Dr.Reddy’s “5.‘.

Dr. Reddv's Laboratories Lid
Formulation Unit-6

Vill, RKhel, Naizgarh Read, Badddi,

Distt, Solan, HLP, 173 205, iNDIA

Tol 1 +91

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJHU3A

Page 1 0f 10/ Crp. 1 u3 10

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

Hpoayxr: Hoykaun®, Ta61eTKH, NOKPbITHIE UIEHOYHOl 06010uK0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepns Ne } V2402436 O6nem cepun " 800000.0 Tab

Analytical Repourt No / - 040002733350 Date of Analysis / - 22.11.2024

AHanuTayeckuii oryer Ne JlaTta ananu3sa

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

JaTa npou3BOACTBA TI'ogen g0

Mfg. License No. / .

| Py ——— - MNB/05/263 1A mumbers . JITI-Ne(003654)-(PT-RU)
Howmep PY

Juuen3usa Ne

Analysis performed according ND: / Ananu3 nposenen mo H/: JIII-Ne(003654)-(PT'-RU)-101123

Ne |Test/ IlokasaTe/b Results/ PesyabTaTsl

Specification / Hopma

|Appearance /
1 |Onuncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarncyioBHIHON GOpMBbL, TOKPEITHIE
MJIEHOYHOH 000I0UKO# OpaHKeBOro
I[BET4, C PUCKON HA OJHOU CTOPOHE;

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabyieTku KancynoBUAHOH
(OopMBbI, MOKPEITHIE TIEHOYHOH 000I04KOH
OpPAHXXEBOT'0 LBETA, C PUCKOH HA OTHOM CTOPOHE;
Ha [TOIIEPEYHOM paspese — 3apo OeNoro uimm

Ha [OTIEPEYHOM paspese — sApo
Oenoro 1BeTA.

[IOUYTH OeJIoro LIBETA.

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoayKT cooTBeTCTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Pravesh Rana
Maurya

[Tposepeno: Santosh Kumar
’m Pykosoautens Abhishék Chguhan

Approved by: Manager/Executive
/Onobpeno: Menemkep|

e a

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Harta: 22.11.2024

Reprint Date: ~—

Jara: 22.11.2024

Registzred Difice:; 8-2-337

Ted: #9091 &0 453




Dr. Reddy's Laboratories Lid
@ Formulaticn Unit-6
Dr. Reddy’s ‘... Viil. Khol, Nalagarh Road, Badidi,
. Distt. Solan, H.P, 173 205, INDIA
Tel 1 491 93166 560001-02
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 2 of 10/ CTp. 2 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: H6yknnn®, TabaeTku, NOKPLITHIE MLIEHOIHO#H 0060/1049K0ii, 400 mMr + 325 Mr

Market / PriHOK :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000.0 tab/

Cepus Ne V2402436 O6bem cepun " 800000.0 Tab

Analytical Report No / - 040002733350 Date of Analysis / . 92.11.2024

AHaJHTHYeCKHH oTueT Ne JlaTta aHaan3za

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

JlaTa mpou3BojacTBa T'ogen go

Mfg. License No. / MA number: /

TIpousBoACTBeHHAas! - MNB/05/263 - : JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performe&_ according_I;II_): / Auanu3 mposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
MoamuuHOCTH CooTBeTCTBYET 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 yJep)XKUBaHHsT OCHOBHBIX MHKOB Ha
XPOMATOTPaMMeE HCIBITYEMOTO pacTBOpPA JAOJIKHBI
COOTBETCTBOBATH BPpEMEHaM YAEpKUBaHUs [TMKOB
Ha XpoMarorpamMMme pacTBOpa CTaHAApPTHBIX
obpasuor ubynpodena u nmapaieramona (pasaen
«KonuuecTBeHHOE ONpesesieHuE)

3 |Average tablets weight / 973.1 mg/973.1 mMr 940.9 mg to 999.1 mg
Cpennsist Macca Tab1eToOK (970.0 mg £+ 3.0 %)/

Or 940,9 MI o 9991 MI
(970,0 mr + 3,0 %)

