Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarn Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.diredays.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 1 0f 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
pomyxr: M6yxnnn®, Ta6/1eTKH, IOKPBITHIE IEHOUHOH 0601049K0H, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne  Vi2algese Oo6neM cepun " 800000.0 Tab

Analytical Repourt No/ - 040002732540 Date of Analysis / . 91112024

AHajguTH4ecKHii oTdyer Ne JaTa anajanza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa npoM3BOACTBA - I'open no

Mfg. License No. / MA number: /

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

JHneH3ns Ne -

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

No [Test / Ilokazareib

Results/ _Pe3y.m>TaT1>1

Specification / Hopma

Appearance /
Onucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KamncyJNOBUIAHOH (HOpPMBI, MOKPHITIE
NJIeHOYHOH 060JI0UKOH OpaHKEBOTO
[BETA, C PUCKOI HA OJHOU CTOPOHE;
Ha TMOTepevHOM paspese — AApo
6eJioro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku Kancyia0BUIHOR
(hopMBI, MOKPEITHIE TIICHOYHOH 000104K0H
OpaHXKEBOro LIBETA, C PUCKOM Ha ONHOI CTOPOHE;
Ha MONEPEYHOM pazpese — Aapo 6enoro win
rouTH 6eJioro LuRBeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumevanue: Tpopykr coorsercisyer rpeGusannam HJT 3axmocmie: OfTOBPEHO

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

IToprotorneno: Santosh Kumar | [Ipoepeno: Pawan Kumar /OnobpeHo: ME-IHE,ZL}KC]J/

Maurya 1 /) PyxoBoauTens |' Abhishek Chauhan
4 - N

Reprint Date: Reprint Date: Reprint Date:

Jarta: 21.11.2024 Hara: 21.11.2024 Harta: 21.11.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangane, India

Tel.

+G1 40 1900 2960, Fax:

+91 4C 4200 2999, Emall: imail@drreddys.com

CIM: L35135AP1984FPLLD04597

wwyrdrreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Disit. Solan, H.P, 173 205, IND!A
Tel: 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6ykaun®, TabaeTKH, NOKPLITbIE NJIEHOYHOH 000109K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No : V2402384 O0nem cepuu " 800000.0 Tab

Analytical Repo‘}rt No/ - 040002732540 Date of Analysis / . 21.11.2024

AHaquTH4YecKnii oTyer No JaTta ananza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa mpon3BoacTBa TI'oxen no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

Jaunen3us Ne o

Analysis performed according ND: / Anann3 nposegen nmo HJ/I: JIII-Ne(003654)-(PT'-RU)-101123

2 |Identification /
HHoamiHHOCTH

Complies as prescribed/
Co0TBeTCTBYET

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 ynep:KUBaHUs OCHOBHBIX IIHKOB Ha
XpOMAaTOIpaMMe HCITBITYEMOTO pacTBOPA JOJDKHBL
COOTBETCTBOBAThL BpEMEHaM yJIEep KHBaHHsI THKOB
Ha XpoMaTorpamMMe pacTBOpa CTaHAAPTHBIX
obpasuor ubynpodeHa u napaneramorna (pazaen
«KonuuecTseHHOE ONpeaeieHue»)

3 |Average tablets weight / 972.1 mg/972.1 mr 940.9 mg to 999.1 mg
Cpeanss macca TabjieTox (970.0 mg + 3.0 %) /
Or 940,9 M zo 999,1 MT

(970,0 mr + 3,0 %)

4 |Disintegration /
PacnagaemMocTn

06 min 19 sec/ 06 MuH 19 cek

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykt cooTBeTCcTBYET Tpebosanuam HJI

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Prepared by /
[Moarorosneno: Santosh Kumar
Maurya

Checked by /
IIporepeno: Pawan Kumar
)

Approved by: Manager/Executive
/OnobpeHo: Mepeukep /
PykoBoputens | AbhishelT)Chauhan

|
\
A

Reprint Date:
Hata: 21.11.2024

-
Reprint Date:

