Dr.Reddy’s ‘;'.

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

Vill Khol, Natagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tei:+91 98266 56001-02

www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykann®, Ta6aeTkn, NoKpbITHIE IJ1eH04HOl 06010uK0ii, 400 Mr + 325 mr

| Market / PeiHOK :Russia / Pocens
Batch No / - V2401181 Batch Quantity / - 800000.0 tab /
Cepus Ne ) O6nem cepuu " 800000.0 Tab
Analytical Report No/ - 040002591183 Date of Analysis / . 30.07.2024
AHanauTHuyecKkHuii oTuet No JdaTa anaynza
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

| /laTa npou3BOACTBA T'oaen oo
Mfg. License No. / MA. ber: /
IIpou3BOACTBEHHAS : MNB/05/263 number: . JITI-Ne(003654)-(PT-RU)

Homep PY

JRIeH3Hs Ne

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

Ne |Test/ IToka3zaTesb

Results/ PesyabTaTsl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section.
/  TabaeTku  KamncynoBHAHON  QoOpMBI,
MOKPBITBIC TUTEHOYHOMR obonoukoi
OpaHXEeBOTO 1IBETA, C PHUCKOH Ha OIHOU
CTOPOHC; Ha IOMEPEYHOM paspese — sIpo
Oenoro usera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBUaHOI
(hOpMBI, NOKPBITHIE TUIEHOUHOH 0007104KOi
OpaHXeBOTO L[BETA, C PUCKON Ha OJIHOH CTOpOHE;
Ha MONEPEYHOM pa3pese — sapo 6enoro unu
noytH 6e10ro UBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [poaykT cootreTcTBYET TpeboBanusm HJ

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

Prepared by /

B

Checked by /

[Toagrotoeneno: Paydeep Kumar | [IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep / v ==
Pykosogutens Pavan Kumar Sharma

Reprint Date:
Hara: 30.07.2024

7

Reprint Date:
JHara: 30.07.2024

Reprint Date:
Jarta: 30.07.2024

5, tHiydarabad - 500034, Telangana, India
, Erail: maii@drreddys,com




Dr.Reddy’s €:¢

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

Vill. Knol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 981566 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 2 of 10/ C1p. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Moykann”, TabaeTkn, NoKpbITHIE MJIEHOYHOil 060104K0ii, 400 Mr + 325 Mr

Market / Ppinok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepust Ne % 2 et O6bem cepuu " 800000.0 Tab
Analytical Repo:‘t No/ - 040002591183 Date of Analysis / - 30.07.2024
| AHAJTATHYECKHIT oT4ueT No JaTa ananusa
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JaTta npou3BoacTBa I'onen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHAR : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT"-RU)
Homep PY
JIHIeH3us Ne

Analysis performed according ND: / Anann3 nposegen no H/L: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
IMoanuHHOCTH

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 yaepxnBaHUS OCHOBHBIX MMKOB Ha
XPOMATOrpaMMe HCIBITYEMOTO PacTBOPA HOKHBI
COOTBETCTBOBATh BPEMEHAM YAEPKUBAHHUS [THKOB
Ha XpOMarorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuor ubynpodena u napaueramona (pasgen
«KonuyecTBeHHOE ONpeie/IeHHEN)

3 |Average tablets weight / 975.3 mg/ 9753 mr 940.9 mg to 999.1 mg
Cpennsas macca TabJIeTOK (970.0 mg = 3.0 %) /
Or 940,9 MT JI0 999,1 MT

(970,0 mr = 3,0 %)

4 |Disintegration /
Pacnagaemoctn

07 min 44 sec / 07 muH 44 cex

Not more than 30 min /
He 6onee 30 Mmuu

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorreTcTBYyeT TpeboBaHusmM HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoaroroeneno: Pardeep Kumar

=L —

Checked by /
IIpoeepeHno: Pawan Kumar

Approved by: Manager/Exeeutive
/Ono6peno: Menemxep / <tV =—]
PykoBoaurens Pavan Kuniar Sharma

