Dr.Reddy’s Q3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Page 1 of 10/ Crp. 1 u3 10

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

Iponykr: H6yknun®, Ta6/ieTKH, NOKpPLITHIE UIEHOYHOI 000104K0l, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccug

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne A O6bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002754570 Date of Analysis / - 16.12.2024

AHaauTH4yecknii oTyer Ne Jata ananuza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JlaTa npou3BoacTBa Togen go i

Mfg. License No. / MA number: /

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

JHLEH3Hs1 Ne

Halysis performed according ND: / Ananu3 nposegen no HJ: JIII-Ne(003654)-(PT-RU)-101123

Ne | Test / Iloka3zatens Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Onucanue
the cross-section. / TabneTku

Ha MONEepPevHOM pa3pese — a1po
[ Oeloro LBera.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at

KarncyJIoBUAHON GOPMBI, OKPBITBIE
MJIEHOYHO 06071049K0l OpaHkeBOro
I[BETA, C PUCKOW HA OJJHOH CTOPOHE;

mouTtH OeNoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyloBANHON
(dhopMEI, NOKPBITHIE MJIEHOYHOH 06010uKOM
OpaHXEBOro 1[BETA, C PUCKOH Ha OJHOMH CTOPOHE;
Ha MONEPEYHOM pa3pese — sIpo OeNoro win

Remarks : The Product conforms to ND/
ITIpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED

3axmouenne: OIOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | IIposepeno: Pardeep Kumar
Maurya t

PyxoBogurtens: A Shishek

7ilau.l1.an

Reprint Date:
Hata: 16.12.2024

Reprint Date:
Jlara: 16.12.2024

Reprint Date:
Hata: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507

wwwe.drreddys

.com




Dr.Reddy’s ":‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: M6ykann®, Ta61eTKH, HOKPLITHIE ILIEHOUHOH 060J104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne j V2402626 O0beM cepuH " 800000.0 Tab

Analytical Repovrt No/ - 040002754570 Date of Analysis / - 16.12.2024

AHaTATHYECKHIT oTUeT Ne Jara anaaunza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTa npou3BoACTBa TI'ogen oo

Mfg. License No. / MA number: /

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

Juuen3ud Ne

Analysis performed according ND: / Anaau3 nposegen mo H/I; JIII-NQ(003654)-(I;I:-RU)-101123

2 |Identification /

IoanuHHOCTDL

Complies as prescribed/
CoOOTBETCTBYET

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 yaepxHBaHHsS OCHOBHBIX IIMKOB Ha
XpOMAaTOrpaMME HCIIBITYEMOTO PacTBOPa AOJIKHBI
COOTBETCTBOBATH BpEMEHAM YJEpUBaHHs HHKOB
Ha XpoMarorpaMMme pacTBopa CTaHAApTHBIX
o6pazuos ubynpodena u napaueramosna (pasien
«KonnyecTBeHHOE ONpeaesiCHHE)

Average tablets weight /
Cpennssi macca Tabj1eToK

969.8 mg/ 969.8 Mr

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

mg

pi (o] 999.1 MI

Disintegration /
PacnagaemocTh

05 min 36 sec / 05 MuH 36 cek

Not more than 30 min /
He 6omee 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHUAM H/I

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IMoaroroeneno: Santosh Kumar

Maurya @)—'

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Mgnager/Executive
/Ono6peHo: Me#

PykoBoauTenby,

Reprint Date:
Jara: 16.12.2024

Reprint Date:

Harta: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

Viil. Khol, Nalagarh Road, Raddi,
Distt. Solan, H.P., 173 205, INDIA

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

Page 3 of 10/ Cp. 3 u3 10

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

Mpoayxr: M6ykann®, TabaeTKH, NOKPLITLIE NJIEHOYHOI 060510uK0i, 400 Mr + 325 Mr

Juuen3us Ne

Market / PpiHOK :Russia / Poccug |
Batch No / ) Batch Quantity / _ 800000.0 tab/

Cepus Ne V2402626 O0nem cepuu ~ 800000.0 Tab

Analytical Repo:‘t No / - 040002754570 Date of Analysis / - 16.12.2024

AHaiuTHYeCKHIi oTueT No JaTta ananusa

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JlaTa mpou3BoaCcTBA T'onen no

Mfg. License No. / MA number: /

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

Analysis performed acc;‘din_g ND: / Ananus nposeaer no H/: JITI-Ne(003654)-(PT-RU)-101123

S |Dissolution /

PacTBopenne

98 % to 101%

100 % to 103 %

30 MuH

Not less than 70% (Q) of Ci3H:O2 (ibuprofen)
after 30 min /
He menee 70 % (Q) Ci3Hi30:2 (ubynpoden) uepes

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /
He menee 70 % (Q) CsHoNO: (napaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeyanue: [Iponykr cootBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by / Checked by /

IMoarotosneHo: Santosh Kumar
Maurya

[Ipoeepeno: Pardeep Kumar

J—

Approved by: Manjager/Executive
/Onodpeno: Men
PykosoauTtens:

xep /
hishek _C;nauhan

Reprint Date:
Hata: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Jlarta: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fay: +91 40 4300 2995, Email: maii@drreadys.com
CiN: L85195AP1984PLC0O04507
wwye.arreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories (td.

