L XY Dr. Reddy's Laboratories (td
D R dd Y °® Formulati»;n Unit-6 '
rr-Reaays e .
. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 1 of 10/ C1p. 1 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaysr: Uoykiaun”, TabaeTkn, DOKPLITHIE NIEHOTHO obonouwoii, 400 mr + 325 mr
Market/ PoiHOK :Russia / Poccus
Batch No / - V2500118 Batch Quantity / . 800000.0 tab/
Cepusi Ne ) Ob0bem cepun " 800000.0 Tabd
Analytical Report No/ - 040002807165 Date of Analysis / - 11.02.2025
AHANTHTHYECKHIT oTyeT No Jata aHanu3a
Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029
Jata npoussoacTsa lomen go
Mfg. License No. / .
IIpouzBoacTBeHHAn : MNB/05/263 s : JIII-Ne(003654)-(PT'-RU)
Homep PY
| nneH3nst No __|l

Analysis performed according ND: / Anaaus nposeaen no H/I: JITT-No(003654)-(PT-RU)-101123

Ne | Test / Iloka3arenn Results/ PesyabTaTsi Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1  |Onwucanue one-side scored tablets; white core at |scored tablets; white or off-white core at the
the cross-section. / Tabnetku cross-section. / Tabnerku kancynosusHoi

KarcynoBUAHOH GOPMEI, MOKPBITHIE | (GOPMBIL, MOKPBITHIE [IEHOYHOH 060JI0UKOM
MJICHOUHOH 0B0JI0UKOH OPAmKEBOTO | OPaHXKEBOrO LBETA, C PHCKOM Ha OJHOM CTOPOHE;
LBETa, C PHCKOM Ha OJ{HOI CTOPOHE; |HA IMOMNEPEYHOM paspese — AAPo 6ENoro WK

Ha IMONIEPEYHOM paspese — AApo o4ty 6enoro BeTa.

6enoro 1BeTa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
pumeyanne: [Tpoaykr cooTBeTcTBYeT TpeGoBanusaM HJ[ 3axmoyenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | Iposepeno: Pardeep Kumar /Onobpeno: Menemxkep /

Maurya D PykoBoaurenb: Amit Kumar
Reprint Date: Reprint Date: Reprint Date; |

Hara: 12.02.2025 Hata: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €5¢

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

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

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 2 of 10/ Ctp. 2 u3 10

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

Npoayxr: Hoykanu”, TabaeTKH, NOKPbITHIE IIEHOYHOH 000.104K0i, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccust
Batch No / - V2500118 Batch Quantity / ~ 800000.0 tab/
Cepust Ne ' O6bem cepl " 800000.0 Tab
Analytical Rep0ft No/ . 040002807165 | Date of Analysis / - 11.02.2025
Ananurudeckuit oruer Ne JaTa aHaau3a
Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029

| JlaTa npou3BoacTBa Fogen oo
Mfg. License No. / MA number: /
IIpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)

Homep PY

JuueHsus Ne

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

Complies as prescribed/
CoOTBETCTBYET

2 |Identification /
oA JHHHOCTDH

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 yZIep)KMBaHHS OCHOBHBIX [HKOB Ha
XpOMaTOrpaMMe UCIBITYEMOTO PACTBOPA JAOJIKHBI
COOTBETCTBOBATh BpeMeHaM yIepXHBaHHUs ITUKOB
Ha XpoMmarorpaMme pacTBOpa CTaHAapTHbIX
06pasLoB ubynpodeHa u Mmapaneramona (paszei
«KonuuecTBEHHOE Onpe/ieieHne»)

3 |Average tablets weight / 973.9 mg/973.9 mr

CpenHssi Macca TabJIeTOK

940.9 mg to 999.1 mg
(970.0 mg = 3.0 %) /
Ot 940,9 Mr zo 999,1 MI
(970,0 mr £ 3,0 %)

4 |Disintegration /
PacniagaeMocThb

07 min 29 sec / 07 muH 29 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanye: [IpoayKT cooTBETCTBYET TpeboBanusm HL

Opinion : APPROVED
3akmoucHue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
MoarotopneHo: Santosh Kumar | [Ipoepeno: Pardeep Kumar /Opo6peno: Menenxep /
M f P : Amit K
aurya % YKOBOJHUTEND /\Jfl Kumar
— _\’,/'
Reprint Date: Reprint Date: Reprint Date:
Hara: 12.02.2025 Hara: 12.02.2025 Hara: 12.02.2025