JaTa: 21.11.2024

Reprint Date: i

Jarta: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tol: +81 40 4900 2500, Fax: +91 40 4900 2999, Email: mai@drreddys.com
CIMN: L85135AP1984PLC0O04507

www.direddvi.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 98166 56001-02
www.drreddys com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page 3 of 10/ Cp.3 n3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoxysr: H6ykaun®, TabaeTkn, NOKPBITEIE IIEHOYHOH 06010uK0ii, 400 Mr + 325 Mr

Market/ PoiHok

:Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne ¢ Vi2al23edk Oo0bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002732540 Date of Analysis / - 21.11.2024

AHanTHTHYecKH# oTyeT No JlaTta ananu3sa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JaTa npon3BoacTBa I'onen o

Mfg. License No. / MA number: /

IIpon3BoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

Junen3us No

Analysis performed according ND: / Anaaun3 nposeaen no H/: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /
Pacreopenne

|

101 % to 104%

100 % to 103%

Not less than 70% (Q) of Ci3Hi30: (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3His0; (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsH9NO; (paracetamol)
after 30 min /

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Mpoaykr cootBercTYeT Tpebosanusm HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Hara: 21.11.2024

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

[ToarorosneHo: Santosh Kumar | [Iporepeno: Pawan Kumar /Onobpeno: Metnemxep /

Maurya @ e, Pykosoautens \AbhishekyChauhan
A B -

Reprint Date: Reprint Date: Reprint Date:

Harta: 21.11.2024

Hara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangzna, India
Tal, +61 40 4900 2860, Fax: +91 4€ 4300 2999, Ernail: maii@drreddys.com
CIMN: L851235AP1984PLCO0A507

Ay direddyz.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 4 of 10 / Ctp. 4 u3 10

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

Hponyxr: H6ykann®, TabaeTKH, HOKPBITHIE MIEHOYHOI 060,104K0H, 400 My + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepun Ne  Vi2id02a5s O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002732540 Date of Analysis / - 91.11.2024

AHajJHTHYecKHH oTueT Ne JlaTa ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa nipoM3BOACTBA I'ogen oo

Mfg. License No. / MA number: /

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

JHUen3ns Ne

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

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHble IpUMecH than 0.005% /
Method 1/ Meron 1 4-ampHOodeHon (nmpuUMech Mapalneramona) He
6oiee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
perucIpatiu Jio6as enuHM4Has npuMeck (WOympodeHa UU
napatieramona) e 6osee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.0004% than 0.7% / Cymma npumeceii (Meron 1+ Meton
: ° 2) He 6onee 0,7 %
7 |Water / Boaa 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuganue: [TpoaykT cooTBeTcTBYeT Tpebopaumsam HJII

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Santosh Kuymar
Maurya %

ITposepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Mengmxep /
PykoBoautens A hishek ﬁhauham
t P
\

\ =

Reprint Date: |
Jara: 21.11.2024

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Jara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel #5140 4900 2900, Fax: +91 40 1200 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLCO04507

wveandrreddys.com




Dr.Reddy'’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Page 5 of 10 / Crp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: Moykaun®, TabaeTKH, NOKPLITHIE IJIEHOYHOl 060/10uKoii, 400 Mr + 325 Mr

_Analysis performed ac_c;)rding ND

Market/ Peinok :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust No V2402384 O6bem cepuu " 800000.0 Tab

Analytical RepO}'t No/ - 040002732540 Date of Analysis / - 91.11.2024

AHaauTH4yecKHii oTyeT No Jata apannsza

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa npon3BojacTBa I'onen oo

Mfg. License No. / MA number: /

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

JIHIeH3ua Ne

: / Anann3 npoBegen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

8 |Uniformity of dosage
units /
OmHopoHOCTE
J031POBAHUS

- ibuprofen / uéynpoden

- paracetamol /

1.6

1.6

Acceptance value (AV) should be not more than
15.0 / Ilokazarens npueMaeMocTu (AV) HomDKeH
ObITE He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / Ilokazarens npuemieMoctu (AV) nomkeH

napaueTamMoti

OBITH He OoJee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanue: [IpoayxT cooTBeTCTBYET TpeboBanusm HJT 3akmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Santosh Kumar | [TposepeHo: Pawgn Kumar /Opobpeno: Mepemxep /