Formulation Unit-6
Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA

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

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Page 4 of 10 / Crp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxt: M6ykaun®, Ta6aeTKH, NOKPLITHIE MIEHOUHOH 060.104K0i, 400 mr + 325 mr

Market / PoIHOK :Russia / Poccus |

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne R O6nem cepun ~ 800000.0 Tab

Analytical RepOft No/ - 040002754570 Date of Analysis / . 16.12.2024

AHAIMTHYECKH 0TYEeT No B JaTa ananusa

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTa npou3BoAcTBa I'onen oo

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHas : MNB/05/263 ’ . JII-Ne(003654)-(PT'-RU)
Homep PY

JIHNEeH3Hs Ne

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

6 |Related substances / 0.001% "4-aminophenol (paracetamol impurity) - not more
(PoacTBeHHBIE NIPHMECH than 0.005% /

Method 1 / MeTton 1

Method 2 / MeTon 2

6onee 0,005 %

0.03% Any individual

2) ue 6onee 0,7 %

4-amuHodenon (mpuMech mnapaueramosa) He

impurity (of ibuprofen or
paracetamol) - not more than 0.3% /

JIrobast equHuyHas npumech (MOynpodeHa unu
napareramona) He 6oinee 0,3 %

K0S Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1 + Metog

7 |Water / Bona

He 6o1nee 5,0 %

1.4 % Not more than 5.0% /

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBaHusM HJJ

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manf 'ger/Executive
[Noxrorosneno: Santosh Kumar | [Ipoeepeno: Pardeep Kumar /Opobpeno: Menejixep /
Maurya m Q‘(J PyxoBoautens: Abhishek _C?‘auhan

o = L

Reprint Date:
Hara: 16.12.2024

Reprint Date: Reprint Date:

Jata: 16.12.2024 Jara: 16.12.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page S of 10/ Crp. 5 u3 10

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

Tpoayxr: M6ykaun®, Ta6JeTKH, HOKPbIThIE IUIEHOYHOI 060104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /

Cepus Ne e V2402626 O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002754570 Date of Analysis / . 16.12.2024

AnajquTHyecknii oryeT No JlaTa ananu3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTta mpousBoacTea I'opeH no

Mfg. License No. / |
- ) MA number: /

IIpoussoacTBeHBast : MNB/05/263
JuneH3us Ne

Homep PY : JITT-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Ananu3 nposesien mo HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
OnHopoaHOCTB Acceptance value (AV) should be not more than
JIO3UpPOBaHNA 0.7 15.0 /Ilokazarens npuemiemoct (AV) nomkex
- ibuprofen / ubynpoden ObITH He H6onee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.0 15.0 /Ilokazarens npuemMneMocT (AV) HOJKEH
napalneTramorl 6bITE He bonee 15,0

Remarks : The Product conforms to ND/
Hpumeyanue: [Ipoaykrt coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJJOGPEHO

Prepared by / Checked by /

Hoarorosneno: Santosh Kumar | [IposepeHo: Pardeep Kumar /Opo6peHo: Meneukep /

Maurya @_ oﬁ/‘ PykoBogutens: Abhishek ChT\han
— —

Approved by: Managgr/Executive

Reprint Date: Reprint Date:
Hara: 16.12.2024 Jara: 16.12.2024

Reprint Date: '

Hata: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Ryderabad - 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 Q':'.

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 6 of 10/ Cp. 6 u3 10

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

Hponyxt: MOykaun®, Ta6/1eTKH, NOKPLIThIE IJIEHOYHOH 060104K0i, 400 mMr + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne R V2402626 Ob6bem cepun " 800000.0 Tab
Analytical Repo‘}rt No/ - 040002754570 Date of Analysis / - 16.12.2024
AnanurTuyeckuii order Ne JlaTa ananu3za
Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029
JlaTa MPOH3BOACTBA I'ogen o
Mfg. License No. / MA number: /
IIpoussogcTBeHHast : MNB/05/263 Homep PY . JITI-Ne(003654)-(PI'-RU)

JuneH3ua Ne

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

Microbiological purity* /
MukpobGuoaornyeckas
yHcerora*

a) Total aerobic microbial
count / Ob1ee YUCIo
a3poOHBIX
MHKPOOPTaHHU3MOB

5

NA

NA
b) Total combined yeasts
and mould count / Obuiee
YHCNO IPOXKIKEBBIX H
IUIECHEBBIX IPHOOB

