Dr.Reddy’s ‘

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +31 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJINM3A

Page 1 of 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, Tab1eTKH; NOKPHITHIE ILICHOYHOIH 060104K0i, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepus Ne 2 V2401578 O6nbem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002600446 Date of Analysis / . 22.07.2024

AHaJIHTHYECKHI oT4yeT Ne Jara ananmuza

Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

JlaTa nNpoM3BOACTBA T'oneH o

Mfg. License No. / MA number: /

IIpou3BOACTBeHHAS : MNB/05/263 e . JITI-Ne(003654)-(PT-RU)
Homep PY

JIHNeH3us Ne

Analysis performed according ND: / Ananu3 npoeeaen no HJI: JIII-Ne(003654)-(PT'-RU)-101123

Ne [Test/ Iloka3areib

Results/ PesyabTaTnl

Specification / Hopma

Appearance /
Onucanne

Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section.
/  TabneTku  KancynoBuUIHOH  QOPMBI,
TIOKPBITHIE MIEHOYHOMI obonoukoit
OpaHXeBOro LIBETa, C PHUCKOH Ha OJHOM
CTOpOHE; Ha MONEPEYHOM paspese — SAAPO
6eroro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyaoBUHOM
($OpMBI, IOKPBITHIE TJIEHOYHOH 000104YKOH
OpaHXEBOTO LIBET4, C PUCKOM Ha OJHON CTOPOHE;
Ha MMONEPEYHOM pa3pese — sApo 6enoro uim
noyTy 6enoro LBera.

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusm HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

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

[Toprorosneno: Ambresh Kjlgmr [IpoBepeHo: Santosh ar /Opobpeno: Menemxep / @J
@”' Maurya - Pykoeroantens Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 23.07.2024 Jara: 23.07.2024 Jara: 23.07.2024

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: L85195AP1584PLCD04507

www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE

Dr. Reddy's Laboratories {id.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Page 2 of 10/ Cxp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykann®, TabiaeTku, HOKPbIThIE MIEHOYHOH 0004

oukoii, 400 mr + 325 mr

Market / Poinox :Russia / Poccug

Batch No / . Batch Quantity / _ 800000.0 tab /
| Cepust Ne + V2401378 O6beMm cepuu " 800000.0 Tab
Analytical Repo:'t No/ - 040002600446 Date of Analysis / . 92.07.2024
AHaJIUTHYeCKH I oTueT Ne JlaTa anaiu3a
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JlaTa npousBoacTBa T'ogen no
Mfg. License No. / MA number: /
IIpou3BoaCcTBEHHAS : MNB/05/263 = : : JITI-Ne(003654)-(PT-RU)
Homep PY
Junen3us Ne

Analysis performed according ND: / Anasnn3 nposegex no HJI: JIII-Ne(003654)-(PT-RU)-101123

2 Complies as prescribed/

CoOTBETCTBYET

Identification /
IMoanuHHOCTH

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) /
BpemeHna ynepkuBaHHs OCHOBHBIX THKOB Ha
XpOMaTOrpaMMe HCIBITYEMOrO PacTBOPa HOJIKHEI
COOTBETCTBOBATh BPEMEHAM yACP>KUBaHUS ITHKOB
Ha XpoMarorpamMMe pacTBopa CTaHAApTHBIX
o6pasioB uOynpodeHa u napaueramona (pasnei
«KonnuecTBEHHOE ONpPEIEICHHE)

Average tablets weight / 972.2 mg/ 972.2 Mmr

Cpennsis Macca Tab1eTOK

940.9 mg to 999.1
(970.0 mg+3.0 %)/
Or 940,9 MT
(970,0 mr £ 3,0 %)

mg

999,1 M

oo

Disintegration /
PacnagaemocTh

10 min 16 sec/ 10 muH 16 cek

Not more than 30 min /

He 6onee 30 MuH

Remarks : The Product conforms to ND/
Npumeyanue: [Ipoaykr coorBercTBYET TpebosanuaM HJI

Opinion : APPROVED
3akmouyenue: OJOBPEHO

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

[Moarorosneno: Ambresh Kumar | [IpoBepeHo: Santosh Kumar /Ono6peno: Menemxep / ' P
W Maurya Eﬁ Pyxooaurens Manoj Kumar —=—

Reprint Date: : Reprint Date: Reprint Date:

Hata: 23.07.2024 Hara: 23.07.2024 Hara: 23.07.2024

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

CIM: L85135AP1984pP
www.drreddys.

