Dr.Reddy’s Q:'."

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 1 0f 10/ Cp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6ykaun®, TabaeTku, IOKPbITHIE ILIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/

Cepus Ne : VA02ge Obbem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002735367 Date of Analysis / . 18 11.2024

AHanuTHYeCKHH oTyeT Ne JaTa anaaunza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JaTta mpou3BoJcTBa T'open a0

Mfg. License No. / MA number: /

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

auuen3usa Ne ]

Analysis performed according ND: / Anaan3 nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

No [Test/ IlokazaTeanb

Results/ Pe3ysbTaThl

Specification / Hopma

Appearance /
1 JOmlcaHne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarcyJOBHAHOH $HOPMbl, IOKPHIThIE
TJIEHOYHOU 000I0UKO# OpaHXeBOro
1|BETA, C PUCKOI Ha OJHOH CTOPOHE;
Ha MOMEpPEYHOM pa3pese — AApo
OeJ1oro 1BeTa.

Orange film-coated, capsule-shaped, one-side

scored tablets; white or off-white core at the
cross-section. / TabneTkn kancynosuaHoH
($hopMBl, MOKPBITHIE TIIIEHOYHOH 060104YKOH

OpaHXEBOro LBETa, C PUCKON Ha OJHOM CTOPOHE;

Ha MOIepeyHOM pazpese — siapo 6enoro uin
[IOUTH OeJIoro LBeTa.

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHUAM HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /

IToaroroBneno: Pardeep Kumar

=l —

Checked by /
[TpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBogutens Am&i(umar

N —

[ X2

Reprint Date:
Hata: 28.11.2024

Reprint Date:
Hara: 28,11,2021

Reprint Date: V
Hata; 28.11.2021

Registered Cffice: 8-2-337, Road No. 2, Banjara Fills, Hyderabkad - 500034, Telangang, Indis
Tek 4161 49 4900 2200, Fax: +91 40 4500 2999, Ernail: maii@drreddys.cain
CIN: LS5195AP1984PLCONAS07

www.drreddys.com




Dr.Reddy’s “:’

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

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDiA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 2 of 10/ Ctp. 2 u3 10

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

Hponykr: M6ykaun®, Ta6aeTKH, NOKPHITHIE MJIEHOUHOI 0605104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccng

Batch No / ) Batch Quantity / . 800000.0 tab/

Cepns No aMgE O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002735367 Date of Analysis / . 9811.2024

AHAaNHTHYECKHIi oT4eT No Jarta ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npou3BoicTBa I'open o

Mfg. License No. / MA number: /

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

JHIeH3HA Ne

Analysis performed according ND: / Anaau3 nposeneH no HJI: JITI-Ne(003654)-(PT-RU)-101123

Complies as prescri_béd/
CooTBeTCTBYET

2 |Identification /
IMopauHaHOCTL

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 yAEpXUBaHHS OCHOBHBIX I[IMKOB Ha
XpOMATOrpaMMe UCIIBITYEMOrO PacTBOpPa 1OJDKHbI
COOTBETCTBOBAThH BpEMEHAM yJCpPKUBaHHs MTHKOB
Ha XpPOMAaTOrpamMme pacTBOpa CTaHJAPTHBIX
obpasuor ubynpodeHa U napaneramona (pazaen
«Konu4yecTBEHHOE ONpeIeNeHUEe»)

3 |Average tablets weight / 965.6 mg / 965.6 Mmr

Cpennsist Macca Ta01eToK

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %) /
Or 940,9 MT no 9991 M

(970,0 mMr + 3,0 %)

4 |Disintegration / 08 min 41 sec / 08 muH 41 cex

Pacnmagaemocthb

Not more than 30 min /
He 60nee 30 Mmun

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHMsM HJI

Opinion : APPROVED
3axkmouenne: OJIOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar

. 4

ITpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pyxoaomlrent*\lfu&/l{rurﬁa,-

Reprint Date:
Jata: 28.11.2024

Reprint Date:
Jara: 28.11.2024

Reprint Date:V
Jara: 28.11.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 61 40 4900 2900, Fax: +91 40 45300 2999, Email: mail@drreddys.coim
CIN: LB85185AP1984P.CON4507

www.drreddys.com




Dr.Reddy’s Q‘:"

Dr. Reddy's Laboratories Lid.