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

www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page 3 of 10/ Ctp. 3 u3 10

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

HponykT: W6ykmn®, TabieTki, NOKPHITHIE IJIEHOYHOM o6onoukoii, 400 mr + 325 Mr

Market / PeiHok :Russia / Poccusg

Batch No / - V2500118 Batch Quantity / ~800000.0 tab/
Cepust Ne ' O6beM cepun " 800000.0 Ta6
Analytical Repo‘}‘t No/ - 040002807165 Date of Analysis / © 11.02.2025
Ananurnueckuii oryer Ne JlaTa aHaIM3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029
JlaTa npoH3BOACTBA Topen g0

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS - MNB/05/263
Junensus Ne

Homep PY . JIII-Ne(003654)-(PT-RU)

Analysis performed according ND: / AHaIM3 NPOBE/eH 10 HI: JITI-Ne(003654)-(PT'-RU)-101123

S |Dissolution /

PactBopenue
99 % to 103 %

99 % to 103 %

Not less than 70% (Q) of Ci3H302 (ibuprofen)
after 30 min/

He menee 70 % (Q) C13H1s0; (ubynpoden) yepes
30 muH

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

He menee 70 % (Q) CsHoNO: (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumeyanne: JIpoayKT COOTBETCTBYET TpeOOBAHUAM HI

Opinion : APPROVED
3axaouenue: OJJOBPEHO

Prepared by / Checked by /

f

Mozrotosieno: Santosh Kumar | [Tposepeno: Pardeep Kumar /Ono6peHo: Menemxep /

Maurya & [ _

Approved by: Manager/Executive

PyxoBoauTENb: it Kumar
il

Reprint Date: Reprint Date:
Hara: 12.02.2025 Hara: 12.02.2025

Reprint Date: ¥
Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Bo Dr. Reddy's Laboratories |td.
Dr' Reddy’s ..'. 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
CEPTUDPUKAT AHAJIU3A

Page 4 0of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: U6ykaun®, TabaeTkn, NOKpHIThIe IUIEHOYHO# 060s104K0il, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / - V2500118 Batch Quantity / ; 800000.0 tab /

Cepust Ne OGbem cepun 800000.0 Tab

Analytical Repourt No/ - 040002807165 Date of Analysis / - 11.02.2025

AHaauTHyecknii oTueT Ne Jdata anaamza

Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029

Jata npousBoacTaa T'onen no

Mfg. License No. / MA number: /

Hpoun3BoacTBeHHAs : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Anann3 npoeeagen mo H/I: JIII-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE MPpHMECH than 0.005% /
Method 1/ Merton 1 4-amuHOodeHoNn (mpuMech mapaueramona) He

6onee 0,005 %

Method 2 / Meron 2 Any individual impurity (of ibuprofen or
Below BDL / Huxe nopora paracetamol) - not more than 0.3% /
pEruCTpariui Jlobast epuHuuHas npumeck (MOympodeHa win
napaneramona) e 6onee 0,3 %
0.0002% Total impurities (Method 1+ Method 2) - not more
: ° than 0.7% / Cymma npuMeceii (Meron 1+ Merton
2) He 6omnee 0,7 %
7 |Water / Boaa 1.3% Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [IpoayKT cooTBeTCTBYET Tpebopanusam HJT 3akmovenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | [IpoBepeno: Pardeep Kumar /Onobpeno: Menemxkep /
Maurya @ C\,JP,( Pykosonutens: Apit I\‘xgar
Reprint Date: Reprint Date: Reprint Date: {
Harta: 12.02.2025 Hata: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2300, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q¢

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
CEPTHO®HKAT AHAJIM3A

Page 5of 10/ C1p. 513 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayrr: Hoykamun”, Tabaerkn, HOKPHITHIE NIEHOYHOI 0060J104K0ii, 400 mr + 325 mr

Market/ Peinox :Russia / Poccusg

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne eyl O6bem cepuu ~ 800000.0 Ta6