4 |Disintegration / 06 min 14 sec / 06 muH 14 cex Not more than 30 min /
Pacnapaemocts He 6onee 30 mus
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cootserctByeT TpeboBanusim HJI 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executjve
IMogrotosneHo: Pravesh Rana [TpoBepeHo: Santo[ Kumar /Ono6peHo: Menemxep
Maurya \( PyxoBoautens Abhishek Chguhan
Reprint Date: Reprint Date: Reprint Date: i
Hara: 22.11.2024 Hara: 22.11.2024 Jara; 22,11.2024
Registerad Ciiice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangang, India
Tel: 21 &0 4800 2809, Fz 146G 4969 2299, Empil: roail@drraddys.com
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Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 3 of 10/ Ctp.3 3 10

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

Hpoaykr: Uoykaun®, Ta6neTKkH, NOKPLITHIE MJeHOYHOI 060J04K0i#, 400 Mr + 325 Mr
| 11poay y P

JuneH3us No

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne £ VEHDaaeh Oo6nem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002733350 Date of Analysis / - 92.11.2024
AHaguTHyecKHH oTyeT No Jara ananusa

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

Jlara npou3BoAcTBa Toaex g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHasA : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Anasin3 nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PactBOpeHne
97 % to 104%

99 % to 107%

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

He menee 70 % (Q) Ci3H 130, (ubynpodien) uepes
30 mMuH

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

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

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykt coorBercTBYeT Tpebopanusam HJL

Opinion : APPROVED
3axnouenune: OJOBPEHO

Prepared by / Checked by /
[Toprorosneno: Pravesh Rana

Maurya

ITpoBepeHo: Santosh Kumar

Approved by: Manager/Executi
/Onobpeno: Menemkep /| i
Pykosoautens Abhishgk Chaufian

Reprint Date:
Jara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Jara: 22.11.2024

pad - 300034, Tel

ii: reail@drreddy




Dr.Reddy’s ',‘:'.

1. Reddy's Laboratories Lid
Formulatiocn Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.. 173 205, INDIA
Tal 1 +91 98166 56C01-62

vrany direddys com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 4 of 10 / Ctp. 4 u3 10

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

Iponyxr: U6ykaun®, TabaeTkn, NOKpbITHIE IUIEHOYHOI 060s10uKoif, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne # MoA0za80 O0beM cepnn * 800000.0 Tab

Analytical RepOft No/ - 040002733350 Date of Analysis / - 22.11.2024

AHajauTHYeCKHi oTueT Ne JlaTa anaau3za

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

JaTa npou3BoacTsea T'onen no

Mfg. License No. / MA number: /

[Ipon3BoacTBEHHAA : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY

JHIEH3HA Ne

Analysis performed according ND: / AHanu3 nposeaen mo H: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PojacTBeHHbIE MIPHMeECH than 0.005% /
Method 1/ Meron 1 4-amuHodenon (mpuMmech MNapaueTaMona) He
oonee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hiuxe nopora paracetamol) - not more than 0.3% /
perucTpalin Jiobas enuuuMyHas npuMecs (ubympodeHa wunu
napatneramona) e donee 0,3 %
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Metoxn 1+ Metoxn
0.0004% 2) He 6oinee 0,7 %
7 |Water / Bona 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoayKT cooTBETCTBYET TpeboBanusaM HJL

Opinion : APPROVED
3axnoueHue: OIlOBPEH]O |

Prepared by / Checked by /
[ToxgrorosineHo: Pravesh Rana

Maurya

IMposepeno: Santosh Kumar

@&

Approved by: Manager/ ecutit

/OnobpeHo: MeﬂezmcepI i O

PykoBogutens Abhishek Chauhan
\ =

Reprint Date:
Jara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Jata: 22.11.2024

Registered Oifice: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4300 2529, Email: mail@drreddys.com

CIN: L35

SAP1984PLCO0AE0T
wiyny drreddys.com




Dr.Reddy’s ":'.