Formulaticn Unit-6
Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

VAW, GIreddys.corm

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 3 of 10/ Ctp. 3 u3 10

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

Mpoaykr: Hoykann®, TabieTKH, IOKPBITHIE NUIEHOUHOH 060.1049K0i, 400 Mr + 325 mr

Market / PoiBoK :Russia / Poccust

Batch No / . Batch Quantity / _~ 800000.0 tab/

Cepust Ne i O6bem cepun " 800000.0 Tab

Analytical Repourt No / . 040002735367 Date of Analysis / - 98 11.2024

AHanuTudeckuii oryer Ne JlaTa ananmnza |

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BOACTBA TI'onen no

Mfg. License No. / .

Tpon3BofcTECHHAS - MNB/05/263 SISnumb e . JIII-Ne(003654)-(PT-RU)
Homep PY

JHneH3ust Ne N

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

5 |Dissolution /

PacrBOpenne

97 % to 104%

98 % to 102%

after 30 min/
30 MuH

after 30 min /

yepe3 30 MuH

Not less than 70% (Q) of Ci3Hi3s0> (ibuprofen)
He menee 70 % (Q) Ci3H 50,2 (ubynpoden) qepes
Not less than 70% (Q) of CsHoNO» (paracetamol)

He menee 70 % (Q) CsHoNO: (mapaneramon)

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt coorsercTByeT Tpebopanusm HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Pardeep Kumar

[Tpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menenxep /
PykoBoautens Amitt’_liumar

o

Reprint Date:
Hara: 28.11.2024

Reprint Date:
Hata: 28.11.2024

Reprint Date:
Hara: 28.11.2024

!

Registered Cffice: 8-2-337, Road Mo. 2, Benjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +61 40 4900 2260, Fax: +41 30 4500 2999, Erwail: maii@direddys.com
CIN: LSS 195AP1284PLCONAS0DT
wiww drreddyz.com




Dr.Reddy’s

\ 1

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

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykann®, Ta6/1eTKH, NOKPLITHIE NJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccust

Batch No / ; Batch Quantity / _ 800000.0 tab/

Cepust Ne } V2402382 O6bem cepuH ~ 800000.0 Tab

Analytical Repovrt No/ - 040002735367 Date of Analysis / . 98.11.2024

AHaMuTHYeCKHI oTueT No JlaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

Jata npon3BoacTBa Togen g0

Mfg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Anaau3 nposened no H/I: JITI-Ne(003654)-(PI'-RU)-101123

_

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacreeHHbIe IpUMeECH than 0.005% /
Method 1/ Meton 1 4-amunoderHon (mpumech mapaueTamosia) He
] bonee 0,005 %
Method 2 / Meton 2 0.02% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
Jrobas enunuyHas npuMech (ubynpodeHa unu
naparietamosa) He 6onee 0,3 %
0.02% Total i L
otal impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Metog
2) e 6omee 0,7 %
7 |Water / Boaa 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTreTcTBYET TpeboBanusim HJI

Opinion : APPROVED
3akaiouenue: OJOBPEHO

Prepared by / Checked by /
[Toarotosneno: Pardeep Kumar

N

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive

/Ono6peHo: Menenxep /

PykoBoaute; A@_Kumar
J;’L;_,, =

Reprint Date:

Hara: 28.11.2024

Reprint Date:
Hara: 28.11.2024

Reprint Date!
Jata: 28.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L82195AP1984PLCONA5H7

www.drreddys.com




Dr.Reddy’s ‘,’:"

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJTHU3A

Page 5 of 10/ Cp. 5 u3 10

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

Ipoayir: U6ykauu®, Ta6aeTkn, MoKpbITHIe MJIeHOYHOH 060a0uK0i, 400 Mr + 325 mr
poay Y P

