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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Page 1 0of 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Uoykinn”, Tab1eTkH, HOKPHITHIE IICHO4HOM 060J104K0ii, 400 mr + 325 mMr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepusi Ne V2402267 Oo6bem cepunu " 800000.0 Tab

Analytical Repourt No/ - 040002722354 Date of Analysis / © 11.11.2024

AHanuTudecKkuii oTyer Ne JlaTa anannsa

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

JlaTa npon3BOACTBA TI'open g0

Mfg. License No. / MA number: /

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

nunensns Ne

Analysis performed according ND: / Auanu3s nposegex no HJI: JIII-Ne(003654)-(PT'-RU)-101123

Ne |Test/ Iloka3zareib

Results/ PesyabTaTsl

Specification / Hopma

Appearance /
i |Onncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarncyaoBUAHOH GOPMbL, IOKPbITbIE
NJIEHOYHOH 060710UKOH OpaHXeBOro
1[BETa, C PUCKOH Ha OJHOH CTOPOHE;
Ha MOTEPEHHOM paspese — SAPO
OeJjioro mBera.

Orange film-coated, capsule-shaped, one-side
scored tabieis; while or off-white core at ihe
cross-section. / TabneTku kancynoBUAHON
(bOopMBI, MOKPEITHIE TIICHOYHOH 000/104K0H
OpaHXeBOro L[BETa, C PUCKOH Ha ONHOH CTOpOHE
Ha MOMEPEYHOM pazpese — Aapo 6enoro wiu

o4ty 0eyoro nBeTa.

kd

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanusm HJL

Opinion : APPROVED
S3armouenue: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Santosh Kumar

Maurya (%_ ¥y

[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoaurens @rpit Kumar

f -

/ e

Reprint Date:
Hara: 11.11.2024

Reprint Date:
Hata: 11.11.2024

Reprint Dqﬁ:te:
Hata: 11.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

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

IpopyKr: Hﬁymu11n®, TabaeTKH, TOKPbITHIE IVIEHOYHOH 000/104KOil, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus B

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne V2402267 O0bem cepHH " 800000.0 Tab

Analytical Report No/ . 040002722354 Date of Analysis / . 11.11.2024

AHajgdTHYeCKH i oTdeT N2 JlaTa agajiu3a

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

JlaTa npoH3BOJCTBA T'ojen 10

Mfg. License No. / MA number: /

IMpou3BoacTBeHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PT"-RU)
) Homep PY

aunensus Ne :

Analysis performed according ND: / Anasin3 nposejied no HJI: JII-Ne(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IHonIUHHOCTD Co0TBETCTBYET 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 yAepKHBaHHS OCHOBHBIX IMKOB Ha
XpOMAaTorpaMMe HCIIBITYEMOrO PaCTBOPa JOJKHBI
COOTBETCTBOBATh BpPEMEHAM YAEPXKHBAHUS MHKOB
Ha XpoMarorpaMme pacTBopa CTaHAapTHBIX
obpasiios ubynpodeHa u mapaneramona (pasuen
«Konu4yecTBEHHOE ONpe/ieTIeHHey)

3 |Average tablets weight / 970.3 mg/970.3 Mr 940.9 mg to 999.1 mg
Cpenusisi Macca Ta0JeTOK (970.0 mg £ 3.0 %) /
Ot 940,9 M Jo 999,1 MI
(970,0 mr + 3,0 %)

4 |Disintegration / 06 min 44 sec / 06 MuH 44 cexk | Not more than 30 min /

PacnagaemocTh He 6onee 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanne: [IpoyKT cooTBETCTBYET Tpebopanusm HJI 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosnero: Santosh Kumar | IIpoBepeno: Pawan Kumar /Onobpeno: Menemxep /
Maurya /é F Pykosoautens Amit Kumar

= 4— [\v/_:/

Reprint Date: Reprint Date: Reprint Daté:
Jata: 11.11.2024 JHata: 11.11.2024 Jara: 11.11.2024

Hills, Hyaerabad - 500024, Telangana, India
900 2999, Email: mail@drreddys.ccm
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Dr.Reddy’s Qf:‘