Analytical Repourt No/ - 040002807165 Date of Analysis / - 11.02.2025

AHaguTHYeCKHI oT4yeT Ne Jata ananuza

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029

Hara npoussogcrsa I"onen xo

Mfg. License No. / MA number: /

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

JHIeH3us Ne

Analysis performed according ND: / Ananus nposegen mo HJI: JIII—.N‘Q(OOCSGS-I)-(Pl";R[J)-101123

8 |Uniformity of dosage
units /

OnHopoaHoCTh
JO3UPOBaHUSA

- ibuprofen / ubynpoden

- paracetamo] /
napaueraMmon

1.0

1.0

Acceptance value (AV) should be not more than
15.0 /Tlokazarens npueMiaeMOCTH (AV) nomxen
OBITH He Gosee 15,0

Acceptance value (AV) should be not more than
15.0 /Tloxasarens mpuemnemoctn (AV) gomken
ObITH He Gojee 15,0

Remarks : The Product conforms to ND/
Ipumeyanue: [TponyKT cooTBeTcTBYET TpeboBanusm HJ

Opinion : APPROVED
3akmouyenne: OJJOGPEHO

Prepared by /
IToarorosneno: Santosh Kumar

Maurya %‘

Checked by /

als

L

[Tposepeno: Pardeep Kumar /Omo6peno: Menemxep /

Approved by: Manager/Executive

Pyxosopurens: AmitLISumar

\

—

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Date: ¥
Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax; 91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Ltd.
Formulation 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
CEPTHOHKAT AHAJIHU3A

Page 6 of 10/ Cp. 6 u3 10

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

Ipopyxkrt: Hﬁyumm“", TabaeTKH, NOKPBITHIE ILIEHOYHOI 000/104K0ii, 400 M + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / - V2500118 Batch Quantity / ~800000.0 tab/

Cepust Ne ) O0bem cepiH " 800000.0 Tab

Analytical Repo:‘t No/ . 040002807165 Date of Analysis / . 11.02.2025
AHaNHTHYECKHIT oTyeT No JlaTta aHanu3a

Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029
Jara npou3ssojacTsa I'ogen 10

Mfg. License No. /

. MA number: / ) o

IpousBoacTBeHHAs : MNB/05/263 Howmep PY : JIMI-Ne(003654)-(PI'-RU)

JuneHsus Ne

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

9 |Microbiological purity* /
Mukpo6HojioruyecKas
yhcToTa*

a) Total aerobic microbial
count / ObLee 4ncno NA
adpobHBIX
MHKPOOPTraHH3MOB

b) Total combined yeasts
and mould count / Obwee NA
YHCIIO JPOMOKEBBIX U
IJISCHEBBIX TPUOOB

c) E. coli NA

Not more than 1000 CFU/g/
He 60nee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Shall be absent in 1lg / OTCyrcTBUE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanne: [poaykT cooTBeTcTBYET Tpebosannam HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by /

MoaroroBneno: Santosh Kumar | [TpoBepeno: Pardeep Kumar /Onmo6peno: Menemxep /

Maurya @‘ CLE/—” Pykosoauteng: Amijt Kumar

Approved by: Manager/Executive

B

Reprint Date: Reprint Date:
Hara: 12.02.2025 Hara: 12.02.2025

Reprint Date: '
JHara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':’

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

Vill. Khol, Nalagarh Road, Bad dj,
Distt. Solan, H.P., 173 205, INDJA
Tel : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 7 of 10 / Cp. 7 n3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykann®, TabieTKH, NOKPBIThIE NIeHO4HOl 060104K0ii, 400 mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No/ - V2500118 Batch Quantity / _ 800000.0 tab/

Cepusi Ne ) O6nem cepun " 800000.0 Tab

Analytical Repo‘f‘t No/ - 040002807165 Date of Analysis / - 11.02.2025

AHaJguTHYecKH# oTueT No JlaTa aHaJM3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029

JlaTa NpoH3BOACTBA T'open no

Mfg. License No. / .