LCD04E07
com




Dr.Reddy’s ‘;‘

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 3 of 10/ Cp. 3 13 10

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

Ipoayxr: MGykaun®, Ta6aeTKH, NOKPHIThIE HIEHOYHO 060/104K0i, 400 Mr + 325 Mr

aunen3ns Ne

Market/ PoiHoK :Russia / Poccust

Batch No / i Batch Quantity / _ 800000.0 tab /

Cepus Mo $ V2401378 O6Bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ . 040002600446 Date of Analysis / . 22.07.2024
AHaJIHTHYECKHH oTUeT No JlaTa anayju3a

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JlaTa pPOM3BOACTBA T'onen 1o

Mfg. License No. / MA number: /

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

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

S |Dissolution /

PacrBopenne
97 % to 100%

98 % to 100%

Not less than 70% (Q) of C3Hi3sO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) CisHis02 (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO, (mapaueramoun)
qepe3 30 MHH

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykTt cootBeTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3axmiouenne: OJIOBPEHO

Prepared by / Checked by /

(«¥—""| Maurya

[Moarorosneno: Ambresh Kumar g [poBepeHo: Santosh I ar

e

Approved by: Manager/Executive
/Ono6peno: Menemxep / M
Pykosomutens Manoj Kumar

Reprint Datc: Reprint Date:
Jara: 23.07.2024 Jara: 23.07.2024

Reprint Date:
Hata: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangzna, India
Tel: +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0O4507
www.drreddys.com




Dr.Reddy’s

Dr. Reddy's Laboratories |td.
S Formulation Unit-6
q.. Vill. Khol, Nalagarh Road, Baddi,
o Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 4 of 10/ Cp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IlpoayKr: H6yknun®, Ta6aeTKH, NOKPHITHIE IJIEHOYHOIT 060/10uK0H, 400 Mr + 325 Mr

Market/ PoiHOK :Russia / Poccus

Batch No / i Batch Quantity / ~ 800000.0 tab/

Cepust Ne V2401378 O6bem cepHu " 800000.0 Tab

Analytical Report No / . 040002600446 Date of Analysis / . 92.07.2024

AnajnTuyeckuii oryer Ne JlaTta ananu3sa

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029

JlaTa OpoH3BOACTBA T'open 10 |

Mfg. License No. / MA number: /

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

aunen3us Ne

Analysis performed according ND: / Ananu3s nposejen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIC NPHMECH than 0.005% /
Method 1/ Meron 1 4-amuHoGeHONn (TpUMECh MapaueTamona) He
oonee 0,005 %
Method 2 / Merop 2 . Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
JIrobass eauHuuHas npumecs (MOynpodeHa unu
napaneramona) ue 6osee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
. than 0.7% / Cymma npumeceii (Meron 1 + Meron
2) e Gonee 0,7 %
9 |Water / Boaa 1.8 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTByeT Tpebosanusam H/L

Opinion : APPROVED
3akmoyenne: OJOBPEHO

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

IMoaroTosieno: Ambresh Kumar | Iposepeno: Santosh Kumar /Ono6peno: Menemxep / @d_
(/Tx}(/// Maurya i Pykooautess Manoj Kumar

Reprint Date: - Reprint Date: Reprint Date:

Jara: 23.07.2024 Jara: 23.07.2024 JHara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 25900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories 1.1d.
Formulation Unit-6

@
DI'. ReddY’S ‘_.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 50of 10/ CTp.5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykanu®, TabeTku, NOKPHIThIE MIEHOUHOH 06010uKoii, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / ~ 800000.0 tab /