Reprint Date:
Hara: 30.07.2024

Reprint Date: )

Hara: 30.07.2024

Reprint Date:
Hata: 30.07.2024

&

vwvsdireddys.com

2, Banjara Hills, Hyderabad - 500034, Telangana, India
1104900 2998, Erail: maii@drreddys.com
PLO8APLCONASNT




Dr.Reddy’s Q’:'

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Dr. Reddy's L.aboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tzl +91 98156 56001-02
vww.drreddys.com

Page 3 of 10/ Cp. 3 u3 10

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

Hponyxr: H6ykaun®, TabaeTKH, NOKPBITHIE J1eH0YHOI 060J10uK0ii, 400 Mr + 325 Mr

Market / Ppinox :Russia / Poccust ]

Batch No / - V2401181 Batch Quantity / ~ 800000.0 tab /

Cepusi Ne ) O6bem cepuu © 800000.0 Tab

Analytical Repourt No/ - 040002591183 Date of Analysis / . 30.07.2024

AnanuTHyeckuii oTyer Ne Jara ananusa

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

JaTa mpoH3BOACTBA I'onen 1o

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anann3 nposenex no HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacTtBopenue
97 % to 100%

98 % to 101%

30 mun

Not less than 70% (Q) of Ci3Hi302 (ibuprofen)
after 30 min /
He menee 70 % (Q) Ci3Hi302 (ubynpoden) yepes

Not less than 70% (Q) of CsHyNO; (paracetamol)

after 30 min /
He menee 70 % (Q) CsHoNO: (napaueramon)
yepes 30 MHH

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBercTByeT TpeboBanusm HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: Pardeep Kumar

e o | ——

IlpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep / < 1V ——"—
Pykopoautens Pavan Kumar Sharma

Reprint Date: '

Hata: 30.07.2024

Reprint Date:
Hara: 30.07.2024

Reprint Date:
Jara: 30.07.2024

Wreaays.cem

). 3, Bunjara Hills, Hyderabad - 500034, Telangana, India
JA86D 2988, Email: maii@drreddys.com
APLCOOAEQT




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol 0 +91 98156 56001-02

vww. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 4 of 10/ C1p. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: H6ykaun®, Tab61eTKH, NOKPHITHIE IEHOYHO# 060104K0it, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / - V2401181 Batch Quantity / . 800000.0 tab /

Cepnsa Ne ) Oobem cepun " 800000.0 Tab

Analytical Report No/ - 040002591183 Date of Analysis / - 30.07.2024

AHaJIATHYECKHH oTUeT Ne JlaTa aHaJIH3a

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

JAaTta npou3BoacTBA I'open g0

Mfg. License No. / MA ber: /

TponsBoacTBeHHAs! - MNB/05/263 . . JIII-Ne(003654)-(PT-RU)
Homep PY

JuueH3usa Ne

Analysis performed according ND: / Ananun3 nposegend no HI: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacreBenHble npuMecH than 0.005% /
Method 1/ Metop 1 4-amuHogeHon (MpuUMeEch MapaueTamosia) He
6onee 0,005 %
Method 2 / Meton 2 ) Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jlrobast eguHMYHAs mpuMech (MOynpodeHa HIH
napareramona) He 6oinee 0,3 %
- Total impurities (Method 1+ Method 2) - not more
e than 0.7% / Cymma npumeceii (Meton 1+ Meton
2) "e 6onee 0,7 %
9 |Water / Bopa 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorBeTcTBYET TpeboBanusm HJ

Opinion : APPROVED
Zakmouenne: ONOBPEHO

Prepared by /
Iloarorosneno: Pardeep Kumar

Checked by /

IIpoeepeno: Pawan Kumar

Approved by: Managerz’Exgeutive
/OnmobpeHo: Menemxep / < e

Coy—" h_

Pykopoautens Pavan Kumar Sharma

Reprint Date: |
JHata: 30.07.2024

Reprint Date:
Hara: 30.07.2024

Reprint Date:
Jata: 30.07.2024

200

anjara Hills, Hyderabad - 500034, Telangana, India
4, Ernail: maii@drreddys.com
APLCONAROT

