Dr.Reddy’s Qrf"

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, F.P., 173 205, INDIA
Tel 1 +91 98156 56001-02

CERTIFICATE OF ANALYSIS VWw.drreddys.com
CEPTHOUKAT AHAJIA3A

Page 10f8/Crp. 1 n3 8

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

Hponykr: H6ykaun®, TabaeTKH, NOKPLIThIE NUIEHOYHOIi 06010uKoii, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccusg

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepna Ne  Varbises O6bem cepun * 800000.0 Tab

Analytical Report No/ - 040002624002 Date of Analysis / . 20.08.2024

AnaauTnyeckuii oTyer Ne JlaTta ananmnza

Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

JaTa npou3BoacTBa Tonen o

Mfg. License No. / MA number: /

IIpousBoacreBeHHast : MNB/05/263 H ) : JIII-Ne(003654)-(PT-RU)
omep PY

JuieH3us Ne

Analysis performed according ND: / Apanu3s nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Ne | Test / IlokazaTesn Results/ PesyabTaThl

Specification / Hopma

Appearance /
Onucanne
/

the cross-section.

HA IONEPEYHOM paspese
OeJoro 1BeTa.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
Tabnetku
KaIcCyJIOBHAHON (OPMBI, TOKpPBITHIE
TUIEHOYHOH 000J0YKOH OpaHKeBOro
LIBETa, C PUCKON HA OIHOH CTOPOHE;

AApo

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBUIHON
($HOpMBI, MOKPBITHIE TIIEHOUHOH 00010UKOH
OpaH)XEBOTO L[BETA, C PUCKOW Ha OZIHOH CTOPOHE;
Ha MONEePevYHOM paspese — sApo 6en1oro uiu
no4tu 6enoro LgeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykTt coorBeTcTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by /
IToarorosneno: Ankit
Maurya

ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoautens Manoj Kumar

Y

Reprint Dale:
Jara: 20.08.2024

Reprint Dale:
Jara: 20.08.2024

Repriut Date:
Hara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: +61 40 4560 2900, Fax: :91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984APLCOQ4507
wwvedrreddys.com




Dr.Reddy’s Q‘:‘

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Wwww.drreddys.com
CEPTH®UKAT AHAJIM3A

Page2 of 8/ Crp. 2 u3 8

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

Hpoayxkr: N6ykanu®, TabaeTKH, NOKPHITHIE MUIEHOYHO# 060104K0if, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusi Ne $ V2401582 O6bem cepun " 800000.0 Tab

Analytical Report No / - 040002624002 Date of Analysis /| ., 45 5094

AnajauTHueckuii oTyer No JlaTa ananusa

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JaTa npou3BOACTBA Toaen 1o

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ) 1 JITI-Ne(003654)-(PT-RU)
Homep PY

JIMIeH3Hss Ne

_Analysis performed according ND: / Ananu3 nposeaes no HJI: JIII-Ne(003654)-(PI'-RU)-101123

2 |Identification /
INomHHHOCTDH

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) /
BpemeHna yaep)kKWBaHHs OCHOBHBIX NHKOB Ha
XpOMaTOrpaMMe HCIIBITYEMOIO PacTBOPa AOJDKHBI
COOTBETCTBOBAThH BpeMeHaM yJep>KUBaHUs THKOB
HAa XpoMarorpaMMme pacTBOpa CTaHJapPTHBIX
o6pasiioB ubynpoderna u napaneramona (pasmen
«KonpuecTBEHHOE ONMpPENETICHHEN)

3 |Average tablets weight / 973.4mg/ 973.4 mr

Cpeagnsis Macca Tabnerox

940.9 mg to 999.1 mg
(970.0 mg £+ 3.0 %) /

Or 940,9 Mr hi (o)
(970,0 Mr + 3,0 %)

999.1 MI

4 |Disintegration / 07 min 43 sec / 07 muH 43 cex

PacnagaemocTthb

Not more than 30 min /
He 6onee 30 Muu

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmaouenue: OJJOBPEHO

Prepared by / Checked by /

IMoarorosneno: Ankit ]

Maurya

[TpoBepeHo: Santo%(umar

Approved by: Manager/Executive

/Ono6peHo: Menemxep / :
PykoBoautens Manoj Kumar

Repriut Date:
Jara: 20.08.2024

Repriut Dale.
Hara: 20.08.2024

Reprint Date:
Jlarta: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, india
fel: +91 40 4960 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCO24507

wwwwv.drreddys.com




Dr.Reddy’s ":‘.