Tpom3soncTBennas - MNB/05/263 L - JIN-Ne(003654)-(PT-RU)
Homep PY

JauueHsas Ne

Analysis performed accordfng ND: / Ananus rlp(_)Be;leH mo HJI: JITI-Ne(003654)-(PI-RU)-101123

10 |Assay / KonngecTBeHHOE

ornpeae/ieHue

396.2 mg/396.2 Mr

321.49 mg /321.49 mr

360.0 to 440.0 mg of C;3H ;302 (ibuprofen) per
tablet /

Ot 360,0 mr nio 440,0 mr Cy3H1302 (MOynpoden) B
TabneTke

292.5 to 357.5 mg of CsH9NO: (paracetamol) per
tablet /

01292,5 mr 10 357,5 mr CsHoNO, (mapaneramon)
B TabseTKe

11 | Package / YnakoBka 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. / [To 10
leaflet in a carton. / ITo 10 Tabnerox |Tabnerok B IIBX/Al 6mucrep. ITo 1, 2 unm 20
B [IBX/Al 6auctep. [1o 1 6muctepy [6mucTepoB B MAdKy KapTOHHYIO BMeECTE C
B Ma4ky KapTOHHYIO BMECTE€ C |HHCTPYKUMEN MO MPUMEHEHHIO.
HHCTPYKLHEH 110 NPHMEHEHHIO.
12 | Labeling / MapxkupoBka |According to ND. /B coorsercteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu TeMnepatype He Boiwe 25 °C.
14 | Shelf life / Cpox S5 years / 5 net
TOTHOCTH

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

Remarks : The Product conforms to ND/
IIpumeyanne: I1IpoayKT COOTBETCTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /

Maurya

——

IToaroToBneHo: Santc@Kumar

Checked by /

i

[Iposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoauTens; An}_iB(umar

S

Reprint Date:
Hata: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Date: '
Jara: 12.02.2025

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

www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: W6ykann®, TabneTkn, MOKPLITHIC NIIEHOYH O 0060/109K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No/ - V2500118 Batch Quantity / ~800000.0 tab /

Cepnsa Ne ‘ Oo0bem cepun " 800000.0 Tab

Analytical RePOft No/ - 040002807165 Date of Analysis / - 11.02.2025

AHanHTHYEeCKHIT oTueT No JiaTa aHaau3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029

JlaTa nNpou3BoACcTBA T'onen a0

Mfg. License No. / .

IIpou3BoacTBeHHAasI : MNB/05/263 M Uy : JIII-Ne(003654)-(PI'-RU)
! Homep PY

nuuersns Ne |

Analysis performed according ND: / Ananu3 nposesien mo HJI: JITI-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.
[Tpumeyanue: CChUIKM B HOPMATHBHON NOKYMEHTALMH IPHBEACHBI HA IT'd PO XIV.

* TIpOBOAMTCS NTPOH3BOJMTENEM TIPH BBIYCKE IIEPHOAMUYECKH. JUIs kaxaoii 20-o0if cepun UM He MeHee 1 pa3a B
roz. TlokaszaTens MoxeT 6bITh He BKJIIOUEH B cepTH(dHKAT aHaIM3a QUPMBL.

API name / Haumenoanne APC: Ibuprofen / Ubynpoden Paracetamol / Ilapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / 1201/23/A-0569 APAP/24091294
Homep cepun nponspoautess APC:
FP Manufacturer API Batch number /
Homep cepuu cyOCcTAHUHH NPOU3BOAHTEIA FEQAOQ0083 FERA00539
LJd:
IOL Chemicals and
API Manufactured by & country / Pharmaceuticals Limited, India / Granules India Limited, India /
IMpoussoaurens ADPC, crpana: HIOTItKENcATICIaHN ['panynec Munusa Jlumuren, Munaus
i : @apmacsroTukaic Jlnmuren, i
Unnns

Name, address, authorization No for  FP

Dr. Reddy's Laboratories

Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoayKT cooTBETCTBYET Tpebosanusm HJT

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by /
IToaroToeneHo: Santogh Kumar
Maurya %\

I —

Checked by /
ITpoeepeHo: Pardeep Kumar

-

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoaurens; Amitémnar

,\‘-/

Reprint Date:

Hara: 12.02.2025 Hara:

Reprint Date:

12.02.2025

Reprint Date: '

Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2300, Fax: 91 40 4900 2999, Email: mail@drreddys.com

CIN: L35195AP1984PL.C004507
www.drreddys.com




DI‘. Reddy,s ‘ F_ormulation Unit-6
: Vill. Khol, Nalagarh Road, Baddi,

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

.. ® Dr. Reddy's Laboratories Ltd.
@

CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: Uoykann", TabaeTku, NOKPhIThIE 1eHO4HOH 0060s10uK0ii, 400 Mr -+ 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No/ . V2500118 Batch Quantity / ~800000.0 tab/
Cepns Ne ' O6bem cepun " 800000.0 Tab
Analytical Report No/ . 040002807165 Date of Analysis / . 11.02.2025
AHAJHTHYECKHIi oTueT Nt Jlara aHanH3a

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029
JlaTa npoH3BOACTBA Topen 1o

Mifg. License No. / .