Dr. Reday's Laboratories Lid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Barldj,

Distr. Sotan, FL.P, 175 Z05, IND|A

LG5 56G01-02

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 u3 10

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

Iponyxr: N6ykann®, TaGnerku, NOKPbITHIE IJIEHOYHOI 060104K0ii, 400 Mr + 325 mMr
| 11poA) ) p

IIpousBoacTBeHHAs : MNB/05/263
JuneH3us Ne

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/
Cepusa Ne § V2402436 Ob6Bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002733350 Date of Analysis / . 99.11.2024
AHaJiMTHYeCKH# oTyeT No JlaTa aHa/Jm3a

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

JlaTa Mpou3BOJACTBA T'onen no

Mfg. License No. / MA number: /

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

Analysis performed according ND: / Ananu3 nposeaen no H/1: JIII-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
OJHOpPOHOCTD Acceptance value (AV) should be not more than
JO3UPOBaHUS 2.5 15.0 /Tlokasartens npreMieMocTH (AV) 1omkeH
- ibuprofen / ubynpoden ObITH HE Bonee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 2.5 15.0 /Iokasarens npueMiaeMocTti (AV) qoymkeH
napajeTaMort O6ITH He H6onee 15,0

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoaykT cootBercTByeT TpeboBanusm HJI

Opinion : APPROVED
Saxawuenne: OJJOBPEHO A

Prepared by / Checked by / Approved by: Manager/Exgcutivg
[Toarorosneno: Pravesh Rana ITpoBepeno: Santosh Kumar /Ono6peHo: Menemxep /

Maurya ( E PykoBoautens Abhish?( "hauhbar
Reprint Date; Reprint Date: Reprint Date: —
Hara: 22.11.2024 Hara: 22.11.2024 Jara: 22.11.2024

Resisiarad Ofiice: 8-2-337, Road Mo

3, Banjara Rills, Hyderabad - 500024, Telangana, Incia
e 2

ailmailddrraddys.com




Dr.Reddy’s ‘_’:‘

D Reday's Laboratories Lid,
Formulation Unit-&
Viil. Ihol, Maiagarh Road, Basdi,

Distt. Sclan, P, 173 205, ipiDIA

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

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

Hpoayxr: Hoykaun®, TabaeTKH, NOKPHITHIE MJIEHOYHOIT 060/104K0ii, 400 mMr + 325 Mr

IIpou3BoACTBEeHHAS : MNB/05/263
Juuen3us Ne

Market / PoiHoK :Russia / Poccust

Batch No / ) Batch Quantity / ~800000.0 tab/
Cepus Ne i VZA02250 O6bem cepuu " 800000.0 Tab
Snalytical, REpOHNG ] © 040002733350 Date of Analysis /. 55 17 5004
AHAaJATHYEeCKHH oT4eT No Jara aHasusa

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

JlaTa rnpou3BOACTBA I'ogen no

Mfg. License No. / MA number: /

Homep PY : JIII-Ne(003654)-(PT'-RU)

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

9 |Microbiological purity* /
Muxpo6uosoruieckas
yHceroTa*

a) Total aerobic microbial NA
count / Ob1uee 4yucno
a’pOOHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts NA
and mould count / Ob11ee
YHCNO JPOXOKEBBIX U
IJIECHEBBIX IPUOOB

¢) E. coli NA

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

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

Shall be absent in 1lg / OTcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axmwuenne: OJIOBPEHO 1

Prepared by / Checked by / Approved by: Manager/Exgcutive
[Toarotoeneno: Pravesh Rgna [Tpoeepeno: Santosh Kumar /Onobpeno: Meunemxep / ( '
j Maurya Pykoeoautens Abhishek Cl n
L
Reprint Date: Reprint Date: KReprint Date:
Hara: 22.11.2024 Hata: 22.11.2024 Hara: 22.11.2024

024 Telangana, Indin
I

reddys.com
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21, Reddy's Laboratories tid
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tol 1 +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 7 of 10/ Cp. 7 u3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Uoykauu”, Tabaerku, NOKPbITHIE MUIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Analysis performed according ND

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus No § V2al2456 O0bem cepun * 800000.0 Tab

Analytical Repovrt No/ - 040002733350 Date of Analysis / - 99.11.2024

AHasuTHYecKHI oTueT No HJara anaausza

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

JaTa mpoun3BoacTBa TI'ogen mo

Mfg. License No. / MA number: /

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

JHLeH3usa No ]