Cepust Ne - V2401378 Oo6bem cepuu " 800000.0 Tab

Analytical Report No/ - 040002600446 Date of Analysis / . 92.07.2024

AHagATHUYECKHi oTueT No JlaTa aHanM3a

Date of Manufacture / . Date of Expiry / )

JlaTa poH3BOACTBA - 0712024 Iopen o 1062025

Mfg. License No. / MA number: /

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

Jumen3na Ne

Analysis performed according ND: / Anaau3s nposenen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

10 |Uniformity of dosage
units /
OaHOPOOHOCTD Acceptance value (AV) should be not more than
JI03UPOBaHMs 1.2 15.0 /Tlokasatens npueMneMocT (AV) 10JKeH
- ibuprofen / ubynpoden 6bITh He Oonee 15,0

Acceptance value (AV) should be not more than

- paracetamol / 1.2 15.0 /Ilokazarenb npuemiemocTd (AV) 10KEH
napawleTamor ObITE He Honee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IponykT cooTBeTcTBYeT Tpebopanusm HJT 3axmoyenne: OJOBPEHO

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

IToprotosnexo: Ambresh-Kymar | IIposepeno: Santosh Kumar /Onobpeno: Menemxep / )

XYE=""| Maurya / PykoBozuTens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Hata: 23.07.2024 JlaTa: 23.07.2024 Jara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 10/ CTp. 6 n3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: M6ykmun®, TabieTin, NOKpPLITHIE IIEHOYHOH 060/104K0if, 400 Mr + 325 mMr

Market/ PpiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepusi Ne + V2401378 O6beM cepuu " 800000.0 Tab

Analytical Report No/ - 040002600446 Date of Analysis / . 92.07.2024

AHaJqHUTHYECKHI oTyeT No JlaTa aHa/IN3a

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JlaTa npol3BOACTEA T'open g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 el . JITI-Ne(003654)-(PT-RU)
Homep PY

aHnersus No

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

11 |Microbiological purity* /
MukpobHoaoruieckas
yucroTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1uiee 4ucIIo He 6onee 1000 KOE/r
adpoOHBIX
MHKpPOOPTaHH3MOB
b) Total combined yeasts
and mould count / Ob1ee NA Not more than 100 CFU/g/
YKCIIO JPOAOKEBBIX U He 6onee 100 KOE/r
IJIECHEBBIX I'pHOOB
¢) E. coli NA Shall be absent in 1lg / OTtcyrcTBHe B

Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Ipoaykr cootBeTcTBYeT Tpebopanusam HJ

Zaxmouenne: OJJOBPEHO

Prepared by /
[Toarotosneno: Ambresh Kumar

Checked by /
[TpoepeHo: Santosh Kumar
== Maurya '-

X

Approved by: Manager/Executi

/Opo6peno: Menemxep /

PykosoauTens Manoj Kumar

X

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

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: L85195AP1584PLCO04507
www.drreddys.com




Dr.Reddy’s “6.’

Dr. Reddy's Laboratories |td.
Formulaticn 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
CEPTUO®UKAT AHAJIMU3A

Page 7 of 10/ Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: U6ykaun®, Ta6eTKH, IOKPHIThIE MIeHO4HOH 060.104K0i, 400 Mr + 325 mr

Market/ PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepust Ne - V2401378 O6nem cepun " 800000.0 Tab6

Analytical Report No/ . 040002600446 Date of Analysis / . 92.07.2024

AnanATHYecKHii oTyeT No JaTa ananun3a

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JaTa rpou3BoaCcTBA I'ogen o

Mfg. License No. / MA number: /

TIpon3BoACTBeHHAs! - MNB/05/263 e A - JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananns nposeaen no HJ1: JII-Ne(003654)-(PT-RU)-101 123

12 |Assay / KonudecTtBenHoe

onpenesieHHe

395.4 mg/395.4 mr

322.84 mg/322.84 mr

360.0 to 440.0 mg of Ci3His0» (ibuprofen) per
tablet /

Ot 360,0 mMr no 440,0 mr C13H1302 (MOympoden) B
TabseTke

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

Ot 292,5 mr 10 357,5 mr CsHyNO» (napaueramon)
B TabeTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / TTo 10 Tabnerok
B IIBX/Al 6uctep. [1o 1 6nuctepy
B Iauky KapTOHHYIO BMeECTE C
WHCTPYKLHEH 10 PUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6mucrep. Ilo 1, 2 unu 20
OMMCTEPOB B MNayKy KapTOHHYIO BMECTE C
HHCTPYKUKEH 110 NPUMEHEHHIO.