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / ~ 800000.0 tab/
Cepust Ne - V2402382 O0bem cepun " 800000.0 Tad
Analytical Repo:‘t No/ . 040002735367 Date of Analysis / - 98112024
AHaauTu4deckuii oryer No Hdara ananuza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa npou3BoACTBA Togen no
Mfg. License No. / )
IIpoH3BOACTBEHHAST : MNB/05/263 Sl e ¢ - JITI-Ne(003654)-(PT-RU)
Homep PY
| IMneH3ns Ne

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

8 |Uniformity of dosage
units /

OnHOpoaHOCTE
JO3HPOBaHUS

- ibuprofen / ubynpoden

1.6

- paracetamol / 1.6

rmapaueTamMol

Acceptance value (AV) should be not more than
15.0 /INokazarens npuemiaeMocTH (AV) nomkeH
ObITE HE Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /TTokazatens mpuemneMocTH (AV) noskeH
6b1Th HE 6oJiee 15,0

Remarks : The Product conforms to ND/
Ilpuveuanne: [IpoayKT cooTBeTCTBYET TpeGoBanuam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by /
[oarorosneno: Pardeep Kumar

[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Hara: 28.11.2024 Jarta: 28.11.2024

C.Lﬁ PykoBoautens Amit Kumar
= o / - L
Reprint Date: Reprint Date: Reprint Date: !

Hara: 28.11.2024




Dr.Reddy’s Q

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyxr: M6ykaun®, TabaeTKH, TIOKPLITHIE IJIEHOYHOMH 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccug

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne { RERDERE O6bem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002735367 Date of Analysis / - 28.11.2024

AHaauTHYECKHH oT4yeT No JaTa aHa/u3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa mpon3BoAcTBa I'ogen o

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis performed according ND

: / Asanm3 nposenen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity™* /
Muxkpo6Hojornyeckast
YyHeToTa*

a) Total aerobic microbial
count / Ob1iee yucio
a3pobHBIX

MUKPOOPraHU3MOB

b) Total combined yeasts
and mould count / O61iee
YHCIIO JPOXOKEBBIX U
IJIECHEBBIX I'puboB

¢) E. coli

NA

NA

NA

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

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

Shall
lr

be absent in 1lg / OtcyrctBue B

RemarKks : The Product conforms to ND/
IIpumeuanue: IIponykt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Pardeep Kumar | [Iposepeno: Pawan Kumar /Opobpeno: Menemxkep /
[ I \:_ PyxoBonutenn f}{(nit Kgrp_ar
= B " G
Reprint Date: Reprint Date: Reprint Date: \
Jata: 28.11.2024 Jlata: 28.11.2024 Jata: 28.11.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIM: L85195AP1584PLCO04507

www.drreddys.com




Dr.Reddy’s ‘g‘

Dr. Reddy's Laboratories [td.
Formulaticn 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
CEPTHPUKAT AHAJIU3A

Page 7 of 10 / Cp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Opoayxr: M6ykaun®, TabaeTKH, IOKPHITHIE UIEHOYHOiH 060,10uKoii, 400 Mr + 325 Mr

Market / PolHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne s VaEeie O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No / - 040002735367 Date of Analysis / . 98.11.2024

AHaJTHTHYECKHH oTueT Ne JlaTa anaau3sa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BoaCTBa I'oxen ao

Mfg. License No. / MA number: /

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

Junen3us No

Analysis performed according ND: / Ananus nposegen mo H/: JITI-Ne(003654)-(PT-RU)-101123

10

Assay / KoauyecTBenHoe
onmpejeseHHe

397.5mg/397.5 mr

326.25 mg/ 326.25 mr

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

Ot 360,0 Mr no 440,0 mr C3H 1302 (ubynpoden) B
TabneTke

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

Ot 292,5 mr g0 357,5 mr CsHoNO,, (napaueramon)
B TabneTke

11

Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabrieTok
B [IBX/Al 6mucrep. [1o 1 6nucrepy
B MaykKy KapTOHHYIO BMECTE C
UHCTPYKLYEH 0 IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1, 2 unmu 20
OnucTepoB B TadKy KapTOHHYIO BMecCTe C
HHCTPYKUHEH 10 MPHUMEHEHHUIO.