: / Anayn3 npoBegen mo HJ: JIH—N9(003654)-(PF-1_2U)-101123

10 | Assay / KosimuecTBeHHOE 360.0 to 440.0 mg of C;3H;30, (ibuprofen) per
onpeaeneHue tablet /
397.3 mg/397.3 mr Ot 360,0 Mr g0 440,0 Mr Ci3H 302 (uOynpoden) B
TabneTKe
292.5 to 357.5 mg of CsHoNO> (paracetamol) per
tablet /
326.81 mg/326.81 mr Ot1292,5 mr 1o 357,5 mr CsHgNO» (napateramon)
) B TabJeTKe
11 | Package / Ynakoska 10 tablets in PVC/Al blister. 1 |10 tablets in 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. / ITo 10 tabaetok |tabietok B [IBX/Al 6mucrep. Ilo 1, 2 nmu 20
B [IBX/Al 6nuctep. Ilo 1 6nmuctepy |6nucTepoB B MNaukKy KapTOHHYIO BMECTE C
B Mayky KapTOHHYK BMECTE€ C |HHCTPYKLHEH 10 HPUMEHEHHIO.
HUHCTPYKIHEH 10 NPUMEHEHHIO.
12 | Labeling / MapkupoBka | According to ND. / B cootreTcTRIM ¢ HJT.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne ITpu Temnepatype He Bhile 25 °C.
14 | Shelf life / Cpox S years /5 ner
roIHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3axmwuenne: OTOBPEHO

Prepared by /
IToaroroeneno: Pravesh Rana

Checked by /

{ Maurya

)

Y -

o

[TpoBepeHno: Santosh Kumar

Approved by: Manager/Execijtive
/Ono6peno: Menemxep /

PykoBoautenr Abhishek (Hauhan

o

Keprint Date:
Harta: 22.11.2024

KReprint Date:
Hata: 22.11.2024

Reprint Date:
Hara: 22.11.2024

~am

337, Road No. 3, Bani

re Rills, Hycerabad - 500024, Telangana, Ingia

vl all@drraddys.com




Dr. Reddy's Laboratories Lid.
Formulation Unit-5

Viil. Khol, Nalagarh Road, Badci,
Distt. Solan, H.P., 173 205, INDA
fel - +91 98165 56C01-02
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Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
Page 8 of 10/ Ctp. 8 13 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg ]
Hpoayxr: U6ykaun®, TabaeTKn, NOKpbITHIE MIEHOYHO)i 060/104K0ii, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~800000.0 tab /
Cepus No  MEAEEREO O6bem cepun " 800000.0 Tab
Analytical Rep0ft No/ - 040002733350 Date of Analysis / . 92.11.2024
AHAJIMTHYECKHH 0TueT Ne JaTta ananusa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JaTa npou3BoacTBa T'onen no
Mfg. License No. / MA number: /
IIpoussoacTBeHHas : MNB/05/263 : : JII-Ne(003654)-(PT-RU)
Howmep PY

anpen3us No
Analysis performed according ND: / Anajus nposegen 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.

[pumeyanue: CCBUIKM B HOPMAaTHBHOH JOKyMeHTalMH npuseeHsl Ha 'O PO XIV.

* [IpoBOAWTCS IPOM3BOAUTENEM MPH BBIILYCKE IEPHUOAUUECKH: JUIsl Kax0# 20-0i cepuu uiu He MeHee 1 pasa B
rog. ITokasaTens MOXeET OBITh He BKIIOUEH B cepTUdHUKAT aHaTH3a PUPMEL.

API name / HaumeHoBanue ADC: Ibuprofen / i6ynpoden Paracetamol / [Tapaueramon
| INN/MHH: Ibuprofen / ibynpoden Paracetamol / [Tapanetamon

API manufacturer batch number /

1201/23/A-0574 0543/24-25
Homep cepuu npoussoauTenas ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIUHM IPOU3BOAUTENS FEQA00084 FERA00531
rJId:

T QT ——
API Manufactured by & country / > cL Limited, India / Hlpu Kpuina
HOJI Kemukanc suj

IIpouspogutens ADC, crpaHa:

®apmackrotukanc JIuMuren,
WUnpus

dapmackroTukanc JInmuren,
703010781

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBaHusAM HJI

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Ekecutive
IMoarorosneno: Pravesh Rana [MpoeepeHo: Santosh Kumar /Onobpeno: Menemxep /
i' Maurya Pykopoautens Abhishel Cha L\han
L - |
Reprint Date: Reprint Date: Reprint Date:
Jara: 22.11.2024 JaTta: 22.11.2024 Jara: 22.11.2024