¢) E. coli

NA

Shall
1r

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

be absent in

Remarks : The Product conforms to ND/
ITpumeuanue: Ipoaykrt cootBeTcTBYET TpeboBaHusmM HJL

Opinion : APPROVED
3aknrouenne: OJJOBPEHO

Prepared by / Checked by /

[Toarorosneno: Santosh Kumar | IIposepeno: Pardeep Kumar

Maurya @—' _
—

Approved by: Marfager/Executive

/Ono6peno: Meungmkep /

PykoBonurens: bhishel?f(‘ hauhan
[

Reprint Date:
Jlara: 16.12.2024

Reprint Date:
Hara: 16.12.2024

Reprint Date: '

Jata: 16.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4500 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwiv.drreddys.com

lg / OtcyrctBHE B




Dr.Reddy’s €5¢

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.comn

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIHU3A

Page 7 0of 10/ Cp. 7 u3 10

'Froduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: U6ykaun®, Ta6/1eTKH, HOKPBITBIE IIEHOYHOI 060,109K0H, 400 mMr + 325 mr

Market / PoiHox :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne § L2 Oo6bem cepun " 800000.0 Tab

Analytical Repog-t No/ . 040002754570 Date of Analysis / - 16.12.2024

AHagautnuyeckuii oTyer Ne JaTta ananau3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JlaTa npou3BoacTBa TI'onen o

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHast : MNB/05/263 ) : JII-Ne(003654)-(PT-RU)
Homep PY

Juuen3usa Ne

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

10

Assay / KonuyecTBeHHOE
onpeaeJieHHe

405.0 mg / 405.0 Mr

330.69 mg /330.69 mr

360.0 to 440.0 mg of C;3H;30: (ibuprofen) per
tablet /

Ot 360,0 mr g0 440,0 mr C13H 302 (ubynpoden) B
TabyeTke

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

0O1292,5 mr 1o 357,5 mr CsHoNO; (napaneramon)
B TabneTke

11 | Package / YmakoBka 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 Tabnetok |tabnerok B TIBX/Al 6mucrep. ITo 1, 2 nau 20
B [IBX/Al 6auctep. [To 1 6nuctepy |[6nucTepoB B Mauyky KapTOHHYH) BMECTE €
B TAayky KApTOHHYIO BMECTe C |HHCTPYKLHEH [0 NpHMEHEHHIO.
HHCTPYKUHEH 110 TPUMEHEHUIO.
12 | Labeling / MapkupoBka |According to ND. / B cootBerctun ¢ HJI
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bblie 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
rOIHOCTH
Note: References in the normative document are given to the Rus. Ph XIV.
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykr cootsercTByeT TpeboBanusm HIJ 3akmouenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toprorosneno: Santosh Kumar | ITposepeno: Pardeep Kumar /Onobpeno: Mengmxep /
Maurya @/ Qf Pykosoautens: Abhishek €hauhan
Reprint Date: Reprint Date: Reprint Date: =
Jara: 16.12.2024 Hara: 16.12.2024 Hara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCOJ45
wwvy.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

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 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: M6ykanu®, TabaeTKH, TOKPBITHIE IIEHOYHO} 060104K0if, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne j VgD O6BbeM cepHH * 800000.0 Tad

Analytieal Repourt No/ . 040002754570 Date of Analysis / . 16.12.2024

AHaMTHYECKHH oTueT Ne o JlaTa anannza

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTa mpou3BoaACTBA I'open 1o

Mfg. License No. / MA number: /

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

JnneH3usa Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-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.
ITpumeuanve: CCBUTKH B HOPMATHBHOM 1OKyMeHTalyu npuseensl Ha I'@ PO XIV.

* [IpoBoOKTCS MPOU3BOAUTENEM MIPHU BBITYCKe IEPHOANHECKH: 1St Kax ok 20-0i cepuu uny He MeHee 1 pasa B
roj. [Tokasarenb MoXkeT ObITh HEe BKIIFOUEH B cepTH(hUKAT aHann3a GupMBblL.

