ne(003654)-(PT'-RU)

Homep PY
nuueH3us Ne

Analysis performed according ND: / Anaau3 nposegen nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxkpobuoJsiornyeckas
]‘IHCTOTa*
'a) Total aerobic microbial
| count / Obuiee yucno
a’3poOHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts
and mould count / Ob1ee
YUCIIO PONOKEBBIX U
TJIECHEBBIX TpHOOB

c) E. coli

NA

NA

NA Shall
lr

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 lg / OrtcyTcrBUe

B

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykrt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmawouenune: OJOBPEHO

Prepared by /
[Toaroroeneno: Shehnaz

Qs P

Checked by /
| HpoeepeHo: Santosh Kumar

Maurya | ’-}‘.
L

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoautens: Pavan Kumar Sharma

— =

== ===

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Harta: 24.02.2025

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@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 2G5, INDIA
Tei ; +51 98166 56001-C2

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIU3A

Page 7 0of 10/ Ctp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: M6ykaun®, TabeTKH, NOKPbIThIE IJIEHOYHOMH 060,10uK0ii, 400 Mr + 325 mr

Market/ PeiHOK :Russia / Poccust
Batch No / Batch Quantity / 800000.0 tab /
. ’) .
Cepus Ne § V2500225 O6bem cepuH " 800000.0 Tab
Analytical Repourt No / - 040002809761 Date of Analysis / © 94.02.2025
AHAMUTHYECKHIT 0TUET Ne JlaTta ananuza
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
JlaTa mpou3BOACTBA T'ogen 1o
Mfg. License No. / MA number: /
IpousBoacTBeHHasA : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY
JHIEeH3uA Ne

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

10 |Assay / KonnuecTBeHHOE
onpexeieHne

411.7 mg/411.7 mr

327.71 mg/327.71 Mmr

360.0 to 440.0 mg of C3H;302 (ibuprofen) per
tablet /

Ot 360,0 mMr o 440,0 mr C13H 302 (ubynpoden) B
TabneTke

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

Ot 292,5 mr go 357,5 mr CsHyNO; (napaueramon)
B TabneTke

11 | Package / YniakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [1o 10 Tabnetok
B [IBX/Al 6nuctep. 1o 1 6nuctepy
B Mauky KapTOHHYIO BMeCTe ¢
MHCTPYKLMEH 0 IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerox B [IBX/Al 6mucrep. Ilo 1, 2 unm 20
ONMYCTEPOB B Ma4yKy KapTOHHYIO BMECTE C
HHCTPYKIMEH MO NPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B coorsercteuiu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHneHHe Ipu Temneparype He Bblie 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
TOMHOCTH

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

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanmsam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[MToarorosneno: Shehnaz

Checked by /

[TpoBepeno: Santosh Kumar

Q) / Maurya @l

Approved by: Manager/Executive
/OpobpeHo: Menemxep /
Pyxosoaurens: Pavan Kumar Sharma

—

Reprint Date:
Hara: 24.02.2025

Reprint Date:
JHara: 24.02.2025

-

Reprint Date:
Jlata: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tejangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Emaik: maii@drreddys.com

CIN: L85195AP1984PLCO04507

www.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 : +51 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
Page 8 of 10 / Cp. 8 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: M6ykauu®, TabeTKH, NOKPBITHIE ILIEHOYHOH 060.104K0i, 400 Mr + 325 Mr
Market / PbiHOK :Russia / Poccus
Batch No / : Batch Quantity / _ 800000.0 tab /
Cepust Ne § V2000225 O0BbeM cepHH " 800000.0 Tab
Analytical Repo:‘t No/ - 040002809761 Date of Analysis / . 94.02.2025
AHaMTHYeCKHI oTueT No JlaTa anam3a
Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029
daTa npou3BoicTBa T'onen g0
Mfg. License No. / MA number: /
IIpou3BoAcTBeHHAN : MNB/05/263 : 1 JIII-Ne(003654)-(PI'-RU)
Homep PY

Jaunen3us Ne -
Analysis performed according ND: / Ananu3 nposegen no HJI: 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.

Ipumeuanue: Cchliki B HOPMAaTHBHOH JOKyMeHTauuy npueeaeHsl Ha ['O PO XIV.

* [IpoBOAUTCS TPOU3BOAMTEINEM [IPH BBIYCKe MEPHOANUECKH: I Kax ol 20-0if cepun uinn He MeHee 1 pasa B
roa. [ToxasaTenb MoXeT ObITh HE BKJIIOUEH B cepTH(UKAT aHaIH3a QUPMBI.