12 | Labeling / MapkupoBka | According to ND. / B cootBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpancuue ITpu TemnepaType He BeIme 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
FOAHOCTH

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

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
3axawouenue: OJIOBPEHO

Prepared by /
IToaroroneHo: Pardeep Kumar

P

Checked by /
IIposepeno: Pawan Kumar

%

Approved by: Manager/Executive
/Onobpeno: Menemkep /
Pyxosopurens Amit Kumar

JII ] —

Reprint Date:
Hara: 28.11.2024

Reprint Date:
Jlara: 28.11.2024

Reprint Date: |
Jara: 28.11.2024

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.direddys.com




Dr.Reddy’s ‘;.'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

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

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

Page 8 of 10 / Crp. 8 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykt: M6ykaun®, TabneTky, NOKpHITHIE IIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab/

Cepns Ne $ V2402382 O6bem cepun ' 800000.0 Tab )

Analytical Rep0ft No/ - 040002735367 Date of Analysis / . 28.11.2024

ApanuTHyeckHii oryer No Jata apaauza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npou3BoJCTBa I'open mo

Mfg. License No. / MA number: /

IIpon3BoacTBeHHast : MNB/05/263 : : JII-Ne(003654)-(PI"-RU)
Howmep PY

Junens3us Ne -

Analysis performed according ND: / Anaaus nposeaen mo 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.
IMpumevanye: CchlUIKM B HOPMATHBHON JOKyMEHTalMy NpuBefeHsl Ha '@ PO X1V,

* [IpOBOJMTCS MPOU3BOAUTENEM TIPH BHITYCKE NIEPUOAMYECKH: JUTA KaxIo# 20-0i cepur UM He MeHee | pa3a B
roj. [TokasaTesnb MOXeT OBITH HE BKIIOYEH B cepTUdUKAT aHaNU3a GUPMBL.

API name / HaumenoBanune AQC: Ibuprofen / M6ynpoden Paracetamol / [lapaneramon
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / Ilapanieramon
API manufacturer batch number / PIBM240160 4287/24-25
Howmep cepun npouzsoauteasi ADC:
FP Manufacturer API Batch number /

FERA00525 FERA00441

Homep cepun cyGcTaHUNH NPOU3BOANTEISA
rJid:

API Manufactured by & country/
IIponsogutens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conmapa DKTuB
®apma Caitencus Jlumures,
Ungus

Sri Krishna Pharmaceuticals
Limited, India / [llpu Kpuina
®apmacerotukanc JlumuTen,
Wunus

Name, address, authorization No for TP

Dr. Reddy's Laboratories Ltd.,

India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusim HJI

3axkmouenue: OJOBPEHO

Prepared by /
[Moarororneno: Pardeep Kumar

i -

Checked by /
[Iposepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxkep /
7 PykoBogutens Amit KEI_‘!_]EU‘

? -—\/“:_ N\ =

Reprint Date:
Jlara: 28.11.2024

Reprint Date:
Hara: 28.11.2024

Reprint Date: \
Hara: 28.11.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 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 Laboratories Itd.
Formulation Unit-6

Qe
Dr. Reddy’s '.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

Page 9 of 10/ CTp. 9 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: U6ykaun®, Ta61eTKH, HOKPLITHIE IIIEHO4HOI 060104K0#, 400 Mr + 325 Mr
Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepns Ne $ V2402382 O6bem cepunu " 800000.0 Tab N
Analytical Repo:rt No/ - 040002735367 Date of Analysis / - 28.11.2024
AHaauTHuecKuii oTdyeT Ne JlaTa anajm3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa npon3BoACTBA T'ogen oo
Mfg. License No. / MA number: /
IIpon3BogcTBeHHAs : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)
Homep PY
JuneH3us Ne - —
Analysis performed according ND: / Anann3s nposeaer no HJI: JIII-Ne(003654)-(PI'-RU)-101123

