Dr.Reddy’s “:‘

Or. Reddy's Lahoratorios i b
Formuiation Unic-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, i
Tol: +91 98155 56001-02

vewve drreddys.com

IIA

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 1 of 10/ Ctp. 1 u3 10

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

Mpoayxr: Hoykaun®, TabaeTiu, NOKpLITHIE IIEHOYHOMH 060104K0#, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne | VAZ01367 O6nbem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002598893 Date of Analysis / . 22.07.2024
AHanuTHYecKH# oTUeT No Jara ananuza

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

Jata npous3BoacTBa T'open no

Mfg. License No. / MA numbet: /

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

JuneH3usd No

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

Ne | Test / IlokazaTenn Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onncanme

Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section.
/ Tabnerku  xancynoBugHo#d  (oOpMEL,
TIOKPBITHIE TIEHOYHOM o6onoukoit
OpaHXXEBOTO IIBETa, C PpHCKOH Ha OIHOM
CTOpOHE; Ha IONEPEYHOM paspe3e — SApo
6eoro 1Bera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabeTku KancyJIoBHIHOMN
(hOpMBI, TOKPEITEIE MIEHOYHOH 0605104KOM
OPaHXeBOI'o LIBETA, C PHCKOH Ha OJHOI cTOpOHE;
Ha MOTIEPEYHOM paspese — SAPO OeNoro uin
no4tu 6enoro BeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3aknouenne: OJIOBPEHO

Prepared by / Checked by /
IMoaroroeneno: Ambresh Kumar
Maurya

IlposepeHo: Sant?i-i’Kumar
Lo

Approved by: Manager/Executive
/Onobpeno: Menemkep /
PyxoBoautens Pavan Kumar Sharma

|l eve——""
e

Reprint Date:

Hara: 11.10.2024

Reprint Date:
Hara: 11.10.2024

Reprint Date:
Hara: 11.10.2024

Registered Offica: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 560034, Talangnnia, Indir

Tel: +91 40 1200 2900, Fax. 91 47 190

909, Email: mall@drreddys.cam

CIN: LESIO54P 1934PLCOCAS07
wuesavdrreddys com




Dr.Reddy’s ‘f’:‘

Dr. Reddy's Laboratarias iy
Formulation Unii-6

Viil. Khol, Nalagarh Road, 2add,
Distt. Solan, H.P, 173 205 wini

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

Page 2 of 10/ Crp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykt: H6ykaun®, TabaeTKH, NOKPLIThIE MJI€HOYHOT

obonoukoii, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepns Ne B V2401867 O0bem cepuu " 800000.0 Tab

Analytical RepOft No/ - 040002598893 Date of Analysis / . 22.07.2024

AnajgutHyeckuii oTyer Ne Jara ananuza

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa npou3BoacTBa T'onen no

Mifg. License No. / MA number: /

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

JuneHsus Ne

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

2 |Identification /

IMoanuHHOCTDH

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) /
BpeMeHa ynepXHMBaHHS OCHOBHBIX ITHKOB Ha
XpoMaTorpaMMe UCTBITYEMOrO PACTBOPA JOMKHBI
COOTBETCTBOBATh BpeMEHaM YIEepKUBaHHS MHKOB
Ha XpoMmarorpaMMe pacTBOpa CTaHIAapPTHBIX
obpasior ubynpodeHa u napaneramona (pazaen
«KoJM4YeCTBEHHOE ONPENENCHUEN)

Average tablets weight / 973.8 mg/973.8

Cpeansas Mmacca Ta0J1eTOK

MI 940.9 mg to 999.1
(970.0 mg £+ 3.0 %) /
Or 940,9 MT

(970,0 mr = 3,0 %)

mg

)i (o) 999,1 MI

Disintegration /
Pacnanaemocrn

| Remarks : The Product conforms to ND/

09 min 27 sec / 09 muH 27 cex

IIpumeuanue: Iponyxt coorBeTcTBYET TpeboBanusM HJI

Not more than 30 min /
He 6onee 30 mun

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
Hozarorosneno: Ambresh Kumar