Maurya

i

—

Lgrﬂ" PykoBoaurens _ bhjshei( Chauhan

Reprint Date:
Hata: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Registered Office: 8-2-

32
33
Tel, +61 40 4900 2

7, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India

9GO0, Fax: +91 4C 4900 2999, Erail: mail@drreadys.com
CIN: L85195AP1984PLCO04507

wwiww.drreddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A
Page 6 of 10/ Cp. 6 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxyxr: Hoykaus®, TabaeTKH, HOKPBITHIE IJIeHOYHOH 0601049Ko#i, 400 Mr + 325 Mr
Market/ Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepust Ne V2402384 OGbem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002732540 Date of Analysis / - 91.11.2024
AHaITHYecKHil oTueT Neo JlaTa aHa/u3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JdaTta Dpou3BojacTBa T'onen go
Mfg. License No. / MA number: /
IIpouzBoacTBEHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

Junen3us Ne S
Analysis performed according ND: / Ananu3s npoegen no HJI: JITT-No(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
MukpobuoJioruyeckas
yucrora*

a) Total aerobic microbial
count / Obuee yucno
aspoOHBIX

MHUKPOOPraHu3MoB

NA

b) Total combined yeasts NA
and mould count / O61ee
YHUCIIO JPOMXOKEBBIX U
IJIECHEBBIX IPUOOB

¢) E. coli NA

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

Not more than 100 CFU/g /
He 60nee 100 KOE/r

Shall absent in

1r

be lg / OrcyrcTBUE B

Remarks : The Product conforms to ND/

Opinion : APPROVED

&

~

/%;

IIpumeuanue: [IpoaykT cooTseTcTBYET TpeboBaHuam HJ| 3axmiouenue: YOJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toaroropneno: Santosh Kumar | IlpoeepeHo: Pawan Kumar /Ono6peHo: Méuemkep /

Maurya % I

PykoBoaurens Ill Abhisheli Chauhan |
1
\ ,

Reprint Date:
Hara: 21.11.2024

Reprint Date:
JlaTa: 21.11.2024

Reprint Date:
Jata: 21.11.2024

Registered Office: 8-2-

7, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel. +51 40 49

33
00

2800, Fax: +51 4C 4300 2999, Email: maii@drreadys.com
CIM: L85135AP19S4PLLON04507
wwwy drreddyz.com



Dr.Reddy'’s ":‘

Dr. Reddy's Laboratories [td.
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
CEPTUOPHUKAT AHAJIU3A

Page 7 of 10/ Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: Uoykaun®, Tab1eTKH, IOKPBITHIE IJIEHOYHOH 0601049K0ii, 400 Mr + 325 Mr

Market/ PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne + V2402384 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002732540 Date of Analysis / - 91.11.2024

AnanuTuuyecKuii oruet Ne JlaTa aHa/jim3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa rIpou3BoACTBA TI'onen no

Mfg. License No. / MA number: /

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

gunen3nsa Ne o

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

10 |Assay / KonudecTBeHHOE

onpeaesenue

401.6 mg/401.6 Mmr

326.14 mg / 326.14 mr

360.0 to 440.0 mg of C;3H30, (ibuprofen) per
tablet /

Ot 360,0 mr o 440,0 Mr C13H 1302 (n6ympoden) B
Tabnetke

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

0Ot292,5 mr no 357,5 mr CsHoNO, (napaneramon)
B TabneTke

11 | Package / YnakoBka

10 tablets in PVC/AIl blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6nuctep. 1o 1 6auctepy
B MayKy KapTOHHYIO BMECTE C
HUHCTpPYKIHEH 1T0 MTPUMEHEHHIO,

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / [Io 10
tabnerox B [IBX/Al 6micrep. [To 1, 2 unu 20
bnucTepoB B Mmayky KapTOHHYIO BMECTE C
HHCTPYKLHEH M0 IPHMEHEHHIO.