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

Viil. Kiol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIN3A

Page30f8/ Crp.3 u3 8

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

poaykr: U6ykaun®, Tabaerku, moKpLIThHIE MIeHOYHOI 00004K0ii, 400 Mr + 325 Mr
POA} P

| Market / PoiHoK :Russia / Poccust
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne § VAUl OGbem cepuu " 800000.0 Tab
Analytical Report No/ - 040002624002 Date of Analysis / . 20.08.2024
AnajguTHuyeckuii oTuer Ne JlaTa anaau3za
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JaTa npoH3BOACTBa I'onen no
Mfg. License No. / MA number: /
IIpou3BoacTBEHHAA : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)

Homep PY

Junen3us Ne

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

5 |Dissolution /

PacTBOpenne
97 % to 102%

99 % to 102%

Not less than 70% (Q) of Ci3Hi302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3H3O» (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CgHoNO; (napaueramon)
gepe3 30 MUH

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIE IpUMecH than 0.005% /
Method 1 / Meton 1 4-amuHOdeHON (nMpuUMech MNapaueramosa) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / MeTon 2 0.04% paracetamol) - not more than 0.3% /
Jiobas enuHu4Has npuMech (uOynpodeHa Wiu
napaneramodna) ne 6onee 0,3 %
0 N4%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1 + Metog
2) He 6osiee 0,7 %
7 Water / Bona 1.8% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3aknouenune: OJJOGPEHO

Prepared by / Checked by /
[MoarotosneHo: Ankit
Maurya

[TpoBepeno: Santosh Kumar

"

Approved by: Manager/Executive
/Ono6peno: Menemxep / ; p
PykoBoaurens Manoj Kumar th'/;w"‘

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Registered CiTice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, india
Tel: +61 40 4900 2900, Fax: +G1 40 4900 2993, Email: maii@drreddys.com
CIN: L385195AP1984PLCO04507

wawvrdrreddys.com




Dr.Reddy’s “:’

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

Viil. Kihol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDI|A
Tel : +91 981566 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIM3A

Page 4 of 8/ C1p. 4 u3 8

?roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykr: H6ykauu®, TabaeTkH, NOKPBITHIE NIEHOYHOI 060104 K0, 400 M + 325 Mr

IIpoun3BoacTBeHHAsA : MNB/05/263
Junen3us Ne

Market / PpiHok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab/
Cepusi Ne $ V2401582 O6nem cepuu " 800000.0 Tab
Analytical Repo:‘t No/ - 040002624002 Date of Analysis / . 90.08.2024
AnanutTHuecknii orueT Ne JlaTa aHanu3a

Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029

JlaTa mpou3BOACTBA T'ogen ao

Mfg. License No. / MA number: /

Homep PY : JITI-Ne(003654)-(PT-RU)

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

8 |Uniformity of dosage

units /
OOHOPOAHOCTD Acceptance value (AV) should be not more than
JIO3UPOBAHMUSI 0.9 15.0 / IMokasarens npriemneMocTH (AV) nomxkeH
- ibuprofen / uéynpoden 6bITh He Oonee 15,0

Acceptance value (AV) should be not more than
[- paracetamol / 0.8 15.0 / okasatens nprueMaeMocTH (AV) gomkeH
|napaueTaMon O5ITh He Oonee 15,0

Remarks : The Product conforms to ND/
Ilpumeyanne: [Tpoaykt cooTBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Ankit

g

P

Approved by: Manager/Executive

A [TposepeHo: Santgsh Kumar /Onobpeno: Menemxep / /)
d/ Maurya (ﬁ Pykosoautens Manoj Kumar @/

Reprint Date: Reprint Date:
Hara: 20.08.2024 Hara: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Reyistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4SC0 29060, Fax: +51 40 4900 2998, Ernail: meii@drred-ys com
CIN: L85195AP1984PLCDO4507
wwwdrredays.com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDjA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTU®UKAT AHAJIU3A

Page S of 8/ Crp. 5 u3 8

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: H6ykaun®, Ta61eTKH, HOKPbITHIE MIEHOYHOIi 060,104K0#, 400 Mr + 325 Mr

| Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepusi Ne $ V2401582 O6nem cepun " 800000.0 Tab
Analytical Report No/ - 040002624002 Date of Analysis / . 20.08.2024
Ananutuyeckuii oruer No JlaTa ananusa
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
Jata npou3Boacrea I'ogen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHast : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)

Howmep PY

JuneH3ust Ne

Analysis performed according ND: / Ananus nposeaen nmo HJL: JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /

Mukpo6uosornyeckas
YyHCTOTA*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1ee yucno He 6onee 1000 KOE/r
a’poOHBIX
| MHUKpPOOPraHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Ob1mee NA He 6onee 100 KOE/r
YHCJIO JIPONOKEBBIX H
TJIECHEBBIX TPHOOB
Shall be absent in 1g / OtcyrctBHe B
¢) E. coli NA Ir
10 |Assay / KoiuuecTBeHHOE 360.0 to 440.0 mg of C;3H;30; (ibuprofen) per
ompeaeJieHHe tablet /
394.4 mg/ 394.4 mMr Ot 360,0 Mr 1o 440,0 mr C13H 1502 (MBynpoden) r
10 TKe
292.5 to 357.5 mg of CgH9NO> (paracetamol) per
tablet /
322.57 mg/ 322.57 mr Ot1292,5 mr o 357,5 mr CsHoNO; (mapatieramon)

B TabseTke

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykt coorBercTBYET TpeboBaHusam HJL

Opinion : APPROVED
3aknrouenune: OJJOBPEHO

Jara: 20.08.2024

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Ankit [TposepeHo: Santgsh Kumar /On06peno: Menemxep / \ /
/}T _~—" | Maurya %l PykoBoautens Manoj Kumar &“"@
S
Reprint Date: Reprint Date: Reprint Date:

Jata: 20.08.2024

Hara: 20.08.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganag, India
fel: +91 40 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreadys.com
CIN: L85195AP1984PLCOJ4507

wwiwdrreddys.com




Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, F.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.coin

Page 6 of 8/ Ctp. 6 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilpoaykr: U6ykann®, Tab1eTKH, NOKPBITHIE MJIEHOYHO 060,104K0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne greee O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002624002 Date of Analysis / . 20.08.2024

AHaJHTHYECKHIT 0TUeT No JlaTa aHa/H3a

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

JlaTa mpoM3BoOACTBa I'onen o

Mfg. License No. / MA number: /

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

JuneH3us Ne

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

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. / Ilo 10
leaflet in a carton. / I1o 10 Tabnerok |tabnetok B IIBX/Al 6nucrep. Ilo 1, 2 unu 20
B [IBX/Al 6nucrtep. [To 1 Gnuctepy |OnucTepoB B MadyKy KapTOHHYIHO BMECTe C
B Ma4yKky KapTOHHYIO BMeECTe C |HHCTPYKLHEH IO MPUMEHEHHUIO.
HHCTPYKIIHEl 0 TpHMEHEHHUIO.
12 | Labeling / MapkupoBka |According to ND. /B cootBerctBuu ¢ H/I.
13 | Storage conditions / At temperature not more than 25 °C./
Xpanenue ITpu temneparype He Bblile 25 °C.
14 | Shelf life / Cpok 5 years / 5 jer
TOAHOCTH

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

IIpumeyanue: CCbUIKH B HOPMaTUBHON JOKyMEHTaLMU npuBeacHbl Ha '@ PO XIV.
* [IpOBOAMTCS MPOU3BOAUTENEM IIPH BBIILYCKE NEPHOJUUECKHU: ANs Kaxa0Hi 20-0# cepun uiM He MeHee 1 pasa B rOA.
ITokazaTe b MOXET ObITh HE BIJIIOYEH B cepTH(UKAT aHanu3a GUPMBI.

Remarks : The Product con

forms to ND/

Hpumeuanue: [Ipoaykr cooTBeTcTBYeT Tpeboanusm HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /

Checked by /

[Tponeperio: Santogh Kumar

Approved by: Manager/Executive

/Qnobpero: Menemxep / W

Hara: 20.08.2024

[Toaroropneno: Ankit /]
4/ Maurya - Pykooautens Manoj Kumar
‘// S,

Reprint Date: Reprint Date: Reprint Date:

Hara: 20.08.2024

Jara: 20.08.2024

Regisiered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fol: +61 45 4900 2900, Fax: +51 40 4900 2558, Ernail: maii@drreddys.com
CIN: LS5195AP1984APLCO24507

wwvdrreddys.com




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A
Tel 1 491 98166 56001-02

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Page 7 of 8 / C1p. 7 m3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykt: M6ykaun®, TabaeTKH, NOKPLIThIE MIEHOHOIi 060/104Koii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne V2401582 O6bem cepun " 800000.0 Tab