API name / Haumenoanne ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapanietamon
API manufacturer batch number / PIBM240151 0290/24-25
Homep cepuu npouzBoautens ADC:
FP Manufacturer API Batch number /

FERA00480 FERAQ00391

Homep cepnu cyGcTaHIHH NPOH3BOANTE/IA
JId:

API Manufactured by & country /
Ipoussoaurtenp APC, eTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DKxTuB
®apma Caitencus Jlumuren,
Unnus

Sri Krishna Pharmaceuticals
Limited, India / lllpu Kpuuixa
dapmaceroTtrkaic Jlumuren,
Nupus

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Opinion : APPROVED

I pumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJI

3axmouenune: OJOBPEHO

Prepared by /
IToarorosaeno: Santosh Kumar

Maurya @_\

Checked by /
IIpoBepeHo: Pardeep Kumar

Approved by: Mang er/Executive
/Ono6peno: Meuegkep /
PykoBoautens: Abhishek Chﬁuhan

Reprint Date:
Hara: 16.12.2024

Reprint Date:

Jara: 16.12.2024

Reprint Date:
Jlarta: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CiN: L85195AP1984PLCO04507
www.drreddys.com




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

Ge
Dr‘ Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,
B Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoaykT: M6ykaun®, TabaeTKH, NOKPLIThIE MIEHOYHOH 060.104K0#H, 400 Mr + 325 mr
| Market / PeiHOK :Russia / Poccus
Batch No / . Batch Quantity / _~ 800000.0 tab/
Cepus Ne j VESIEney Oobem cepun © 800000.0 Tab
Analytical Repovrt No/ - 040002754570 Date of Analysis / - 16.12.2024
AHanuTHYeCKHH oTyeT No ~ Jara ananusa
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
JlaTa MpoH3BOACTBA T'open no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 : . JIII-Ne(003654)-(PI'-RU)
Homep PY
JuneH3Hs Ne
Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHMe, ajipec, THNEH3HA 1A I-p Penyu’c Jlaboparopuc Jita., Uuaus, IIpousBoacTBEHHOE
IpouzBoacTeennan miaomanaka / Ilnomanka noapaszienenue-6, Bunn. Kxons, Hanarapx Poyn, bapaou, JJuctpuxr
KOHTpo/s KayecTsBa / [lmomaaka BeInycka Conan, X.I1., 173205, Uuaus (nuues3us 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».

3akio4eHue 0 COOTBETCTBHH: «HacTosmmM s TOATBEPXK/al0, YTO NMpUBEJEHHas BbIlle HHGOpPMaLIUs ABIIAETCS
JIOCTOBEPHOH M TOYHOM. DTa cepus MPOAYKLUMM NpoW3BeleHa (BKJIOUYas yNaKoBKY (MapKMPOBKY) M KOHTPOJb
KauyecTBa) Ha BHIIIEYKA3aHHOM IMPOM3BOJACTBEHHONM IUIolaAke (MIOUIAJKax) B TOJHOM COOTBETCTBHM C
TpeGoBanusmMu [IpaBun Hajnexalneil npou3BOACTBeHHON NpakTuku EBpasniickoro skonomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsn6psa 2022) u TpeboBaHUAMU KOHTPOJIA KaYeCTBa IEKAPCTBEHHBIX CPE/ICTB,
a TaKXKe B COOTBETCTBHH CO CNECLMPHUKALMIMM, COIEPKAUMUCA B PETUCTPALIMOHHOM J0CHE CTpaHbI-UMIIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayKT cooTBeTcTBYeT TpeboBaHusaM HJ[ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive
Hoarorosneno: Santosh Kumar | [IpoBepeno: Pardeep Kumar /OnobpeHo: Menemiep /

Maurya ‘ ﬁ] (J PykoBoautens: Abhjshek Ch:ﬂhan
Reprint Date: Reprint Date: Reprint Date: H '
Hara: 16.12.2024 Hata: 16.12.2024 Jara: 16.12.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel. +91 40 4900 25900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.arreddys.com
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CERTIFICATE OF ANALYSIS
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Opoayxr: Moykaun®, Ta0/IeTKH, NOKPBITHIE HJIEHOYHOI 060/104K0i, 400 Mr + 325 Mr
Market / Peinok :Russia / Poccust
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus No i Veates Oo0beM cepun " 800000.0 Tab
Analytical Repo‘}‘t No/ - 040002754570 Date of Analysis / . 16.12.2024
AHaTHTHYEeCKHI oTyeT No JlaTa aHau3a
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
JaTa mpon3BoaAcTBa I'onen g0
Mifg. License No. / MA number: /
IIpon3BoacTBEHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PT’-RU)
Homep PY

anuen3us Ne
Analysis performed according ND: / Ananu3 nposenen no HJI: JITI-Ne(003654)-(PI"-RU)-101123 |

3anucu 1o nNpoM3BOJACTBY, YIIAKOBKE U aHAJIK3Y MIPOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBanmaM [1pasun
HaJJexailei mpou3BoICTBEHHOMN NMpakTUKH EBpa3sHiickoro 5KOHOMMYECKOT0 COKO3a».

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Managkr/Executive

[Toxrorosneno: Santosh Kumar | [IpoBepeno: Pardeep Kumar /Ono6peHo: Menemuep /

Maurya . PykoBoautens: Abhishek Chfuhan
B 1 i

Reprint Date:
Hara: 16.12.2024

Reprint Date:
Jara: 16.12.2024

Reprint Date:
Hara: 16.12.2024
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