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
CEPTUOHKAT AHAJIH3A

Page 3 0of 10/ Cp.3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykann®, TabJieTkn, NOKPLIThHIE DJIEHOYHOIH 000/104KOi, 400 mr + 325 Mr

Market / PoIHOK :Russia / Poccust - ]

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust Ne - V2402267 OGbem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002722354 Date of Analysis / - 11.11.2024

AHanATHYeCKH oTueT No JlaTa aHaIM3a

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

JlaTa ripoH3BOJACTBA Tojen no

Mfg. License No. / MA number: /

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

Jmnensng Ne

Analysis performed according ND: / Ananns nposejies 10 HJL: JITI-Ne(003654)-(PI-RU)-101123

5 |Dissolution /
Pacreopenne

96 % to 102%

99 % to 104%

Not less than 70% (Q) of Ci3H;s0, (ibuprofen)|
after 30 min/

He menee 70 % (Q) Ci3H 130, (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO, (mapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cootBercTBYeT TpeboBaHHsM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /

Maurya

Checked by /

[Toaroroeneno: Santosh Kumar [Mpoeepeno: Pawan Kumar

B X

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

Reprint Date:
Hara: 11.11.2024

Reprint Datc:
Hara: 11.11.2024

Reprint Date: ¥
Jara: 11.11.2024

AT

2l 2T S G000 2900, Fax: 451
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Dr.Reddy’s €3¢

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

Yill. Khol, Nalagarh Road, Baddi,
Distt Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipony Kr: Plﬁymnm““, TabJeTKH, HOKPBITLIE MJIEHOYHOi 060J104K0ii, 400 Mr + 325 mr

Market / PrIHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne i V2402267 O6nem cepuu " 800000.0 Tab

Analytical RepO}‘t No/ . 040002722354 Date of Analysis / . 11.11.2024

AHaadTHyecKHi oTuyeT No JlaTa again3a

Date of Manufacture / ) Date of Expiry / .

Nata ApoH3BOACTBA : 102024 Togeu g0 2 0212029

Mfg. License No. / MA number: /

IIpou3BoacTBEHHASA : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)
. Homep PY

Junensusg Ne

Analysis performed according ND: / Auanu3 poBejen no H: JIH-NE(003654)-{PF-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
Poncreennble MPHMECH than 0.005% /
Method 1/ Meton 1 4-amuHodexon (mpuMech TapaleTamona) He
6ounee 0,005 %
Method 2 / Meton 2 o Any individual impurity (of ibuprofen or
0.03% paracetamol) - not more than 0.3% /
Jobass eaMHHYHAA mpuMech (UOynpodeHa WM
napateramona) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Metox
2) ne 6oxee 0,7 %
7 |Water / Boga 1.6 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Mpumeyanue: [Tpoaykr cootseTcTByeT Tpeboanmsam H/L

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /

[ToarorosneHo: Santosh Kumar

Checked by /
ITpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Jara: 11.11.2024

Maurya g /?’ Pykosoautens  Arit Kumar
. B .'"r\'tl —
Reprint Date: Reprint Date: Reprint Daté:

Jara: 11.11.2024

Jlara: 11.11.2024

vy Gl A

com

oad Mo Z, Banjara Hills, Hyderabad - 500024, Telangana, India
WU 2998 Email: mail@drreddys.com
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Dr.Reddy’s Q':

['i. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill IKKhol, Malagarh Road, Baddi,
Distt Solan, H.P., 173 205, iMDIA
Tol: 491 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 5 of 10/ Crp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
ITpoaykr: Hﬁymmmm, Ta6IeTKH, TOKPLITHIE NIEHOYHOH obonoukoii, 400 mr + 325 mr

Market / PoiHok

:Russia / Poccus

Batch No / . Batch Quantity / ) 800000.0 tab /
Cepust Ne - V2402267 O0beM cepun " 800000.0 Tab
Analytical Repourt No/ . 040002722354 Date of Analysis / . 11.11.2024
AHaJuTHYecKHi oTyeT No Jlara aHaJHM3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
IlaTa NpoM3BOJCTEA Tomen 10
Mfg. License No. / MA pumber: /
IIpon3soacTBEHHASA : MNB/05/263 ) - JITI-Ne(003654)-(PT-RU)
Homep PY
| uensas Ne —