Maurya

IIpoBepeHo: Sant

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykoomutens Pavan Kumar Sharma

cg(umar

Reprint Date:

Jlara: 11.10.2024

Reprint Date:
Jara: 11.10.2024

Reprint Date:
Harta: 11.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 550034, Telangana, India

Tel: +61 40 4200 2200, Fax, +84 .
CIN, L

AAEYS

2969, Enail: mail@drraddys.com
IPLCOCASOT

redays,com




Dr.Reddy’s ‘,’:‘.

Cr. Ready's Laboratories tig
Formuiation Unit-6
Vill. Khol, Nalagariy Road, Racgy,

Tel : +91 93155 5600102

vww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 u3 10

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

Mpoayxr: Noykauu”™, TadaeTku, NOKPbITHIE IIEHOYHOH 000104K0ii, 400 Mr + 325 Mr
pony Y p

Market / PoiHok :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus Ne V20367 O6bem cepuu " 800000.0 Ta6

Analytical Repo:‘t No/ - 040002598893 Date of Analysis / - 22.07.2024

Ananutndyeckuii oryer Ne HJarTa ananuza

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JlaTa nIpou3BoACTBA T'onen xo

Mfg. License No. / MA number: /

IlpousBoacTBeHHAan : MNB/05/263 : : JII-Ne(003654)-(PI'-RU)
Homep PY

Junen3nsa Ne

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

5 |Dissolution /

PacTBOopenne
97 % to 100%

96 % to 100%

Not less than 70% (Q) of Ci3sHisO:2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3HisO: (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO; (mapaneramonn)
yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuyanue: IIponykt cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
Baksnouenune: OJOBPEHO

Prepared by / Checked by /
INoarorosneno: Ambresh Kumar

Maurya

[IposepeHo: Santoshé{!{mar

/'I""-d_

Approved by: Manager/Executive
/Onobpeno: Menenxep /
PykoBoautens Pavan Kumar Sharma

_;‘\ —

Reprint Date:
Hara: 11.10.2024

Reprint Date:
Hara: 11.10.2024

Reprint Date:
Hara: 11.10.2024

Registered Officer 8-2-327, Road Mo 3, Banjara Hills, Hyderabaa - 5030034, Telanigana, Indin

Tel: +81 40 426C 2910, Fa

140 29C0 2999, Emiail: mail@drraddys.com

CIN: LBS1O54PT9R4PLCO04507

wiwdrreddys.com



Dr.Reddy’s ":‘

Dr Reddv's Lanoratoiing 1
Forimulation Unit-5

Vill. Khol, Nalagaih Roadl, Bazidy
Distt. Solan, H.P., 175 205 1{iD
Tal 0 +21 92166 56N01-02

vawwdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 4 of 10 / Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponykr: M6ykaun®, TabaeTKH, DOKPHITHIE IIEHOIHOMH 060104K0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /

Cepus Ne el O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ . 040002598893 Date of Analysis / . 92.07.2024

AHanuTHYecKHH oTyeT No JlaTta ananusa

Date of Manufacture / . 06/2024 Date of Expiry/ - 05/2029

JlaTa npousBoacTBa T'oxen ao

Mfg. License No. / MA ber: /

IIpousBOACTBeHHAS : MNB/05/263 e : JII-Ne(003654)-(PT-RU)
Homep PY

JuneH3us Ne

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

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncreeHHble npuMecH than 0.005% /
Method 1/ Mertop 1 4-amuHodeHon (mpUMech [apaleTaMmona) He
6onee 0,005 %
Method 2 / Meton 2 0.04° Any individual impurity (of ibuprofen or
.04% paracetamol) - not more than 0.3% /
JIrobast emuHU4YHAs npumech (MOynpodeHa uix
napareramosa) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
S than 0.7% / Cymma npumeceii (Meron 1 + Metox
2) He 6osee 0,7 %
9 |Water / Bona 1.9% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanmne: [IponykT cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /

IMoarorosieno: Ambresh Kumar

Checked by /

IIpoeepeno: Santosh Kumar
Maurya

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pykopoautens Pavan Kumar Sharma

Reprint Date:
Jara: 11.10.2024

Reprint Date:
Jara: 11.10.2024

—=

Reprint Date:
Jarta: 11.10.2024

Registered Office: 3-2-337, Road No 3, Banjara Hills, Hyderabac - 500034, Telangana, Indin
Tel: -1 40 4500 2906, Fax: +91 103909 2999, Email: mail@drreddys.com
CIN: LEGIS5APT984PLCOO50Y

wivw.drreddys.com




Dr.Reddy’s ":'

Or. Regdy's Labamtorias tid
Formulation Unii-6

Vill. Khol, Nalagarh Read, Brddi,
Distt. Solan, H.P, 173 205, 190in
Tel 1 +91 98166 5600167
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 u3 10

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

Ipoaykr: HOykaun®, Ta6/ieTKH, MOKPHITHIE ILIEHOYHOlH 060/104K0ii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusa No + V2401367 O0beMm cepun " 800000.0 Tab

Analytical Report No / - 040002598893 Date of Analysis / . 92.07.2024

AHasuTHYecKH# oTdeT Ne JlaTa ananu3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

Jata npousBoacTBa I'ogen no

Mfg. License No. / MA number: /

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

auueH3us No

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

10 |Uniformity of dosage
units /
OaHOPOAHOCTH
JI03UPOBaHUA

- ibuprofen / ubynpoden

1.5

- paracetamol / 1.5

Iapancramonn

Acceptance value (AV) should be not more than
15.0 / Ilokazarens npuemiaemoctd (AV) nonkeH
ObITE He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazatens npuemiieMoctd (AV) gomkeH
ObITh He Hostee 15,0

Remarks : The Product conforms to ND/
Ilpumeyanue: [Ipogykt coorBercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
ITogroroeneno: Ambresh Kumar

Maurya (

ITporepeHo: Santosz Kumar

e

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoaurens Pavan Kumar Sharma

="
- -~

Reprint Date:
Hara: 11.10.2024

Reprint Date:
Hara: 11.10.2024

Reprint Date:
Hara: 11.10.2024

Registered Office: 2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 290G, Fax: =91 40 4900 2999, Email: mail@di reddys.com
CIN: L35195AP1984PLCOD4507

wyw.drredadys

com




Dr. Reddy's Laboratorios Ui
’ .... F?rmu!atipn Unit-6
Dr. Reddy s ® V|‘||. Khol, Nalagarh Road, Bz,
. Distt. Solan, H.P., 173 205, 14T
Tel 1 +91 98166 56001072
www.drreddys.coin

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 6 of 10 / C1p. 6 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: Uoykann®, Ta6ieTKH, NOKPHITHIE ILIEHOUHO#H 060109K0ii, 400 Mr + 325 Mr
| Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepusi No 1 V2401807 O6nem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002598893 Date of Analysis / . 22.07.2024
AHanuTHYecKkuii oTueT No JaTta ananuza
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JaTta npou3BojcTBa I'ogen no
Mfg. License No. / MA ber: /
IIpou3BocCTBeHHAsI : MNB/05/263 AL : JITI-Ne(003654)-(PT-RU)
Homep PY
Jgugensus Ne

Analysis performed according ND: / Auanus nposeges mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

11 |Microbiological purity* /
Muxkpobuosorudeckas
yuerora*

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Obiwee yucno He 6onee 1000 KOE/r
aspoOHBIX
MHUKPOOPTaHU3MOB

b) Total combined yeasts
and mould count / O61iee NA Not more than 100 CFU/g/
YUCIIO JPOXIKEBBIX H He 6onee 100 KOE/r