Wy arreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 9 of 10/ Ctp. 9 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: H6ykaun®, TabJeTKH, NOKPBITHIE LIEHOYHOH 060104K0i, 400 Mr + 325 Mr
Market / PoIHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus No + V2402436 O6bem cepun " 800000.0 Tab
Analytical Repo:*t No/ - 040002733350 Date of Analysis / . 92.11.2024
AHanuTH4yecKHii oT4eT No Jata apaauza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa npou3BOACTBA I'ogen mo
Mfg. License No. / MA number: /
IIpousBoacTeeHHast : MNB/05/263 : : JIII-Ne(003654)~(PT'-RU)
Homep PY

JuneH3us Ne - |
Analysis performed according ND: / Ananu3 nposeaed no HJI: 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) /

HaumenoBaHue, agpec, JULEH3US AJIsl I-p Pengu’c Jlabopatopuc Jlta., Maaus, [IponssoicTeeHHoe

IpousBoacreenHas miomanka / Ilnomwanka nozpasaenenue-6, Buni. Kxons, Hanarapx Poyn, bapau, JTHCTpUKT
| KOHTPOJIA KavyecTBa / Ilnomanka BeIycKa Conan, X.I1., 173205, Unausa (nuuensus Homep MNB/05/263)

Declaration of certification: « 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».

3akjI09eHHe 0 COOTBeTCTBUH: «HacTosAIUM s MOATBEp)KAAI0, YTO MPHBEAECHHAS BbIlie MHPOPMALMA ABJIAETCS
JIOCTOBEPHON W TOYHOM. DTa cepusi MPOAYKLMM MpoU3BeleHa (BKIOYas yMakoBKy (MapKMpOBKY) M KOHTPOJb
KayecTBa) Ha BhBIICYKA3aHHOHW MPOU3BOJCTBEHHON IUIoWAaAKe (IUIOIAAKAaX) B IIOJIHOM COOTBETCTBUH C
tpeGoBanusmu [IpaBun Hazmjexalneid Npou3BOIACTBEHHOM mpakTHKH EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsi6ps 2022) u TpeGoBaHUAMU KOHTPOJIA KAYECTBA JIEKAPCTBEHHEBIX CPEJICTR,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanusM HJT 3axmoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager;’J xecutive

[Toarorosneno: Pravesh Rana IIpoBepeno: Santosh Kumar /OnobpeHo: Menenzxep
Maurya ( PyxoBoagutens Abhis}*i k Chaulan

-

o

Reprint Date: Reprint Date: Reprint Date:
Jara: 22.11.2024 Hara: 22.11.2024 Hara: 22.11.2024
Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500024, Telangana, India

Tel: 491 20 4500 2200, Fax: +51 40 4300 2299, Eniail: naill@draddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
Page 10 of 10/ Ctp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxkT: Moykann®, TabeTKH, NOKPHIThIE MIEHOYHOH 060109K0ii, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccus
Batch No/ : Batch Quantity / . 800000.0 tab /
Cepus Ne j V2402436 O6nem cepun " 800000.0 Tabd
Analytical Report No/ - 040002733350 Date of Analysis / . 92.11.2024
AHaJHTHYECKHH 0TueT Ne JlaTa aHaaH3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa npoH3BoACTBA Tonen o
Mfg. License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuueH3ust Ne
Analysis performed according ND: / Ananus nposeaen nmo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TaK)Ke B COOTBETCTBMU CO crieunUKALMSIMU, COAEPIKALIUMUCA B PErMCTPALIMOHHOM JIOChE CTpaHbI-UMIOpTepa.
3anucy 1o MPOU3BOJICTBY, YIIAKOBKE U aHaM3y NPOBEPEHbL, M YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuaM [IpaBun
HaIeKaleH MpoM3BOACTBEHHON NMpakTHKN EBPasHACKOro 3KOHOMHYECKOTO COKO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tponykr coorsercrByer TpeGoBanusam HJL 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executiv
[MoaroroneHo: Pravesh l}ana [Iporepeno: Santogh Kumar /OnobpeHo: Menemxep /

— ),\ Maurya ‘E Pykosonurens Abhish ] Chaubian
Reprint Date: Reprint Date: Reprint Date:

Jara: 22.11.2024 Hata: 22.11.2024 Hara: 22.11.2024




