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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Page 1 0f 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykt: M6ykaun®, Ta6neTky, NOKPbITHIE LIEHOYHOH 060J104K0ii, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccust
Batch No / _ Batch Quantity / . 800000.0 tab/
Cepns Ne 5 V2500397 O6nLem cepun * 800000.0 Tab
Analytical Repo:‘t No/ - 040002853439 Date of Analysis / . 23.03.2025
AnanuTudyecknii otuet Ne JlaTa aHa/M3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
' TaTa npon3BoACTBa Togen no S
Mfg. License No. / .
Tpom3eoacTBeRHas - MNB/05/263 e e . JITI-Ne(003654)-(PT-RU)
Homep PY
Junen3usa Ne

Analysis performed according ND: / Auanu3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

Ne |Test/ Iloka3zaTenn

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KancynoBuaHOH GopMbl, TOKPHIThIE
TJIEHOYHOU 000JT0UKOM OpaHXeBOro
L(BETA, C PUCKOI Ha OJHOH CTOPOHE;
Ha TONEepPeyHOM pa3pese — sApo
denoro 1Bera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyjaoBuIHON
($hopMBl, MOKPHITHIE MIEHOYHOH 000104KOH
OpaHKeBOT0 LBETA, C PUCKOH Ha OHOH CTOpOHE;
Ha TMoMepevYHoM paspese — sApo 6esnoro uim
noytu 6enoro LBera.

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoayxr coorBeTcTByeT TpeboBanusm HJL

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarorosicHo: Yogesh, [TpoBcpcHo: Rama i&-ﬂj /On06pcHO: Menemxep /
Chauhan y ~ Pykosoautens: Amit Kumar

/ // % ) =
Reprint Date: Reprint Date: Reprint Date: |
Hara: 23.03.2025 Jara: 23.03.2025 Jara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L8S195AP L984PLCODL507

wvw.drragays.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
2155 55001-02

Tei : +53 981
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykr: N6ykann®, Tabnerxu, NOKPbIThIE IJIEHOUHO#H 060104K0ii, 400 Mr + 325 Mr

Market / Prinok :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /

Cepust Ne £ V2500397 Obnem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002853439 Date of Analysis / - 93.03.2025

AHajguTu4yecKnii oTuer No Jata ananusa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

Jata npou3BoacTBa | T'onen Ao -

Mfg. License No. / MA number: /

IIpousBoacTBEHHAS : MNB/05/263 ) ¢ JITI-Ne(003654)-(PT"-RU)
Homep PY

JuieH3as Ne

Analysis performed accor:iing ND: / Ananu3 nposeaen no H/I: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /
IogauuHOCTD

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 yaepxuBaHHMsS OCHOBHbIX MMKOB Ha
XpoMaTorpaMMe HCIBITYEMOTO PacTBOpPa JOJIKHE!
COOTBETCTBOBATH BpEMEHAM yJepKUBaHUs THKOB
Ha XpoMarorpamMme pacTBOpa CTaHIAPTHBIX
obpa3noB ubynpotena u mapaueramona (pasaen
«KonuuecTBeHHOE OnpeaesieHue»)

3 |Average tublets welght /
Cpeanss macca Tabnerok

9'/3.8 mg / Y/3.8 M1

940.9 mg o 9uu.1 mg
(970.0 mg + 3.0 %) /

Or 940,9 MI o 999,1 Mr
(970,0 mr =+ 3,0 %)

4 |Disintegration /
Pacnagaemocthb

08 min 08 sec / 08 muH 08 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr coorBercTByeT TpebopanusM HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by /
IlonroroeneHno: Yogesh 7

(/._
/
p

Chauhan W =

Checked by /
[Iposepeno: Rama kant

Approved by: Manager/Executive
/OnmobpeHo: MeHemxep /
PykoBomutens: Amit Kumar

f\_f’/

Reprint Date:
Hara: 23.03.2025

bl
Reprint Date:

Hara: 23.03.2025

Reprint Date; ‘
Jara: 23.03.2025

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: L85195AP1984PLLN04507

wwaLdireddys.com




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

Vill. Khol, Nalagarh Road, Badadi,
Distt. Sofan, H.P., 173 205, iNDIA
Tel:+91 98186 55001-02

www.drreddys.com

| Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 3 0f 10/ Cp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: U6ykaun®, TabaeTkn, HOKpPHITHIE MIeHOYHO0l 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / ] Batch Quantity / _ 800000.0 tab/
Cepus No H V2500397 O6bem cepuu " 800000.0 Tab
Analytical Repo:‘t No/ - 040002853439 Date of Analysis / - 23.03.2025
AnanuTHyecKuii oTuer Ne JlaTa aHaM3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

| /laTa npon3BOACTBA Topen mo
Mfg. License No. / MA number: /
IIponsBoacrBenHas : MNB/05/263 ’ : JIII-Ne(003654)-(PI'-RU)

Homep PY

Jnuies3us Ne

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

5 |Dissolution / Not less than 70% (Q) of Ci13H 30, (ibuprofen)
PacTBopeHHe after 30 min/

' 97% to 102% He menee 70 % (Q) Ci3H 1502 (ubynpoden) uepes
30 MuH

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

97 % to 101 % He menee 70 % (Q) CsHoNO, (mapaueramon)
[ yepe3 30 Mud

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanue: [TpoaykT coorseTcTBYET TpedopanusaM HJJ 3akaoyenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
ITonrorosneno: Yogesh [Iposepeno: Rama kant /OnobpeHo: Menemxep /
Chauhan o~ PykoBoautens: Amit Kumar

> N
Reprint Date: o Reprint Date: ' Reprint Date: '
Harta: 23.03.2025 Jara: 23.03.2025 Hara: 23.03.2025

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: mail@drreddys.com
CIN: L85195AP1LG84PLCO0A5QT7
www.drraddys.com



Dr.Reddy’s ":'

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

Vill. Khol, Malagarh Road, Baddii,
Distt. Solan, H.P., 173 205, iNDIA
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 4 of 10/ C1p. 4 u3 10

Product :

Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxt: U6ykaun®, TabaeTkn, NOKPLITHIE IIEHOYHOI 06010uK0i, 400 Mr + 325 Mr

Market / Peinoxk :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepusi Ne ¥ V2500397 O0nem cepun " 800000.0 Tab
Analytical Repoz’t No/ - 040002853439 Date of Analysis / . 93.03.2025
AnanuTuyeckuii oTyeT No Jara anaausa
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

| laTa npon3BoACTBA Topen go -
Mifg. License No. / MA number: /
IIponsBoncreenHas : MNB/05/263 ) JIII-Ne(003654)-(PI'-RU)

Homep PY

JaHLen3ys Ne

Analysis performed according ND:

/ Anasu3 nposeged mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PogcTBeHHbIE IPpHMeECH than 0.005% /
Method 1 / Meron 1 4-amyHodeHon (mpuMech nNapaueTaMmonia) He
6onee 0,005 %
o Any individual impurity (of ibuprofen or
Method 2 / MeTon 2 0.03% paracetamol) - not more than 0.3% /
Jlrobas enunuyHas mpumeck (MOynpodeHa wunu
napayeramona) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
RS than 0.7% / Cymma mpumeceii (Mertog 1 + Meton
2) He 6onee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmouenune: OJOBPEHO

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

IMoarororneno: Yogesh ITporepenn: Rama kant /Ono6ipeno: Menemxep /

Chauhan / _‘/ 7 PykoBoauTens: Amit Il(umar
(/7 - ol N

Reprint Date: Reprint Date: ' Reprint Date: \

Hata: 23.03.2025 Hara: 23.03.2025 Jara: 23.03.2025

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: LBS195AP1984PLCHO45Q7

wwiw.drraddys.com




Dr.Reddy’s @

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

Vill. Khol, Nalagarh Road, Badii,
Distt. Solan, H.P.; 173 205, iNDIA
Jei: +51 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6yknun®, Tabaerku, MOKPBIThIE IJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccusg

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne 5 V2500397 O0bem cepun " 800000.0 Tab

Analytical Repovrt No / - 040002853439 Date of Analysis / . 23.03.2025

AnanuTu4eckuii oTyet No Jlara aHanu3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa npou3BoacTBa Toageun o

Mfg. License No. / MA number: /

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

Juuenzus Ne

Analysis performed according ND

: / Ananm3 npoBegen no H: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OnHopoAHOCTD
JO3UPOBAHUS

- ibuprofen / ubymnpocen

- paracetamol /

IapaleTamosl

1.2

1.2

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npueMiaeMocTu (AV) nomkeH
ObITh He Oonice 15,0

Acceptance value (AV) should be not mére than
15.0 / Iloka3arens npueMaeMocTH (AV) 10mKeH
ObITH He bouee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT coorBercTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
Zakawuenue: OJJOBPEHO

Prepared by /
Iogrotoeneno: Yogesh,

=]

(_/,

Chauhan LF

Checked by /
[IpoBepeno: Rama kant

Approved by: Manager/Executive
/Onobpeno: Menenmxep /
PyxosoauTens: Amit Kan/lar

N

Reprint Date:
Hara: 23.03.2025

Ry
Reprint Date:

Hara: 23.03.2025

Reprint Date: \
Hata: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCONA5QT

www.drreddys.com




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

Vill. Khol, Malagarh Road, Baadi,
Distt. Solan, H.P., 173 205, iNDIA

Tl - 009 28 oD1-02

| Dr.lReddy’s ‘
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 6 of 10 / Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykanu”, TabaeTKH, HOKPHITHIE JIEHOYHOI 000/104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne + V2500397 O6nem cepun " 800000.0 Tab

Analytical Report No/ - 040002853439 Date of Analysis / . 23.03.2025

AHaquTHyecKHi oTyeT No Jata anaamnsa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTa Npou3BOACTBA I'ogen mo

Mfg. License No. / MA number: /

IIpon3BogcTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

Juien3usa Ne

Analysis performed according ND: / Anaan3s nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /

Mukpo6GuoJioruiyeckas
|gyHCcTOTAY

a) Total aerobic microbial NA Not more than 1000 CFU/g /
count / O61ee yucno He 6onee 1000 KOE/r
a’poOHBIX

MHKPOOPTaHU3MOB

b) Total combined yeasts NA Not more than 100 CFU/g/
and mould count / Ob1ee He 6onee 100 KOE/r

YHCIIO IPOXIKEBBIX U
[JIECHEBBIX I'pUOOB

c) E. coli NA Shall be absent in 1lg / OTcyrcTBUE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [TpoayKT cooTBeTCTBYET TpeGoBanuam HJT 3axmouenne: OJJOGPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive
IToaroroeneno: Yogesh _ | IlpoBepeHo: Rama kant /Onobpeno: Menemxep /
Chauhan I ud‘ Pyxosoautens: Amit Kumar
y b e
Reprint Date: Reprint Date: Reprint Date: {
Hara: 23.03.2025 Hata: 23.03.2025 Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tejangana, ndia
i Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Enail: mail@drreddys.com
CiM: L85195AP 1984PLCODLS507
www.Grreduys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 38158 56001-02

wwiw.drredays.com

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIR3A

Page 7 of 10/ C1p. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6yknuu®, Ta6aeTKH, MOKPLITHIE IJIEHO4HOI 060/109K0ii, 400 mMr + 325 Mr

Market / PeIHOK :Russia / Poccust

Batch No / . Batch Quantity / - 800000.0 tab /

Cepus Ne | M200EDT OGbem cepHH " 800000.0 Tab

Analytical Report No/ - 040002853439 Date of Analysis / . 23.03.2025

AHAJHTHYECKHH oTyeT Ne JlaTa aHaaH3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa npou3BoACTBA I'ogen oo

