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

vy drraddys com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 0of 10/ Cp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykanu®, TabaeTKu, NOKPbITHIE IUIEHOYHOl 060104K0ji, 400 Mr + 325 Mr

Market / Prinok :Russia / Poccus

Batch No / - V2500151 Batch Quantity / ~800000.0 tab/

Cepust Ne ' O0bem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002808955 Date of Analysis / - 12.02.2025

AHaJIHTUYECKHIi oTueT Ne JlaTa aHa/M3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa nmpou3BoacTBa T'oneH no

Mfg. License No. / .

TIpou3BoACTEeHHAS - MNB/05/263 Lo\ Humuer - JITI-Ne(003654)-(PT-RU)
Homep PY

Junensusa Ne

Analysis performed according ND: / Ananan3 l'lpOBeIleH_ no HII JITI-Ne(003654)-(PT'-RU)-101123

Ne |Test / TlokazaTean

Results/ PesynapTaTh!

Specification / HOpMTa

(Rl DU S

one-side scored tablets; white core at
the cross-section. / TabneTku
KamncyJOBUAHOH GOPMBI, MOKPHITHIE
IUIEHOUHOH 000JI04KOIl OpaHKeBOro
L[BETA, C PUCKOH Ha OJHON CTOPOHE;
HAa TIOTIEpEUHOM paspese — sapo
OeJjioro mRBeTa.

Orange film-coated, capsule-shaped,

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTkn karncyJa0BUAHON
(bopMbI, MOKPBIThIE NJIEHOYHOH 0b0I0UKOH
OpaHXXEBOI'0 1IBETA, C PUCKOH Ha OHOM CTOPOHE;
Ha MOMEPEYHOM paspese — sapo 6enoro HiH
noytu 6enoro LBera.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoxykT cooTBeTcTBYET TpeboBaHusm HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo: Sarita

B

Checked by /

Maurya (/

[Tposepeno: Santosh Kumar

Approved by: Manager/Executive
/Opobpeno: Menemxep /

PykoBoautens: /Qrﬂ@uar

Reprint Date:
Jara: 12.02.2025

Reprint Date:
JHara: 12.02.2025

Reprint Date: !
Hara: 12.02.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Emnail: maii@drraddys.com
CIN: L85195AP1984PLCO04507

wrww drreddys.com




Dr.Reddy’s Q,‘:‘

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

Vill. Khoi, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

vy direddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykann®, TabaeTku, NOKPbITHIE NIEHOYHOI 060104K0i, 400 Mr + 325 mr

Market / PeiHoK :Russia / Poccus
Batch No / - V2500151 Batch Quantity / : 800000.0 tab(/
Cepns Ne O6bem cepuu 800000.0 Tad
Analytical Repourt No/ - 040002808955 Date of Analysis / - 12.02.2025
AHaJMTHYECKHI oTueT Ne Jdarta asanuza
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JaTa npou3BoACTBA I'oneH o
Mfg. License No. / .
MponseoscTReNas - MNB/05/263 CTasnumbers/ . JITI-Ne(003654)~(PT-RU)
Homep PY
siMneH3us Ne

Analysis performed accordi;g ND: / Ananu3s nposeaen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

2 Identiﬂcat_ion /
ITopauHHOCTDb

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) /
BpemeHa ynep)xkrBaHHs OCHOBHBIX TIHKOB Ha
XpOMAaTorpaMme HUCIBITYEMOro PacTBOPA JOJIKHBL
COOTBETCTBOBATH BpEMEHaM yAEp)KNBaHUS MTHUKOB
Ha XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasiioB ubynpodeHa u napaieramona (pasaen
«KonnyecTBeHHOE onpeneaeHue»)

3 |Average tablets weight / 970.1 mg/970.1 mr 940.9 mg to 999.1 mg
Cpennsas macca TabJieTOK (970.0 mg £ 3.0 %) /
Or 940,9 MI J0 999.1 MI

(970,0 Mr % 3,0 %)

4 |Disintegration /
PacmapaeMocThb

07 min 20 sec / 07 muH 20 cek

Not more than 30 min /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorseTcTBYeT TpeboBanuam HJ{