14 | Labeling / MapkupoBka |According to ND. /B cootserctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temnepatype He Bolle 25 °C.
16 | Shelf life / Cpox 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

Ipumeuyanne: [Iponykt cootsercTByeT TpeboBanusam HJT

3axkmoyenue: OJOBPEHO

Prepared by / Checked by /

[Moarotosneno: Ambresh Kumar
(>
53

Maurya

ITposepeHo: Santosh Kumar

Approved by: Manager/Executive

/Opo6peno: Menepkep / M

Pykosoaurens Manoj Kumar

Reprint Date:
Hara: 23.07.2024

Reprint Date:
Hara: 23.07.2024

Reprint Date:
JlaTa: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 500034, Telangana, India

Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLC0O04507
www.direddys.com




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTN3A

Dr. Reddy's Laboratories 1.td.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

Page 8 of 10/ Cp. 8 uz 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: U6ykann”, TabaeTku, NOKPLITHIE IIEHOYHOR 000104K0i, 400 mr + 325 mr
 Market/ Poinok :Russia / Poccust
Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne - V2401378 OGbeMm cepliH " 800000.0 Tab
Analytical Report No/ - 040002600446 Date of Analysis / . 92.07.2024
AHajgaTH4ecKuii oTyer Ne Hara ananusza
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029
JlaTa poH3BOACTBA T'onen no
Mifg. License No. / MA number: /
IIpoun3BoacTBEHHAs! : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY
aupensis Ne
Analysis performed according ND: / AHanu3 npose/ies no HJI: JII-Ni(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.

Tpumeyaruie; CChuTKi B HOPMATUBHOM JOKYMEHTAlMH NpUBENicHs! Ha PO PO XIV.
* [IpOBOAMTCA NTPOU3BOIMTENEM TPH BBIILYCKE [IEPHOMYCCKH: A Kaxkaod 20-0it cepumt UM HE MEHee 1 pasza B roa. ITokazaTens MOXeET ObITh HE

BKJIFOYEH B cepTHQHKAT aHaNM3a GUPMBIL.

I'JId:

API name / HaumeHoBaane ADC: Ibuprofen / 6ynpoden Paracetamol / [lapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapanieramon
API manufacturer batch number / PIBM240042 1413/23-24

Homep cepun npoussoaureas A®C:

FP Manufacturer API Batch number /

Homep cepun cyGCcTaHIMH NPOH3BOUTEIIS FERA00230 FERA00274

API Manufactured by & country /
Ipoussoaurens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTuB
@apma Caitencus Jlumuren,
Nupus

Sri Krishna Pharmaceuticals
Limited, India / lUpu Kpuwixa
®apmaceroTikaic JlumuTen,
WUnpus

Remarks : The Product conforms to ND/
IIpumevanue: [IponykT cooTBeTCTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

[ToaroToBneHo: Ambresh_lwr__ [TpoBepeno: Santosh Kymar /Onobpero: Menekep / a gE!Eg
(«o=—"| Maurya Y PykosoanTens Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 23.07.2024 Jata: 23.07.2024 Hata: 23.07.2024

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

www.drreddys.com




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

.. @
Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: H6ykaun®, Ta61eTKH, NOKPBITHIE IJIEHOYHOH 060/104K0#, 400 Mr + 325 Mr
| Market/ Poinok :Russia / Poccus
Batch No / i Batch Quantity / ~800000.0 tab /
Cepust Ne + V2401378 O6nem cepun " 800000.0 Tab
Analytical Repoz‘t No/ - 040002600446 Date of Analysis / . 22.07.2024
AHAIMTHYECKH I oTyeT No Jarta aHayin3a
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JlaTa Ipou3BOJCTBa I'oxen no
Mfg. License No. / MA number: /
TIpon3BojCTBEHHAS : MNB/05/263 e . JITI-Ne(003654)-(PT-RU)
Homep PY
JIMIeH3Hs Ne
Analysis performed according ND: / Asanns nposeaen no HJL: 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) /