Mfg. License No. / MA number: /

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

JuueH3usa Ne

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

ompeaeieHue

10 |Assay / KonuuyecTBeHHOE |

398.7 mg/ 398.7 mr

324.28 mg / 324.28 mMr

360.0 to 440.0 mg of Ci;3H 30, (ibuprofen) per
tablet /

Ot 360,0 mr go 440,0 mr C13HgO2 (ubynpoden) B
TabneTke

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

O71292,5 mr no 357,5 mr CsHoNO; (mapaueramon)
B TabneTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnerok
B [IBX/Al 6nmcrep. ITo 1 6nucrepy
B TauKy KapTOHHYKD BMECTE C
HHCTPYKLMEH MO NPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerox B IIBX/Al 6muctep. ITo 1, 2 unu 20
6nmicTepoB B MadyKky KapTOHHYIO BMECTe C
HHCTPYKI[HEl M0 NPUMEHEHHUIO.

12 | Labeling / MapxupoBka

According to ND. / B cootBetctBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temneparype He Bblle 25 °C.
14 | Shelf life / Cpok 5 years / 5 ner
TOAHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeGopanusam HJI

Opinion : APPROVED
3akmwuenne: OJOBPEHO

Prepared by /

Chauhan

ITogrororneno: Yogesh

/o

L

Checked by /
IIposepeno: Rama kant

Approved by: Manager/Executive
/OnobpeHo: MeHemxep /
PyxoBonurens: Amit Kumar

|'I -"’j_/’

Reprint Date:
Hata: 23.03.2025

R

Reprint Date:
JaTa: 23.03.2025

Reprint Date: Y
Jara: 23.03.2025

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: mail@drreddys.com

CIN: L85195AP1984PLCLO4507

www.direddys.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 58165 55001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 8 of 10/ Ctp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykann®, TabaeTkn, NOKPHITbIE IUIEHOYHOI 0605104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne $ V2500397 O6nbem cepun " 800000.0 Tab
Analytical Repovrt No/ . 040002853439 Date of Analysis / - 23.03.2025
AHaauTHueckuii oTuer No JlaTa ananm3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa npou3BoacTBa T'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY
JiuneH3us Ne

Analysis performed according ND: / Ananu3 nposened no HJI: JITI-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.

IIpumeuanue: CchlIKM B HOPMATUBHOM HOoKyMeHTaluu npruBeaeHsl Ha 'O PO XIV.

* TIpoBOOMTCA MPOU3BOAUTENEM ITPH BBITYCKE NEPUOJUUECKHU: 1l Kaxxaol 20-oi cepuu nin He MeHee 1 pasa B
roz. ITokasarens MoxxeT GbITh He BKIIFOUEH B cepTU(dHUKAT aHaIn3a GUPMBIL.

API name / HaumenoBanune ADC: Ibuprofen / U6ynpoden Paracetamol / Ilapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number / PIBM240216 APAP/24081243
Homep cepuu npouspoaurens ADC:

FP Manufacturer API Batch number /

Homep cepnu cyOCTAHIHN TPOU3BOIUTEIIS FERAO00730 FERA00703

IJId:

API Manufactured by & country /
IIpouseoautens A®C, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
®apma Catiedcus Jlumuren,

Granules India Limited, India /
I'panynec Unaus Jlumuten, Unnusa

Wunus

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue; [IpoaykT cooTseTcTBYET TpeGoBanmsamM HJT 3axmoyenne: OIOBPEHO
Prepared by / ) Checked by / Approved by: Manager/Executive
IToarotosneno: Yogesh [TpoepeHo: Rama kant /Onmo6peno: Menemkep /
Chauhan 1y / Pyxoeoautens: Amit Kumar

W 7 W

(L~ 7 N
Reprint Date: Reprint Date: i Reprint Date: \
Hara: 23.03.2025 Hara: 23.03.2025 Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO04507
www.dtredays.coim
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3IA

Page 9 of 10 / Cp. 9 u3 10

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

Hponykr: M6yknnn®, Ta6neTkn, HOKpPBITHIE IJIEHOYHOl 060/10uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccusg

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepus Ne s Ob6bem cepuu " 800000.0 Tab