IJIECHEBBIX I'PUOOB

c) E. coli NA Shall be absent in 1g / OtcyrcrBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cooteTcTBYET TpeboBanusam HJI 3akmovenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Ambresh Kumar | ITpoeepeHo: Santogh Kumar /Opobpeno: Menemxep /
éz\y Maurya ii\i-—* PykoBogurens Pavan K’.umar Sharma
p- e
Reprint Date: Reprint Date: Reprint Date: i
Hara: 11.10.2024 Hara: 11.10.2024 Hara: 11.10.2024

Registerad Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4300 290C, Fax: +91 40 4900 2999, Emiail: mail@drreddys.com
CIN: L851954P1984PLCO04507
www.drreddys.com




Dr.Reddy’s "5.'

Dr. Recidy's Laboratories 1 ¢
Formulation Unit-6

Vill. Khol, Nalagarn Road, Bacidi,
Distt. Solan, H.P., 173 205, 1{4D14
Tel : +91 98166 5600 1-N2

wvnydrreddys.conm

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoayxr: Uoykmun"”, TabaeTkn, NOKPLITHIE ILIEHOYHOI 000J104K0ii, 400 Mr + 325 Mr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus No $ V2401367 O6bem cepuu " 800000.0 Tab
Analytical Rep03‘t No/ - 040002598893 Date ‘of Analysis / . 22.07.2024
| AMaJiuTHYECKMIi oTdeT No JaTa ananusa
Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029
JaTta npounsBoacTea T'onen po
Mfg. License No. / MA ber: /
Ipou3BoACTBeHHAS : MNB/05/263 fumoer: : JITI-Ne(003654)~(PT-RU)
Homep PY
JuneHzus Ne

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

12 |Assay / KonuuecTBeHHOE

onpeae/ieHue

397.8 mg/397.8 Mr

323.11 mg/323.11 mr

360.0 to 440.0 mg of Ci3Hi30; (ibuprofen) per
tablet /

Ot 360,0 mMr 10 440,0 mr C3H 30, (u6ynpoden) B
TabneTke

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

01292,5 mr 1o 357,5 mr CgHyNO; (maparietamonn)
B TabneTke

13 | Package / YmaxoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6nucrep. ITo 1 6muctepy
B NauKy KapTOHHYIO BMECTE C

HHCprKHHeﬁ 10 IPHMEHCHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B IIBX/Al 6nuctep. To 1, 2 unm 20
61MCTEpOB B MayKy KapTOHHYIO BMECTE C
HHCTPYKUMEH 110 MPUMEHEHHUIO.

14 | Labeling / Mapkuposka |According to ND. / B cootBerctBHM ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHnenune ITpu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpox 5 years /5 net
TOQHOCTH

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykr coorBercrByeT Tpebopanusm HJJ

Opinion : APPROVED
3axnwuenue: OJIOGPEHO

Prepared by / Checked by /
IToaroroBneno: Ambresh Kumar

I~z

Maurya

ITpoBepeno: Santosh Kumar

=7

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykosoautens Pavan Kumar Sharma

=L

Reprint Date:
Hata: 11.10.2024

Reprint Date:
Hara: 11.10.2024

Reprint Date;
Hara: 11.10.2024

Registered Cificer 8-2-337, Road Mo. 2, Banjara Hills,
Tel: 491 490 4500 2200, Fax: +91 40 4900 296

Hyderabad - 5G0034, Telangana, India
9, Email: inzil@direddys.com

CINULESI95AP1984PLCO04507
wyav.drreddys com



D Reddy's Laboratories Ly
@ Formulation Unii-6
DI’. Red dy’s ".. Vill. Khol, Nalagarh Road, Badd)
P Distt. Solan, H.P, 173 205, \iinly
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 8 of 10 / Ctp. 8 u3 10

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

Ipoaykr: U6yknnn®, Ta6eTkH, NOKPLITHIE ILIEHOYHOH 060/104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus No } V2401367 Q6bem cepum " 800000.0 Tab

Analytical Rep0ft No/ - 040002598893 Date of Analysis / - 92.07.2024

AHaJuTHYECKU# oTueT No JlaTa aHaiam3a

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

JaTa npon3BoacTBa I'onen o

Mfg. License No. / MA number: /

IIpon3poacTBeHHast : MNB/05/263 — 1 JII-Ne(003654)-(PT-RU)
Howmep PY

aunen3us Ne

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

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.