12 | Labeling / MapkupoBka | According to ND. / B cootBetcteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHue Ilpu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpok 5 years / 5 ner
COXHOCTH

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

Remarks : The Product conforms to ND/
IIpumeyanne: [Iponykr cootBercTBYET TpeboBanusam HJL

Opinion : APPROVED
Zaknwyenue: OJJOBPEHO

Hara: 21.11.2024

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

[Toarororneno: Santosh Kumar | [TposepeHo: Pawan Kumar /OnobpeHo: Meuemxep /

Maurya {%’] /) Pykoeogutens \Abhi shel\\Chauhan
= /jr:__ ) -.\ S .

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.11.2024

Jlata: 21.11.2024

Registered Office: 8-2-337, Rosd No. 3, Banjara Hills, Hyderabad - 560034, Telangana, Indis
Tel. +61 40 4900 2500, Fax: +91 4C 4900 2999, Email: maii@drreadys.com
CIN: L85195AP1954PLCO04507

wwe.direodys.com




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

Dr Redd ,s ‘.... Vill. Khol, Nalagarh Road, Baddi
. YS Ne :

Distt. Sclan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Page 8 of 10/ Ctp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxt: H6ykann®, Ta6ieTKH, NOKPBITHIE IICHOYHOH 060J04Koit, 400 Mr + 325 mr

Market/ PoiHok :Russia / Poccug

Batch No / ‘ Batch Quantity / _ 800000.0 tab /

Cepust Ne V2402384 O6nem cepuu " 800000.0 Tab

Analytical Repovrt No / . 040002732540 Date of Analysis / - 21.11.2024

AHaJUTHYecKHH oTueT Ne JlaTa anaansa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa r1IpoH3BOACTBA TI'ogen oo

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAs : MNB/05/263 : : JITI-N2(003654)-(PT'-RU)
Homep PY

Juuen3us Ne

Analysis performed accordi;g, ND: / Ananu3 npof;enen nﬁi{: JII-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.

IIpumeyanne: CcblTKM B HOpMATUBHON JOKyMEHTaUUH npuseseHb! Ha [® PO XIV.

* JIpoBOANTCS MPOU3BOAUTENEM NPHU BBIYCKe NMEPUOANUYECKH: A Kaxaoi 20-0lf cepun UM He MeHee 1 pasa B
roz. [TokazaTens MoXeT OBITH He BKITIOUEH B CEPTUQHKAT aHaInu3a QUPMBI.

API name / Haumenopanue ADC: Ibuprofen / M6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / M6ynpodeH Paracetamol / Iapaneramon
et G PIBM240160 4287/24-25, 0541/24-25

Homep cepun nponspoautessa ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHUHU IPOH3BOIUTEIS FERA00525 FERA00441, FERA00530
I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa 3xTuB Limited, India / llIpn Kpuuna
IIpoussoaurens ADC, cTpana: ®apma Caitercus Jlumuren, ®apmacstoTukanc Jlumuren,
Wnnus WUnpus

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHUaM HJI 3axkmouenne: OIOBPEHO

Prepared by / Checked by / Approved by Manager/Executive

[Toarororneno: Santosh Kumar | [TpoeepeHo: Pawan Kumar /Opobpeno: Nenemxep /

Maurya @/ \)\ PykosoauTtens Abhisheli Chauhan

Reprint Date: Reprint Date: Reprint Date: —

Jara: 21.11.2024 Jata: 21.11.2024 Hara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +91 40 4900 2500, Fax: +51 40 4900 2999, Email: mait@drreddys.com
CIN: L85195AP19S4PLC004507
wwwdrreddvs.com




Dr. Reddy's Laboratories Ltd.
‘..O Formulation Unit-6
R ' ® Vill. Khol, Nalagarh Road, Badidi,
Dr. eddy S N¢ Disit. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIN3A

Page 9 of 10 / Crp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: U6ykann®, Tab1eTKH, IOKPLITHIE MJIeHOYHOi 060109K0i, 400 Mr + 325 Mr

Market/ PoiHok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepust o | Ved(235a O6beMm cepuu " 800000.0 Tab
Analytical Repo:‘t No / - 040002732540 Date of Analysis / - 21.11.2024
AHaHTHYEeCKHH oTueT Ne JlaTa aHaniu3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa nIpon3BoACTBA I'onen oo