API name / HaumenoBauune ADC:

Ibuprofen / U6ynpoden

Paracetamol / ITapanieramon

INN / MHH:

Ibuprofen / U6ympoden

Paracetamol / ITapauetamon

API manufacturer batch number /
Howmep cepun npoussogurenas ADC:

PIBM240211, PIBM240211

0545/24-25

FP Manufacturer API Batch number /
Homep cepuu cyOcTaHIHH POH3BOANTE/ISA
TJId:

FERA00682, FERA00683

FERA00533

API Manufactured by & country /
IIpouseoautens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa 3xT1B
®apma Caitencus Jlumuren,
Wnnus

Sri Krishna Pharmaceuticals
Limited, India / lllpu Kpuiina
®apmacerotukanc Jlumuren,
HUnnus

Remarks : The Product conforms to ND/

Opinion : APPROVED

ITpumeuanue: IlpoaykT cootBercTBYET TpeboBannam HJI

3axmouenue: OJOBPEHO

Prepared by / Checked by /
[Toarororneno: Shehnaz
Maurya

Alposepeno: Santosh Kumar

@

f——

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PykoBoaurens: Pavan Kumar Sharma

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

-

Reprint Date:
Hara: 24.02.2025

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: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +21 98165 56001-02
www.drreddys.com

Dr.Reddy’s Qi’

CERTIFICATE OF ANALYSIS
CEPTUG®UKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Ipoayxr: M6ykann®, TabaeTkH, NOKPBIThIE MJIEHOYHOH 060/104K0M, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2300225 O6beM cepuu * 800000.0 Tab

Analytical Report No/ - 040002809761 Date of Analysis / . 24.02.2025

AnanuTudeckuii oryer No Jarta anainsza

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

JlaTa 1poH3BOACTBA I'open mo

Mfg. License No. / MA number: /

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

JHneH3us Ne ]

Analysis performed according ND: / Anasu3 nposeaen no HJI: JITI-Ne(003654)-(PT-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) /

HaunMeHoBaHHe, aapec, JINLECH3UA 1S I-p Pennu’c JlaGoparopuc JIta., Uuaus, [Ipou3BOACTBEHHOE
IIpouseoacTBeHHas miomanaka / Ilnomanaka noapaszaenenue-6, Bunn. Kxons, Hanarapx Poyn, banmu, JInctpukt
KOHTpoJs1 KayecTBa / [lomaaka Beinycka Conan, X.I1., 173205, Unausa (nuuensus 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».

3aKJII04eHHEe 0 COOTBETCTBUH: «HacToAIKMM 5 MOATBEPKAAIO, YTO NPHBEJCHHAs Bbllle HHPOPMALMA SBISETCS
JOCTOBEpHOH ¥ TOYHOM. DTa cepus NMPOAYKLUMH NpoM3BeAeHa (BKIOYAs YNAKOBKY (MapKUPOBKY) W KOHTPOJB
KadecTBa) Ha BBIIEYKA3aHHON MPOM3BOACTBEHHOH miomanke (IUIOWAAKax) B MMOJHOM COOTBETCTBHH C
TpeGoBanuamy [IpaBun Hajulexameil NPOU3BOACTBEHHOM NpakTHku EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuts6pst 2022) u TpeGOBaHUAMHU KOHTPOJIS Ka4eCTBa JIEKapCTBEHHBIX CPE/CTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [IpoaykT cootBeTcTBYeT TpeGoBanmam HJT 3axaouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Shehnaz IIposepeno: Santosh-Kumar | /Ono6peno: Menemxep /
/}g p AMaurya r—iﬂ( PykoBoaurens: Pavan Kuriar Sharma
— / L --“—_ _:___ o
Reprint Date: = Reprint Date: Reprint Date: i
Hara: 24.02.2025 Jara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A
Page 10 of 10 / Ctp. 10 u3 10

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

Hponykt: U6ykaun®, TabaeTKH, HOKPBITBIE ILIEHOYHOH 06010uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne i V2500225 O0bem cepuH " 800000.0 Tabd

Analytical Report No/ - 040002809761 Date of Analysis / . 24.02.2025
AHaJMTHUYECKHH oTYeT Ne JlaTa aHaau3za

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

JlaTa npou3BoAcTBA T'oaex no

Mfg. License No. / MA number: /

IIpouzBoacTBEHHAN : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)

Homep PY

Jinnen3us Ne

Analysis performed according ND: / Ananu3 nposeaen nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

a TaKXke B COOTBETCTBHHU CO CrielUPUKALUAMHU, COAEPNKAIUMHUCA B PErUCTPALMOHHOM JIOChe CTPAaHBI-UMIIOpPTEpA.
3arnucu 110 NpoM3BOICTBY, YNAKOBKE U aHANIM3Y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusAM [1pasui
Ha/iexkallei MpoOU3BOACTBEHHOM NPaKTHKK EBpasniiCcKOro 3KOHOMUYECKOT0 COIO3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Ipoaykr cootseTcTByeT Tpebosanusm HJ| 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroTorneHo: Shehnaz IpoBepeno: Santosh Kumar | /Onobpeno: Menemxep /

L{%g/ " | Maurya { a\ PyxoBoaurens: Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date: S
Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

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