HaumeHoBaHue, agpec, JALEH3HS 1151 JI-p Pennu’c JTaboparopuc JIta., Muaus, IlponssoacteeHHoe
ITpoussBoacTBenHas miaomaaka / Ilnomanka nozapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Jluctpukr
KOHTPOJa KayecTBa / Ilnomaaka Buinycka Conan, X.I1., 173205, Unaus (nuuensus somep 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».

3akJioueHHe 0 cooTBeTCTBHH: «HacToAIMM 1 MOATBEPKAAI0, YTO MPUBEACHHAA BhIlle MHbOPMALUS SABIACTCA
LOCTOBEPHON M TOYHOH. DTa Cepus NPOJYKUMHM INPOM3BEAeHa (BKIIOYAs YNAKOBKY (MapKHPOBKY) M KOHTPOJb
KauecTBa) Ha BBINIEYKA3aHHOW IMPOM3BOACTBEHHOM muiomanke (MIIOINAAKaXx) B MOJHOM COOTBETCTBUM C
TpeGopaHuamu [IpaBui Haayexauleli MPOM3BOACTBEHHON MpakTHKM EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOOBaHUAMH KOHTPOJIS Ka4eCTBa JEeKapCTBEHHBIX CPEAICTS,

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: IIpoaykT cooteeTcTBYET Tpebosanmsm HJI 3akmouenne: OJJTOBPEHO

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

IMoarotosneno: Ambresh Kumar | [IpoBepeno: Santosh Kymar /Opnobpeno: Menemiep / W
K¥Y¥ | Maurya (& Pykogoautens Manoj Kumar ~— -~

Reprint Datc: Reprint Date: Reprint Date:

Hara: 23.07.2024 Hata: 23.07.2024 Jlara: 23.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +G1 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 10 of 10 / CTp. 10 u3 10

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

Hpoaykr: Hoykann®, Tabaerku, HOKPHITHIE MIEHOYHO# 060:104K0i#H, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccusd

Batch No / _ Batch Quantity / _ 800000.0 tab/

Cepus No - V2401378 O6BeM cepuu " 800000.0 Tab

Analytical Report No/ - 040002600446 Date of Analysis / . 92.07.2024

AHanuTHuecKuii oTyer No JlaTa anannza

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JaTa npou3BoJcTBA I'onen o

Mfg. License No. / MA number: /

IIponsBoacTBeHHasA : MNB/05/263 U ’ : JITI-Ne(003654)-(PT-RU)
Homep PY

JueH3us Ne

Analysis performed according ND: / Ananu3s nposegen no H/I: JITI-Ne(003654)-(PT'-RU)-101123

a TaxKXKe B COOTBCTCTBUHU CO CHCLII/I(bI/IKaHI/IHMPI, coliepKalllUMUCA B PErUCTPAlIMOHHOM OChE CTpaHbl-UMIIOpTEpa.
3anmcu no MpOU3BOJCTBY, YIIAKOBKE X aHATIU3Y MPOBEPEHBI, U YCTAHOBJICHO X COOTBCTCTBUEC Tpe60BaHI/IﬂM HpaBI/IJ'[
Hajajexaien HpOH3BOHCTBCHHOﬁ [paKTUKU EBpa3m7101<0ro OKOHOMHYECKOI'o COrO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpnmeuanue: [poxykr cootsercTByeT TpeGoanusm HJI 3axmouenue: OJOBPEHO

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

[ToaroTosneHo: Ambre_s&gumar_ IIposepeno: Santosh Kumar /Opo6peno: Menemxep / ‘\ll:é‘ﬁl
oy Maurya ¢ Pykoeoautens Manoj Kumar

Reprint Datc: Reprint Date: Reprint Date:

Jara: 23.07.2024 Hata: 23.07.2024 Harta: 23.07.2024
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