Tpom3BoacTBCHHAS - MNB/05/263 MA number: / . JIII-Ne(003654)-(PT-RU)

Howmep PY
JHNeH3us Ne
Analysis performed according ND: / AHau3 npoBeieH 1o HJI: JITI-Ne(003654)-(PI'-RU)-101123

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

HaumenoBaHHe, axpec, JUIEH3Hs AJs J-p Pennu’c Jlaboparopuc JItx., Wnaus, [Ipon3BoACTBEHHOE
Ipou3BoacTBEHHAS MJIOITANKA / Ilnomaxka noppasaeneHue-6, Bumn. Kxons, Hanarapx Poya, bannu, JIMCTPUKT
KOHTPOJIs KayecTBa / [110omajaka BeIllycKa Coman, X.I1., 173205, Unaus (auuensns 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».

JakJl04eHHe 0 cooTBeTcTBHM: «HacTosmum s MoATBEpXkAar0, YTO NPUBCICHHAA BBIIC MHGOpMALIYA ABJIACTCS
JOCTOBEPHON M TOUHOM. DTa cepusi NMPOAYKUUH MPOM3BCACHA (BKTIOYAsA YNAakoBKY (MApKHpOBKY) W KOHTPOJIb
KayecTBa) Ha BbINIEyKa3aHHON IPOM3BOJACTBEHHOM ILIOIANKE (omwaaKax) B TOJHOM COOTBETCTBHM C
tpeGosanusmu [papun Hajexawei NPOU3BOICTBEHHOH TPAKTHKK EBpasHHCKOro SKOHOMMYECKOTo COKo3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) 1 TpeOOBaHMAMM KOHTPONIA Ka4€CTBA JICKapCTBEHHBIX CPEACTE,
a TAKKE B COOTBETCTBUU CO CrIELM(HUKAIMAMY, COASPKAIMMUCS B PETUCTPALIHOHHOM NOCHE CTPAHBI-MMIIOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoayxT cooreTcTBYeT TpeGosarmsM HI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oxrotosnexo: Santosh Kumar | ITpoeepero: Pardeep Kumar /Ono6peno: Menemxep /
Maurya % :[ PYKOBO,Z[I/ITGHBZ/Q/IH{[ Kumar

I gp—— —— ./
Reprint Date: Reprint Date: Reprint Date:
Hata: 12.02.2025 Jlara: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2300, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.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
CEPTU®UKAT AHAJIN3A

Page 10 of 10/ CTp. 10 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoxyxr: UOykanu®, TaG1eTKH, TOKPHITHIE MICHOUHOI 060.104K0i, 400 mMr + 325 mMr

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

Market / PoiHOK :Russia / Poccus

Batch No / - V2500118 Batch Quantity / ~800000.0 tab/

Cepus Ne ] Oo0bem cepun " 800000.0 Tab

Analytical Repo‘}'t No / - 040002807165 Date of Analysis / - 11.02.2025

Apanntayeckuii oryer Ne JaTa ananusa

Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029

JaTa mpousBojicTBA I'ogen go

Mifg. License No. / MA number: /

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

Jinuen3us Ne B

3amucH 1o NPOU3BOACTBY, YNAKOBKE H aHATM3Y IPOBEPEHEI, M YCTAHOBIIEHO MX COOTBETCTBHE TpeGoBaHMAM [IpaBu
HaJIexale Npou3BoICTBEHHON NPakTUKK EBpasHilcKoro 3K0HOMHUYECKOTO COH3a.

Remarks : The Product conforms to ND/
IMpumevanue: [TpoaykT cOOTBETCTBYET TpeboBauusam HJJ

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
INoarorosneno: Santosh Kumar

Maurya @

—_—

Checked by /
ITpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykopoaurenn: Amit Kumar

A=

= —

Reprint Date:
Jara: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Date:Y
Hara: 12.02.2025
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