IIpumeyariue: CchIIKH B HOpMaTHBHOM HOKyMEHTaUuHu npuseeHsl Ha ['@ PO XIV.
* [IpOBOAMTCS TIPOU3BONMUTENEM TIPH BBITYCKE IEPHONMUECKH: JUIA ko 20-0i cepuu Himu He MeHee 1 pasa B roa. [Tokasatens MOXeET OBITS He

BKJIIOYCH B CEPTUUKAT aHANH3a QUPMEL

API name / Haumenosanue ADC: Tbuprofen / Ubynpoden Paracetamol / [Tapaneramon
INN / MHH: Tbuprofen / M6ynpoden Paracetamol / ITapaueTtamon
API manufacturer batch number / PIBM240042 1413/23-24

Homep cepuu npouszpogurensa ADC:

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHIHA NPOU3BOAUTENS FERA00230 FERA00274
I'JId:
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr cootseTcTBYeT TpeGosaHusm HJT 3axmoyenne: OJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive

IMoarorosneno: Ambresh Kumar | Ilpoepeno: Santosh Kpmar /Onobpeno: Menemxep /
ety
A | Maurya A Pykopoautens Pavan Kimar Sharma
6 y & y (E \ |

Reprint Date: Reprint Date: Reprint Date: o
Hara: 11.10.2024 Hara: 11.10.2024 Jara: 11.10.2024

Ragistered Sffice: 8-2-327, Road No 3, Banjara Hills, Yyderabad - 500034, Telanzana, Indin
Tel: #9140 4960 2900, Fax: +61 40 45C0 2989, Email: mail@direddys.com
CIN: 1 35195AP1984PLCC04507
wwvdrreddys.com




Dr. Redady's Laboraoiories Lid
Formulation Uinii-&

Vill. Khol, Nalagarh Read, Badd,
Distt. Solan, H.P., 173 205, 1:DA
Tel: +91 88165 56001-02

www.drraddys.com

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

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

[Mpoaywkr: Moykanu”, TabileTKH, NORPLITHIC IIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne + V2401367 O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002598893 Date of Analysis / . 22.07.2024

AHajquTHYecKHii oTyeT Ne Jara aHanu3a

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

Jara npoussojacrsa I'ogen 10

Mfg. License No. / MA ber: /

TIIpou3BoACTBeHHAS : MNB/05/263 Ay : JITI-Ne(003654)-(PT-RU)
Homep PY

Jnuensus No

Analysis performed according ND: / AHanu3 nposegen o HII: JITI-Ne(003654)-(PT-RU)-101123

API Manufactured by & country /
Ilponspoautens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
Dapma Caitencus Jlumures,

Sri Krishna Pharmaceuticals
Limited, India / Illpu Kpuiina
@apmaceiotukanc Jlumuren,

HNunus HNunus

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

H-p Pennu’c Jlaboparopuc Jlta., Uuaus, [IpousBoacTBeHHOE
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, Bamnu, J{uctpukt
Conan, X.I1., 173205, Unpust (nunensus nomep MNB/05/263)

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

HaumeHoBanue, agpec, JMIEH3HS IJIsI
IIpousBoacTeennas miomanka / Ilnomaaka
KOHTpOJIst KadecTBa / [lnomaaka Beimycka

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 ot the Eurasian Economic Union is establishedy.