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[ToarorosyeHo: Sarita

y

Checked by /

Maurya

[Tpoepeno: Santosh Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /

PyKOBOIlI/ITeJ'IIT\éinit/KumaI‘

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Jata: 12.02.2025

Reprint Date: Y/
Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fox: +91 4C 4900 2929, Email: maii@drraddys.com
CIN: L85195AP1984PLC0O04507

wwyedrreddys.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

CEPTUOHUKAT AHAJIU3A

Page 3 0f 10/ Crp.3 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykaun®, Ta6/1eTKH, TIOKPBITHIE IIEHOUHO# 0Gol04Ko#, 400 mr + 325 mr

Market / PbiHoK :Russia / Poccus

Batch No / - V2500151 Batch Quantity / : 800000.0 tab /

Cepust Ne O6neM cepun 800000.0 Tab

Analytical Repovrt No/ - 040002808955 Date of Analysis / . 12.02.2025

AHaIUTHUYECKHH oTyeT No JarTa aHanu3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa mpou3BoaCTBA TI'ogen o

Mfg. License No. / )

Ilpou3BoAcCTBEeHHAS : MNB/05/263 g LG ¢ JITI-Ne(003654)-(PI'-RU)
Homep PY

JHLeH3Hs Ne

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

5 | Dissolution /
Pacreopenue

100 %

100 % to 103 %

after 30 min /
to 102 %

30 MuH

after 30 min /

yepe3 30 MUH

Not less than 70% (Q) of Ci3Hi30: @up?ofen)ﬂ
He menee 70 % (Q) C13H130, (nbynpoden) qepes
Not less than 70% (Q) of CsHoNO: (paracetamol)

He menee 70 % (Q) CsHoNO» (nmapauertamon)

Remarks : The Product conforms to ND/
IIpumeyanue: [TpoaykTt cootBeTcTByeT TpeboBanusm HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
lloarororneHo: Sarita [TposepeHo: Santosh Kumar /OnoGpeno: Menenxkep /
Maurya %‘ PyxoBoautens: Amit Kumar
L
p’/ R
Reprint Date: Reprint Date: Reprint Date: |
Hara: 12.02.2025 Jara: 12.02.2025 Jlara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabacd - 500034, Telangana, India
Tel. +91 30 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drraddys.cocm

CIN: L85195AP1984PLCO04507
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

vowey drred d\y/s com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

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

Mpoaykr: Hoykaun®, Ta6aeTKy, NOKPHITHIE MIIEHOUHOI 060/10uK0#, 400 Mr + 325 Mr

IIpouzBoacTBEHHAS : MNB/05/263
Junen3us Ne

Market / PbIHOK :Russia / Poccust

Batch No / - V2500151 Batch Quantity / ~ 800000.0 tab /
Cepnsa Ne ' Odbem cepnu * 800000.0 Tad
Analytical Report No/ - 040002808955 Date of Analysis / - 12.02.2025
AHajuTHdecKui oTueT Ne JlaTa aHa/1M3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

Jata npousBoicTea Tonen oo

Mfg. License No. / MA number: /

Homep PY : JITI-N2(003654)-(PI'-RU)

_Analysis performed according ND: / Anasnu3 npoeegex no HJL: JIII-Ne(003654)-(PT™-RU)-101123

6 |Related substances / 0.0001%

PoacreBeHHbIe IPUMECH
Method 1/ Meton 1

|Method 2 / Metox 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) - not more
than 0.005% /

4-amuuodenon (npuMech Mapaneramona) He
6onee 0,005 %

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

Jrobas enunuuHas npumech (MOynpodeHa win
napaneramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Mertog
2) ne 6onee 0,7 %

7 |Water / Boaa 1.3 %

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuannue: [Ipoaykt cootBetcTBYeT TpeboBanusm HJT 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Sarita [TpoepeHo: Santosh Kumar /Ono6peno: Menemxep /
\ Maurya @ PykoBoauTenb: Amit 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 - 506034, Telangana, Indiz
Tel: +G1 40 4900 2200, Fax: +51 40 4900 2999, Email: maii@drraddys.com
CIN: L85195AP1984PLC004507

wwvdrreddys.

cecm




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 1 +91 98166 56001-02

wwww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 50f 10/ Cp. 5 13 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: MOykinn®, Ta6eTKH, NOKPHIThIE NUIEHOUHO#H 060.104K0#, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccus

Batch No / - V2500151 Batch Quantity / ~ 800000.0 tab /

Cepust Ne ) O0beM cepus " 800000.0 Tab

Analytical Repourt No/ - 040002808955 Date of Analysis / - 12.02.2025

AHaJIHTHYECKHIi oTyeT Ne Jlara ananu3sa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa mpou3BOACTBA I'oaen mo

Mfg. License No. / )

IponzeoacTBeRnasn - MNB/05/263 RS IUIIBERS / - JIMI-Ne(003654)-(PT-RU)
Homep PY

Juunensus Ne

Analysis performed according ND: / Ananms nposened nmo HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OJHOPONTHOCTH
JO3UPOBAHHUSA

- ibuprofen / ubynpoden

- paracetamol /
napaueTamol

Acceptance value (AV) should be not more than

1.2 15.0 /Iloka3arens npueMneMocT (AV) qomKeH

OLITH He Oonee 15,0

Acceptance value (AV) should be not more than

1.1 15.0 /ITokasarens npueMiaeMocTy (A'V) 10JDKEH

OBITE He DoJtee 15,0

Remarks : The Product conforms to ND/
Ilpumeuanne: [Tpoaykr cooTBeTcTBYeT TpeboBanusm H/I

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
[ToarorosneHo: Sarita

¥

Checked by /
[poeepeno: Santosh Kumar

Maurya 2 g

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PykoBoauTens: Aeﬁt Kumar
N

Reprint Date:
Hara: 12.02.2025

Reprint Date:
Hara: 12.02.2025

Reprint Datek
Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506G034, Telangana, India
Tol: +91 40 4900 2900, Fax: +$1 4C 4900 2999, Email: maii@drreddys.com

CiN: L85195AP1984PLC004507
wwvedrreddys.com



Dr.Reddy’s “g

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.aneddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

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

IMpoayxT: Hoyknun®, Ta6aeTku, NOKpPBITHIE MIIEHOYHOIT 06004K0#, 400 Mr + 325 Mr

| nuensust Ne

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No R V2500151 O6bem cepHH " 800000.0 Tab

Analytical Repo“rt No/ - 040002808955 Date of Analysis / - 12.02.2025

AHaJMTHYeCKHMIi oTyeT No JlaTa anaaunsa

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa npoH3BOACTBA I'ogen no

Mfg. License No. / MA number: /

Ipon3zBoacTBeHHas : MNB/05/263 - ’ ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY

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

F9 Microbiological purity* /
Mukpobuonoruieckas
[uncroTa*

a) Total aerobic microbial NA
count / Obuee 9ucno
a’pobOHBIX
MHKPOOpPTraHU3MOB

b) Total combined yeasts NA
and mould count / Obuee
YMCJIO IPOXOKEBBIX U
IJIECHEBBIX IPUOOB

¢) E. coli NA

Shall be
Ir

absent

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

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

in lg / OtcyTrcTBHE

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axkmouenue: OJJOGPEHO

IMoarorosneHo: Sarita
Maurya

Prepared by / Checked by /

ITporepeno: Santosh Kumar

@B

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykoroautens: Amit Kumar

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, Telangana, Indiz
Tel: +921 40 490C 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com
CIMd: L85195AP1984PLCO04507
wwve.drreddys.com



Dr.Reddy’s 1':

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
CEPTHOUKAT AHAJIH3A

Page 7 of 10 / Cp. 7 u3 10

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

Ipoayicr: Hoykanu®, TabreTki, NOKPLITLIC MJIEHOYHO#H 0060/104K0ii, 400 mMr + 325 mr
YT KO} s

Market / PoiHOK :Russia / Poccust

Batch No / - V2500151 Batch Quantity / ~ 800000.0 tab/
Cepus Ne ' O0beM cepun " 800000.0 Tab
Analytical Repourt No/ . 040002808955 Date of Analysis / - 12.02.2025
AHanuTHYeCKUH oTueT Ne JiaTa aHa/M3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa mpoH3BOACTBA Togen a0

Mifg. License No. / MA number: /

Hpon3soxcraenHag : MNB/05/263
JnuneH3us Ne

Homep PY © JIII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananus nposenen no HJL: JIHI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonndecTBenHoe

onpeeeHune
397.7 mg/397.7 mr

322.33 mg /322.33 Mr

360.0 to 440.0 mg of Ci;3HsO: (ibuprofen) per
tablet /

Ot 360,0 mMr 1o 440,0 mr C13H 1302 (u6ynpoden) B
TabieTke

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

Ot 292,5 Mr 110 357,5 mr CsHoNO; (napaueramont)
B TabJIETKE

11 | Package / YnakoBka 10 tablets in PVC/Al blister.
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / [To 10 TaGnetox |Tabnerox B IIBX/Al 6muctep. Ilo 1, 2 umu 20
8 [IBX/Al 6auctep. [To 1 6ancrepy |O6nMCTEpOB B MAuKy KapTOHHYIO BMeECTE C
B MayKy KapTOHHYIO BMECTE C |MHCTPYKIHEH [0 NPUMEHEHUIO.