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

HaumeHoBanHe, aapec, JHLEH3Us A I-p Pennw’c Jlaboparopuc Jita., Uuaus, IIpousBoacTBeHHOE
IIpousBoacTeeHHas niowmaaka / [Inomanka noppasnenenue-6, Bumn. Kxons, Hanarapx Poyn, bagnu, J{ucTpukr
KOHTpOA KauecTsBa / Illomiagka BeImycKa Conan, X.I1., 173205, Unaus (munensus 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».

3akin04eHHe 0 coOTBeTCTBHM: «HacTosAmuM s MoATBEPXK K0, YTO MPUBEAEHHAsA Bblle HHGQOpPMaLMs ABJIAETCA
IOCTOBEPHOM M TOYHOM. DTa cepHs NPOAYKLMH NpOW3BeJeHa (BKIIOYas YNAaKOBKY (MapKMPOBKY) M KOHTpOJb
KauecTBa) Ha BHIIEYKa3aHHON MPOM3BOJACTBEHHOM Iuolaake (TUIOLWAAKaX) B II0OJJHOM COOTBETCTBHH C
Tpe6GoBanusamu [TpaBun Haanexaueil Npou3BOACTBEHHOM npakTukk EBpasuiickoro skoHomuueckoro coxosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTs16pa 2022) u TpeboBaHUAMH KOHTPOJIA KAYECTBA JICKAPCTBEHHEIX CPE/ICTB,
a TaKkXkKe B COOTBETCTBHM CO CrieLIUPUKALMAMH, COEPKALIMMHUCA B PETUCTPALIMOHHOM JI0CHE CTpaHBI-UMIIOpTEpPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumevanne: [Tponykt cootBeTcTByeT TpeboBanusam HIT 3axmouenne: OJOBPEHO

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

[Moarororineno: Pardeep Kumar | [IpoBepeHo: Pawan Kumar /Onobpeno: Menemxep /
Qt,/ B 0 PykoBoautens Amit I&l_mar

Reprint Date: Reprint Date; Reprint Date: |

Hara: 28.11.2024 Jlara: 28.11.2024 Hara: 28.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 10 of 10/ Cp. 10 u3 10

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

\Mpoayxt: M6ykaun®, Tab6aeTKy, IOKPHITHIE IUIEHOYHO# 0605104K0H, 400 MI + 325 Mr
Market / PeiHox :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepust Ne e O6beM cepun * 800000.0 Tab
Analytical Repo\rt No/ - 040002735367 Date of Analysis / . 98.11.2024
AHanuTH4YeCKMi oTyeT No Jata aHaau3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa npon3BoACTBa I'oneH no
Mfg. License No. / MA number: /
IIpousBoacTBEeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)

Howmep PY

Junensus Ne -
Analysis performed according ND: / Ananu3 nposeaen no HJL: JITI-Ne(003654)-(PT-RU)-101123

3anucH 1o MpOU3BO/ICTBY, YIIAKOBKE M aHAJIM3Y MPOBEPEHDI, U YCTAHOBJICHO UX COOTBETCTBUE TpeOoBaHusM [Ipasun
HaJljlexallieii Mpou3BOICTBEHHON NpakTUKU EBpa3zuiickoro 3KOHOMUUECKOTO COI03ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykr cooTseTcTBYET TpeGosanusam HII 3akaoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
ITonrotoBneno: Pardeep Kumar | IIpoBepeno: Pawan Kumar /Ono6peHo: Menemkep /

- f___,ﬁf ’4%37 PykxoBoautens {’::fmt E/ulnar
Reprint Date: Reprint Date: Reprint Date: |
Hara: 28.11.2024 Hara: 28.11.2024 Hara: 28.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIM: L85195AP1584PLCD04507
www.drreddys.com