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Remarks : The Product conforms to ND/
Ipameuanne: IlpoaykT cooTBeTcTBYET TpeGoBanuam HJ

Prepared by / Checked by / Approved by: Manager/Executive
Hoarotosneno: Ambresh Kumar | Ipoeepeno: Santosh, Kumar /Onobpeno: Menemxkep /

X | Maurya PykoBogutens Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date:
Hara: 11.10.2024 Hara: 11.10.2024 Hara: 11.10.2024

Registered Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 560034, Telangana, india
Tal: +91 40 4900 290G, Fax: +91 40 49C0 2999, Ennil: mail@driredays.com
CIN: LES1954P14934PLCO04507
wiswdrraddys.com



Or. Reddy's Laboratnrios tid
Formuiation Unit-G

Vill. Khol, Nalagarh Road, Fadd
Distt. Solan, H.P., 173 205, i1,
Tel: +91 981065 56001-G2
www.drreddys.com

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 10 of 10 / Ctp. 10 u3 10

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

Hpoaykr: U6yknun®, Ta6ieTKH, OKPLITHIE LIEHOYHOH 000104K0i, 400 Mr + 325 Mr

Market / PriHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepust Ne % V2401367 O6nem cepun " 800000.0 Tab

Analytical Repovrt No/ . 040002598893 Date of Analysis / . 92.07.2024

AHaJuTHYecKHii oTueT Ne JlaTa ananu3a

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JlaTa npousBoacTBa l'onen o

Mfg. License No. / MA number: /

IIpousBoacTBeHHas! : MNB/05/263 n ) . JIII-Ne(003654)-(PT'-RU)
Homep PY

JIHNeH3Hus1 Ne

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

3ak.ioyenue o cooTBeTcTBHU: «HacTosmuM s MOATBEPXKAAND, YTO MPUBEACHHAS Bblle UHQOpPMALIUSA SBIACTCA
JOCTOBEpHO# M TOYHOW. DTa cepHsl NMPOAYKUIUM NMpou3BeleHa (BK/IOYas YNAaKoBKY (MapKMpOBKY) M KOHTPOJb
KayecTBa) Ha BBIIIEYKa3aHHOHW MPOM3BOACTBEHHOH IUowanke (MUIO@aKax) B IIOJIHOM COOTBETCTBHHM C
TpeboBaHuAMH [lpaBun HaJuiexaleid NMpou3BOJCTBEHHONM NMpakTUkW EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) U TpebOBaHUAMH KOHTPOJISl KAUECTBA JIEKAPCTBEHHBIX CPEACTB,
a TaKXK€ B COOTBETCTBUU €O CNELUPHUKALMAMHU, COAEPHKAIUMUCS B PETHCTPALIMOHHOM JIOCHE CTPaHBI-UMIIOPTEPA.
3amucH 1o MpOM3BOACTRY, YIIAKOBKE M aHAJNU3Y MPOBEPEHbI, U YCTAHOBICHO UX COOTBETCTBHE TpeboBaHuAM [IpaBun
HaJJie)kalleil mpou3BOACTBEHHON NMPakTUKU EBpa3niickoro 53KOHOMUYECKOTO COI03a».

Opinion : APPROVED
3aximouyenune: OJOBPEHO

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorsercTByeT TpeboBaHusM HJ|

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

[Togrorosneno: Ambresh Kumar | Ilposepeno: Santosh,Kumar /Opobpeno: Menemxep /
6{\& Maurya r"ﬁ PykoBogutens Pavan I{;{i'mal_'_ Sharma

Reprint Date: Reprint Date: Reprint Date:

Jara: 11.10.2024 JHara: 11.10.2024 Harta: 11.10.2024

§-2-237

Registered Office- 8-2-23
GO

Tel: 421 40 4960 2900, Fax: +91 40 4900 2

CIN. LSD195AP1E

aga

= o

JSHPLCO0AS0T
wwawv.drredays.com

7, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Email: mail@drreddys.com