WHCTPYKLUEHN 10 IPHMEHEHUTO.

1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and

12 | Labeling / MapkupoBka |According to ND. / B coorBerctun ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne I1pu TeMnepatype He Boiwme 25 °C.

14 | Shelf life / Cpox 5 years / 5 net
TO/THOCTH

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

Remarks : The Product conforms to ND/

Ipumeuanue: [Tpoaykt cooTsetcTByeT TpeGosanusim HJL

Opinion : APPROVED
3axmiouenue: OJIOBPEHO

Prepared by / Checked by /

ITposepeno: Santosh Kumar /Opo6peno: MeHemxkep /

[ToarorosaeHo: Sarita
y Maurya @ PykoBoautess: AmitLISu_mar

Approved by: Manager/Executive

Reprint Date: Reprint Date:
Hara: 12.02.2025 Iata: 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 ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Dr. Reddy's Laboratories itd.
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 / Crp. 8 u3 10

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

Mpoayxr: Woykann®, Ta61eTKi, NOKPLITHLIE N1eHOYHOIH 0G0/104K0ii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccusg

Batch No / - V2500151 Batch Quantity / ~ 800000.0 tab/

Cepus Ne ] O6bem cepiu " 800000.0 Tab

Analytical Repourt No / . 040002808955 Date of Analysis / - 12.02.2025

AHanuTHYeCKHMii oTyeT No JlaTa aHam3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JlaTa npoH3BOACTBA Tonen g0

Mifg. License No. / .

TpousBoncTBenHAs - MNB/05/263 MA number: / . JITI-No(003654)-(PT-RU)
Homep PY

aunenzus Ne - |

Analysis performed according ND: / Ananus nposeaen no H/L: JIII-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.

Ipumeuanue: CCHUIKYM B HOPMATHBHOM IOKYMEHTALMH NIPUBEAEHB! HA o po X1V,
* TIpoBOAMTCS IPOM3BOAUTENEM MPH BBIMYCKE NEPHOAMYECKHU: AN KaXI0H 20-oif cepuu 1M He MeHee 1 pasa B

roz. [Tokazarenb MOXET ObITh HE BKJIFOUEH B CePTHGUKAT aHa13a PUPMBL.

API name / Haumenosanne ADC: Ibuprofen / M6ynpoden Paracetamol / [1lapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
& M oIERaChingbe) PIBM240210, PIBM240211 0545/24-25

| Homep cepun nponspogutens ADC:
FP Manufacturer API Batch number /
Homep cepun cyOCTaHUMH MPOU3BOUTEIS FERA00681, FERA00682 FERAQ0533
| ) (O X

Solara Active Pharma Sciences

Sri Krishna Pharmaceuticals

IToaroToBieHo: Sarita

API Manufactured by & country / Limited, India / Conapa OKTHUB Limited, India / Ipu Kpuiuxa
IlpoussoauTens APC, crpana: dapma Caitencus JInmuren, QapmaceroTikaic Jiumuren,
Wnnus Hunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorsercTByeT Tpeboannam HJI 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

IpoeepeHo: Santosh Kumar /Ono6peno: Menemxkep /
g/ Maurya @L Pykosoautens: Amif 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




Qe Dr. Reddy's Laboratories Lid.
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
CEPTHOUKAT AHAJIHM3A

Page 9 of 10/ Cp. 9 u3 10

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

Mponyxr: Woyknua®, Tadaerkn, NOKPLITHIE NJIeHOYHOH 000104K0i, 400 Mr + 325 mMr -

Market / PbiHOK :Russia / Poccus

Batch No / - V2500151 Batch Quantity / ~800000.0 tab/

Cepus Ne ' O6bem cepuu " 800000.0 Tab

Analytical Report No/ . 040002808955 Date of Analysis / . 12.02.2025

AHajguTHYecKuii oTuer Ne JiaTa aHaau3a

Date of Manufacture / . 01/2025 l?ate of Expiry / - 12/2029

JiaTa npon3soacrea I"omen a0 N

Mfg. License No. / .