Analytical Repo‘}'t No/ . 040002853439 Date of Analysis / - 23.03.2025

AHaJaHTHYeCKHH 0T4eT Ne Jarta ananu3za

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030

JarTa nponzBoacTBa I'opeH oo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

JIMLeH3us No

Analysis performed according ND: / Ananu3 nposenen no HJ/L: JIII-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) /

HaumeHnoBanue, agpec, JHUEH3US JJIs J-p Pennwn’c Jlaboparopuc JIta., Unaus, IIponssonacTeBeHHoe
IIpousBoacTBeHHasd naowaaka / Ilnomanka noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagau, Juctpukr
KOHTPOJIg KavecTBa / IL1omanka BeINycKa Conan, X.I1., 173205, Uanus (uuensus 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».

3akJ04eHHe 0 cOOTBeTCTBHH: «HacToAIMM s IOATBEPXKIAI0, YTO NMpPUBEAEHHAs BbIIEe UHPOpPMALIMS SBIAETCA
JIOCTOBEpHOU M TOYHOH. DTa cepus NMPOAYKIMH Mpou3BeAcHa (BKIIOYAs YMaKOBKY (MapKUpOBKY) M KOHTpOJIb
KauecTBa) Ha BbHIIEYKa3aHHOM NpPOM3BOJCTBEHHOH IUIOIAAKe (TUIOMAAKkaX) B IIOJHOM COOTBETCTBHHM C
TpeboBanusamMu [IpaBun Hajiexailell NpoU3BOACTBEHHON MpakTUkK EBpasuiickoro 3xkoHOMHYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u Tpe6oBaHUSIMU KOHTPOJISA KauecTBa JIEKAPCTBEHHBIX CPENCTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Ipoaykr cooreTcTBYET TpeGoBanusaM HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Yogesh,” [IpoBepeHo: Rama kant /Onobpeno: Menemxep /
Chauhan Y ~ U—lr PykoBogurens: Amit Kumar

W —

£ o = >

Reprint Date: - Reprint Date: v Reprint Date:
Hara: 23.03.2025 Hata: 23.03.2025 Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOOA507
www.direddys.com




Dr.Reddy’s €&

1
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Vill. Khol, Malagarh Hoad, Baddi,
Distt. Solait, i4.P, 173 205, MDA
Tel: +91 B81E8 BE001-04
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 10 of 10 / Cp. 10 u3 10

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

Mpoaykr: U6ykaun®, Ta6eTKH, NOKPBIThIE MJIEHOYHO 060/10uKOoii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne § ML o O6bem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002853439 Date of Analysis / . 23.03.2025

AdanurauecKHi oTyeT No JlaTa aHanu3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JaTa npousBoacTBa T'onen oo

Mfg. License No. / MA number: /

[IponsBoacTBeHHast : MNB/05/263 ) . JIII-Ne(003654)-(PT"-RU)
Homep PY

Juuedzuna Ne 3

Analysis performed according ND: / Anaan3 nposegen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

a TakKXe€ B COOTBETCTBHUHU CO Cl'lCLlI/lq)ldKaLII/IﬂMI/I, coacpxKallUMHUCA B PETUCTPALIMOHHOM AOCHLE CTpaHbI-UMIIOPTEpPA.
3armucy no NPOU3BOJCTBY, YIIAKOBKE U aHAJIU3Y MPOBEPEHBI, 1 YCTAHOBJIEHO UX COOTBETCTBHE TpC6OBaHI/I$[M Hpanm

Hajamexaien HpOl/l3BO,IICTBeHHOﬁ MpaKTUKH EBpaSHﬁCKOFO 3KOHOMHYECKOT'0O COr03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeyanne: [IpoaykT coorBercTByeT TpeGoBanusam HII 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
I[TogroroeneHo: Yogesh ~/ IIposepeHo: Rama kant /Opnobpeno: Menemxep /
Chauhan {)’;’ S ol PykoBomutens: Amit Kumar

J o , / ; ’/
Reprint Date: Reprint Date: \ Reprint Date: Y
Hara: 23.03.2025 Jara: 23.03.2025 Hara: 23.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvaerabad -

500034, Teiangana, India
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