Mfg. License No. / MA number: /

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

Homep PY

_MneH3ug Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JIII-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) /

HaumeHoBaHue, agpec, THUEH3IHA 1A H-p Pennu’c Jlaboparopuc Jlta., Manus, IIpousBoiacTeeHHoe
IIpoun3BoacTBeHHas miaomaaka / Ilnomaaka noapaznenenue-6, Bun. Kxons, Hanarapx Poya, banau, Jluctpukr
KOHTpoJis kayecTBa / Ilomaaka BeIMyCKA Counan, X.I1., 173205, Muaus (muuensus 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».

3ako4eHHe o cooTBeTcTBUM: «HacTosmum s MoATBEpxk/1ato, YTO NpPUBEJEHHAs BbIlle HHPOPMALIUS ABJIAETCS
JOCTOBEpHON M TOYHOH. DTa cepus NPOAYKLMH MpPOM3BeAeHa (BKIIOYas YNakoBKY (MapKMpPOBKY) M KOHTpPOJIb
KauecTBa) Ha BHIIIEYKa3aHHOW IPOM3BOJCTBEHHOW mowaake (IMJOMAAKax) B TIOJHOM COOTBETCTBHH C
TpeboBanusAMH [lpaBun Hajuiexallleil MPOU3BOACTBEHHOM NMpakTUKU EBpasuiickoro sxoHoMudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsabpsa 2022) 1 Tpe6oBaHUAMHU KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykt coorBercTBYeT TpeGoBanuam HJT 3akmouenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarotosneno: Santosh Kumar | IIposepeno: Pawan Kumar /Opobpeno: Mauemkep /

Maurya g : ___;__\'-j]& PyKoBOIUTEND | Abhjshethauhan
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.11.2024 Hara: 21.11.2024 Hata: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +81 40 4900 2900, Fax: +91 3C 49200 2929, Email: meaii@drraddys.com
CIM: LB5195AP1984PLCO04507
wany direddyz.com



Dr.Reddy’s ":’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Page 10 of 10 / CTp. 10 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykaun®, Ta61eTKH, NOKPLITHIE ILIEHOYHOH 060J104K0ii, 400 mMr + 325 Mr
Market / Peinok :Russia / Poccus
Batch No / ‘ Batch Quantity / _~ 800000.0 tab /
Cepust Ne RV aas= Ob6bem cepuu - 800000.0 Tab
Analytical Repoz‘t No/ . 040002732540 Date of Analysis / . 21.11.2024
AdanATHdeckuii oryet No JlaTa ananuza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
Jara ripousBoacTBa TI'ogen go
Mfg. License No. / MA number: /
IIpousBoacTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

JHpeH3us Ne N
Analysis performed according ND: / Ananus nposeaed no HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaKKe B COOTBCTCTBHU CO CHeLll/I(I)I/IKaI_IHﬂMH, CoAacpKallMMHUCA B pErHCTPALIMOHHOM OOCHE CTPaHbI-UMIIOPTEPA.
3amucu no IIPOU3BOACTBY, YIIAKOBKE U aHAJIU3Y MNPOBEPEHEI, H YCTAHOBJIEHO UX COOTBETCTBHE Tp€6OBaHI/IﬂM HpaBI/IJ'[
Hajexaiein l'[pOH3BOI[CTBeHHOI‘/'I MMPpaKTHKH EBpaSI/IﬁCKOI‘O 3KOHOMHYECKOI'0 COrO3a».

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeyanue: [IpoaykT cooTBeTCcTBYET TpeboBanuam HJI

3akmaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToaroroeneHo: Santosh Kumar | IIposepeno: Pawan Kumar /OnobpeHo: Mekemxkep /

Maurya _27 Pykosogurens Ybhishek Ghauhan
Reprint Date: Reprint Date: Reprint Date:

Jara: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tol. +61 40 4900 2900, Fax: +91 40 4300 2929, Email: mail@drreddys.com
CIM: L35195AP1584PLLO0A507
wawdrreddys.com