Analysis performed according ND:

/ Ananus nposesen no HIL: JIIT-Ne(003654)~(PT-RU)-101123

|

8 |Uniformity of dosage
units /
OnHOPOAHOCTH
JIO3UPOBaHIIs

- ibuprofen / uéynpodet

- paracetamol /
napateramol

1.0

1.0

Acceptance value (AV) should be not more than
15.0 / Tlokasarens npuemiiemMocTd (AV) RODKEH
66ITh HE Bosee 15,0

Acceptance value (AV) should be not more than
15.0 / [Mokasarens npuemiueMoctu (AV) nomken
6bITh HE Dostee 15,0

Remarks : The Product conforms to ND/
TIpameuanue: [IpogyKT COOTBETCTBYET tpeboBanuaM HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[ToaroTonedo: Santosh Kumar
Maurya

Checked by /
[Iposepeno: Pawan Kumar

q

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

Reprint Date.
Jata: 11.11.2024

F
Reprint Date:

JNarta: 11.11.2024

Reprint Diate:
Tara: 11.11.2024

dila S Baniae Hills Heo TsTe]
o 3, Banjarm Hills, Hedarabad - 500024, Telangana, India
000, Emcil: mail@diraddys.com

T et



Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +31 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoay &r: Hoykaun®, TabneTkn, NOKPHIThIE MJIEHOUHOM 060J104KOi, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust Ne 1 2108207 O6beM cepun " 800000.0 Tab

Analytical Report No/ . 040002722354 Date of Analysis / . 11.11.2024

AHanATHYeCKHT oTUeT Ne Jlara aHaau3a |

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

JlaTa ripon3BsoAcTEa Topen go

Mfg. License No. / MA number: /

IIpou3BoACTBEeHHAS : MNB/05/263 ’ : JIII-Ne(003654)-(PT-RU)
Homep PY

Junensns Ne - -

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

9 |Microbiological purity* /
Mukpo6unoJioruyecKas
yhcToTa*

a) Total aerobic microbial
count / Ob1ee 4ucio
a’poOHBIX
MHKPOOPTraHU3MOB

b) Total combined yeasts
and mould count / Ob1iee
YHCIIO IPOXIKEBBIX U
IUTECHEBBIX 'pU6OB

c) E. coli

NA

NA

NA

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

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

Shall absent in

1r

be lg / OtcyrcTBHE B

Remarks : The Product conforms to ND/
Ipumeyanne: [IpogyKT COOTBETCTBYET tpeboranuam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
[MoarotoraeHo: Santosh Kumar
Maurya

Checked by /
[Mpoeepeno: Pawan Kumar

Approved by: Manager/Executive

/Opno6peno: Menemxep /

PyxoBoaurens Amit lI'(/umar
N

Reprint Date:
Jara: 11.11.2024

4
Reprint Date:
JMara: 11.11.2024

Reprint Date:
Hara: 11.11.2024




Dr.Reddy’s €

Forimulation Unit-6

Vil Khol, Malagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 7 of 10 / Ctp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyxr: H6ykaun®, TabJeTKH, HOKPBITHIE MIeHOYHOIH 060,104K0i, 400 Mr + 325 Mr

Market/ PoiHok :Russia / Poccus
Batch No / . Batch Quantity / - 800000.0 tab /
Cepus Ne + V2402267 O06bem cepuH " 800000.0 Tab
Analytical Repourt No / - 040002722354 Date of Analysis / - 11.11.2024
| AHaTMTHYeCKHH oTyeT No | MaTa anaim3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JaTta poM3BoACTBA T'ogen 1o
Mfg. License No. / MA number: /
IpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
JuneH3ns Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Assay / KongyecTBeHHOE
onpenesseHune