Analytical Repo:'t No/ - 040002624002 Date of Analysis / . 20.08.2024

AHaJUTHYECKHIE oTHeT Ne Jata anannza

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029

Hdata npousBoacrea T'open o

Mfg. License No. / MA number: /

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

auuensus Ne

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

API name / Haumenosauune ADC:

Ibuprofen / I6ynpoden

Paracetamol / [lapanietamon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Tapaneramon

API manufacturer batch number /
Homep cepuun npouspoautesiss ADC:

1101/24/A-1171

4096/24-25, 4097/24-25

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIIHH IPOH3BOAUTES
TJId:

FERA00350

FERA00309, FERA00310

API Manufactured by & country /
Ipouzsogurenr ADC, ctpaHa:

IOL Chemicals and
Pharmaceuticals Limited, India /
HOJI Kemukanc 311
dapmacerotukainc Jlumuren,
Nupus

Sri Krishna Pharmaceuticals
Limited, India / lpu Kpuiuxa
®apmacbroTukanc Jlumuren,
Nupus

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HaumenoBanme, agpec, THIEH3US XI4
IIponzeoacTeenHas miomaka / [lnomagka
KOHTpoJIA kavecTsa / Ilomanka Belycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

II-p Peanwn’c Jlaboparopuc JIta., Unaus, IIpoussoacTeeHHOE
nozapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagau, J{ucTpukrt
Couan, X.I1., 173205, Uaaus (nuuensus nomep MNB/05/263)

Remarks : The Product conforms to ND/

Ilpumeuanue: Ilpoaykr coorseTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akiarouenue: OJJOBPEHO

Preparcd by / : Checked by / Approved by: Manager/Executive

[Moarororneno: Ankit ' [TpoBepeHo: Santosh Kumar /Ono6peno: Menemxep / W ' f
/} |~ | Maurya @L Pykosoautens Manoj Kumar ! “L,',ul-'

Reprint Date: Reprint Date: Reprint Date:

Hara: 20.08.2024 Hata: 20.08.2024 Hara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.cam

CIN: L85195AP1984PLCO04507
wwye.drreddys.com




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

’ " Viil. Khol, Nalagarh Road, Baddi
. s 5 ’ 1,
DI’. Reddy S L4 Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTHO®UKAT AHAJIU3A

Page 8 of 8/ Ctp. 8 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykaun®, Ta6aeTkH, NOKpLITHIE MJIEHOUHOI 06010uK0ii, 400 Mr + 325 Mr
Market / Pe1HOK :Russia / Poccust
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus Ne $ V2401582 O6bem cepuu " 800000.0 Tab
Analytical Repog‘t No/ - 040002624002 Date of Analysis / . 20.08.2024
AHauTHYeCKH# oT4eT Ne Jara anaausa ]
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JaTa npou3BoACTBa T'open o
Mfg. License No. / MA number: /
IIpon3BoacTBeHHas : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY
JuneHsus Ne
' Analysis performed according ND: / Asanu3 nposeaes no HJ: JITI-Ne(003654)-(PI’-RU)-101123

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».

3akaio4eHHe 0 cooTBeTCTBMM: «HacTosiuum s MOATBEPXKJat0, YTO NpUBEJEHHas Bbllle HHPOPMaLUA ABIAETCA
JIOCTOBEPHOM M TOYHOM. DTa cepus NpOAYKUMM MMpoHu3BeneHa (BKIIOYas yMakoBKY (MapKHUpPOBKY) M KOHTPOJIb
KauecTBa) Ha BhIIEYKA3aHHOW MPOMU3BOACTBEHHOM mnomajake (MUIOMaaKax) B IOJHOM COOTBETCTBHH C
TpeboBanusaMu [IpaBun Hajyexallel MPOU3BOACTBEHHOW MPAaKTHKH EBpasuiickoro 5KOHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) v Tpe6OBaHUAMU KOHTPOJIS KaueCcTBa JICKAPCTBEHHBIX CPEJICTB,
a TaK)Ke B COOTBETCTBHH CO CHCIU(PHKALMAMH, COASPHKAIMUMUCS B PETUCTPALIMOHHOM JOChE CTPAHBI-UMIIOPTEDPA.
3amnucH No Npor3BOICTBY, YIIAKOBKE U aHAIM3Y MIPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHE TpebosaHusamM [Ipapun
HaJJIe)Kaulel MpOU3BOACTBEHHOMN NPaKTUKUA EBpasuicKOro 3JKOHOMHUYECKOIO COK3an.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IpoayKT cooTBETCTBYET TpeboBanusm HJT 3akmouenue: OJJOBPEHO
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