T —— - MNB/05/263 MA number: / . JIIL-Ne(003654)~(PT-RU)
Homep PY

aunensns Ne B

Analysis performed according ND: / Anaau3 nposejien mo HJI: JITI-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) /

HaumeHoBaHHe, afpec, JHLEH3NA 11 J-p Pennw’ ¢ Jlaboparopuc Jlta., Mnaus, [Ipon3soacTeHHOE
IIpousBoacTeenHasn maowmanka / Ilnomwanka noxpasaenenue-6, Bumi. Kxons, Hanarapx Poyn, bamnu, J{ucTpukr
KOHTPOJIA KadecTsa / [lnomaaka Boinycka Conan, X.I1., 173205, Unnus (nunensus 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».

3aKa10ueHHe 0 COOTBETCTBHH: «HacTOAIIMM 5 NOATBEPHKIAI, YTO NMPUBEJEHHAsA Bblle HHYOPMALHS ABIAETCA
JIOCTOBEpHOI M TOYHOM. DTa cepHs NPOAYKUMH NpoM3BeleHa (BKIOYas yMaKOBKY (MapKHpOBKY) M KOHTpPOJIb
KayecTBa) Ha BBIIEYKA3aHHOM TMPOW3BOJACTBEHHOH momaake (IWIOM@Akax) B MHOJHOM COOTBETCTBHH C
TpeGopanuamu [TpaBun Hajexaleil NPOU3BOACTBEHHOHM MPAaKTHKU EBpasuicKkoro S5KOHOMHUYECKOTO COro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centadps 2022) u TpebOBaHUAMM KOHTPOJIA KaueCTBa NEKapCTBEHHBIX CPE/CTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [IpoayKT cooTBeTCTBYET Tpebosanuam HIL 3axmouenne: OTOBPEHO

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

[ToarotosneHo: Sarita [TposepeHo: Santosh Kumar /Ono6peno: Menemxep /

4@/ Maurya @‘ PykoBoauTeb: AmitLIEmnar
/&/%

Reprint Date: Reprint Date: Reprint Date: {

Harta: 12.02.2025 JHata: 12.02.2025 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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MponykT: M6ykaun®, Ta6ieTku, MOKPLITHIE MLIIEHOYHOMH 060104K0ii, 400 mr + 325 mr
Market / PeiHok :Russia / Poccust
Batch No / ) Batch Quantity / ~ 800000.0 tab/
Cepus Ne 3 V25001 O6bem cepun " 800000.0 Tab
Analytical RepOj't No/ - 040002808955 Date of Analysis / - 12.02.2025
AnaJuTHYecKMii oT4eT No JlaTa anajm3a
Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029
JlaTa npoH3BOACTBA Iogen a0
Mfg. License No. / .
TipomzsoacTBenMas - MNB/05/263 N aTbers/ JITI-Ne(003654)-(PT-RU)
Homep PY
aunenzas Ne B
Analysis performed according ND: / Auanns nposenen mo H/I: JITI-Ne(003654)-(PT-RU)-101123

a TaKXKe B COOTBETCTBUHU CO CIELM(PUKALIMAMY, COASPXKALIUMHUCA B PETMCTPALIMOHHOM JI0ChE CTPaHbI-UMIIOpTEpa.
3aMMCH 10 MPOU3BOICTBY, YIIAKOBKE W aHAJIM3Y MPOBEPEHBI, H YCTAHOBIIEHO X COOTBETCTBHE TpeboBaHMsAM [IpaBun
Hajnexallel pou3BoACTBEHHON MPaKTHKY EBpasHiiCKOro SKOHOMMHECKOTO COK3ay.

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoayKT cooTBETCTBYET TpebosanusaM HJT

Opinion : APPROVED
3axaouenue: OJJOBPEHO

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

[ToarotosneHo: Sarita [Tpoeepeno: Santosh Kumar /Ono6peno: Menemxep /
V Maurya PykoBoaurtens: Amit Kumar

Reprint Date: Reprint Date: Reprint Date: i

Jara: 12.02.2025 Hara: 12.02.2025 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 4500 2999, Email: mail@drreddys.com
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