10

399.2 mg/399.2 mr

324.28 mg / 324.28 mr

360.0 to 440.0 mg of Ci3HisO2 (ibuprofen) per
tablet /

Ot 360,0 Mr mo 440,0 mr Ci13H 302 (uOynpoden) B
TabneTke

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

Or1292,5 mr 1o 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. / [To 10 TabneTok
B [IBX/Al 6aucrep. Ilo 1 6nucrepy
B MayKy KapTOHHYIO BMeECTE C
VHCTPYKLMEH 10 TPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerox B [IBX/Al 6muctep. o 1, 2 unu 20
OMMCTEPOB B MAyKy KapTOHHYIO BMECTE C
HHCTPYKIMEH 1o NPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B coorBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe ITpu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpox 5 years /5 net
TOXHOCTH

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

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /

Maurya

IMTogrorosneHo: Santosh Kumar

Checked by /
[Ipoeepeno: Pawan Kumar

2

Approved by: Manager/Executive
/Ono6peHo: Menenxep /
PyxoBoaurens Am{t/Kumar

/ S

Reprint Date:
Hara: 11.11.2024

Reprint Date: !
Jara: 11.11.2024

Reprint Date: i
Jara: 11.11.2024

Mo 2, Banjarm Hills, Hyderabad - 500024, Talarczana, india

(<

Aaili@drredis.com




Dr.Reddy’s @

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 8 of 10/ Ctp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoays<r: MGyxauna", tabiaerKku, HOKPHITbIE NIEHOYHOMH 060/104K0ii, 400 Mr + 325 Mr

Market/ Poinok :Russia / Pocens
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepust Ne | V2202267 O6beM cepuu " 800000.0 Tab
Analytical Repo:‘t No/ - 040002722354 Date of Analysis / - 11.11.2024
AHaJIHATHYECKHH oTyeT No JlaTa aHanusa -
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JaTa npon3BoacTBa T'onen no
Mfg. License No. / MA number: /
IIpou3BoacTBeHHast : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)
Homep PY
| JAHueH3HA No

Analysis performed according ND: / Ananu3 npoeeaen no 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.
[Ipumeuanue: CchlIKE B HOPMATHBHON JOKYMEHTAUUHM NpuBeeHbl Ha ['® PO XIV.

* TIpoBoAMTCS TIPOH3BOAUTENIEM TIPH BBITIYCKE MEPHOANYCSCKH: AJsi KakaoH 20-oi cepuy i He mMehee 1

rog. Tloka3zatenb MOXeET ObITh HE BKIIOUEH B cepTU(hHKAT aHau3a GUPMEIL.

API name / Haumenosanne ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
INN / MHH: Ibuprofen / H6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / 1201/23/A-0554 4285/24-25
Homep cepun npousBoaureass ADC:
FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIuH IPOM3BOAUTEISA FEQAO00077 FERAQ0439
I'JId:

Phannfi((?e{:ltci:i??iciillsitzgdlndia / Bpiieishnallharmacenn cals
API Manufactured by & country / ’ Limited, India / Ipu Kpuurna

HOJI Kemukanc 3
IIponssoautenasr ADC, cTpana: ®apmMmacerotikanc Jlumuren,
®apmacsioTukanc Jlumuren,
Wrans WUnnns

Remarks : The Product conforms to ND/
IIpumeuyanue: IIponykr coorBeTcTBYET Tpebopanmsam HJI

Opinion : APPROVED
3axawuenne: OJOBPEHO

Prepared by /
IToarorosaeno: Santosh Kumar

Maurya CZ\

Checked by /
IIpoeepeno: Pawan Kumar

X

Approved by: Manager/Executive
/Ono6peHo: Menemxkep /
Pyxosoutens  Amit Kumar

Ne=>

T{eprint Date:
Jarta: 11.11.2024

Reprint Date:
Jata: 11.11.2024

Reprint Datdl
Jara: 11.11.2024




U, Reddy's Lahboratories Ltd,
, ...f Formulation Unit-8
Dr.. Red dy s ® \. ,‘ﬁi‘ i ;‘val#a?mh Road, Baddi,
Distt. Sclan, H.R, 173 205, [NDIA
Tl +91 88166 56001-02

Treddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 9 of 10/ C1p. 9 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: M6ykaun®, TabieTKH, HOKPLITLIE NIEHOYHOIT 060,104K0i, 400 Mr + 325 Mr
Market/ Poinok : Russia / Poccnst
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepnst No ' V240226z O6bem cepun " 800000.0 Tab
Analytical Repo:’t No/ - 040002722354 Date of Analysis / . 11.11.2024
AnajguTndecknii oruer No | laTa ananmu3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
Jata nDpoun3BoncTBa T'open o
Mfg. License No. / MA number: /
IIpon3BoacTBeHHas : MNB/05/263 : 1 JITI-Ne(003654)-(PT'-RU)

Homep PY

JAHueH3usn Ne = — —
Analysis performed according ND: / Ananus nposeaen no HJI: JIII-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) /

HaumenoBaHue, aapec, JHLEH3NA 1JIs I-p Penun’c Jlabopatopuc Jita., MiHaus, 11pon3BoACTBEHHOE
IIpousBoacTBeHHAs IJIomaAka / Ilnomaaka nozapaszaeienne-6, Bunn. Kxons, Hanarapx Poyn, bapau, Juctpukr
KOHTpOJis KayecTBa / Ilnomagka Beimycka Conan, X.II., 173205, Uaaus (nuuenzus 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».

3akai04eHue 0 cooTBeTCTBHM: «HacToAMM s MOATBEPXK a0, YTO MPUBEICHHAs BblIE MHQOpPMALIUS ABJIAETCA
JOCTOBEPHOM W TOYHOM. DTa cepusi MPOAYKUMU NpOoU3BeAeHa (BKJIIOYas YNakoBKy (MapKMpPOBKY) M KOHTpOJIb
KayecTBa) Ha BBIIEYKA3aHHOW TMMPOU3BOJACTBEHHOHN IUIOMAAKe (IUIOWAAKaX) B IIOJHOM COOTBETCTBHH C
TpeGoBaHusAaMK [IpaBun Haasexaleit npou3BOJCTBEHHOH NpakTUKU EBpasuiicKoro 3KOHOMHYECKOIo corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u Tpe6OBaHUAMH KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeyanue: [IpoaykT cooTBeTcTBYET TpeboBanusaM HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Santosh Kumar | Ilpoepeno: Pawan Kumar /OnobpeHo: Menemxep /

Maurya / 0 PykoBoagutens, Amit Kumar
Reprint Date: Reprint Date: Reprint Date:

Jlata: 11.11.2024 Hata: 11.11.2024 Jara: 11.11.2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 10 of 10 / CTp. 10 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxr: U6ykaun®, Tab1eTKH, NOKPHITHIE IJIEHOYHOI 060/104KO0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccnsg
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne  NEeteror] O0bem cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002722354 Date of Analysis / - 11.11.2024
AHATMTHYECKHIH oTyeT No Jara anangusa - |
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JdaTa mpousBoacTBa T'onen oo
Mfg. License No. / MA number: /
IIpousBoacTBeHHASA : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY
| muuensus Ne

Analysis performed accor_ding ND: / Anann3s nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

a TaK)Ke B COOTBETCTBHU CO CHCLIH(i)HKaLlHﬂMI/I, CoJCpXKallUMHUCA B PETUCTPALIMOHHOM A0ChE CTPaHbI-UMTIOPTEPA.
3anucH no MPOU3BOACTBY, YIIAKOBKE U aHAJIN3Y [NIPOBEPEHBI, U YCTAHOBJICHO UX COOTBETCTBHC Tpe60BaHI/I5{M HpaBym
Haauexarlei HpOI/I3BOIICTBeHHOI71 NpaKTUuKH EBpa3m‘&c1<oro 3KOHOMHWYECKOTI0O COro3a».

Remarks : The Product conforms to ND/
Ilpumeuyanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo: Santosh Kumar

Maurya / @_\

Checked by /
[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoanrenn (Aggit Kumar

N

Reprint Date:
Jara: 11.11.2024

Reprint Date: !

Hata: 11.11.2024

Reprint Datk:
JaTta: 11.11.2024