Wvraddys,com



Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Ltd,
Formuiation 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
CEPTUOPUKAT AHAJIU3A

Page 5 of 10/ Crp. 5 u3 10

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

HOpoaykr: U6ykaun®, TabaeTKH, NOKPBITHIE ILIEHOYHOH 060J09K0#, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccusg

Batch No / - V2401181 Batch Quantity / _ 800000.0 tab /
| Cepust Ne ' O6nem cepuu " 800000.0 Tab

Analytical Repoz‘t No/ - 040002591183 Date of Analysis / . 30.07.2024

AxanuTHYecKHH oTUeT No JlaTa aHaau3a

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

JaTa npou3BoaCTBa T'onen no

Mfg. License No. / MA number: /

ITIpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY
JMeH3asa Ne

Analysis performed according ND: / Ananns nposenen mo H/I: JITI-Ne(003654)-(PI'-RU)-101123

10 |Uniformity of dosage
units /
OIHOPOIHOCTH
JTIO3UPOBaHMUsI

- ibuprofen / ubynpoden

0.8

- paracetamol / 0.8

napan€Tamoll

Acceptance value (AV) should be not more than
15.0 / Ilokazarenp mpuemieMocTH (AV) nomkeH
ObITE HE Donee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemiaeMocTd (AV) q1ohkeH
ObITh He Houtee 15,0

Remarks : The Product conforms to ND/
Ilpumeyanue: IIpoaykr coorBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive

IMoarorosneno: Pardeep Kumar | Iporepeno: Pawan Kumar /Onobpeno: Menemxep / /l By |
s X Pykosoautens Pavan Kumar Sharma

Reprint Date: Reprint Date: Reprint Date:

JHata: 30.07.2024 Jara: 30.07.2024 Jara: 30.07.2024

Registered QOffice: 8-2-327, 8
fel, +&

2, banjara Hills, Hyderabad - 500034, Telangana, India
$L40 4900 2999, Ernail: maii@drreddys.com
'RAPLIS4PLCONAS0T

waarreddys.com




Dr.Reddy’s Q:?‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 6 of 10/ Ctp. 6 u3 10

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

Npoayxr: U6yknnn®, TabaeTku, NOKpLITLIE MIEHOYHOH 060049K0i, 400 mr + 325 Mr

Jgunensust Ne

Market / Poinok :Russia / Poccus

Batch No / - V2401181 Batch Quantity / ~ 800000.0 tab/

Cepust Ne ' O0beM cepun " 800000.0 Tab

Analytical Repourt No/ - 040002591183 Date of Analysis / . 30.07.2024
AHaTHTHYecKH i oTueT No JlaTa aHanau3a

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

JaTta npousBoacTsa T'open no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 Homep PY : JIII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-No(003654)-(PT-RU)-101123

11 |Microbiological purity* /
Muxkpo0Hoaoruyeckas
yHerora®

a) Total aerobic microbial
count / O01uee yncio
a3pobOHBIX

MHKPOOPraHu3MOB

NA

b) Total combined yeasts
and mould count / Obluee
YHCIIO NPOXOKEBBIX U
TUJIECHEBBIX IPHOOB

NA

¢) E. coli NA

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

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

Shall be absent in

Ir

lg / OtcyrcTBHe B

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBercTByeT TpeboraHusAM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar

i o il

[IposepeHo: Pa\%an Kumar

Approved by: Manager/Exegutive
/OnobpeHo: Menemxep / Ll_‘_". e
PyxoBogutens Pavan Kumar Sharma

7

Reprint Date:
Harta: 30.07.2024

Reprint Date:
Hara: 30.07.2024

Reprint Date:
Jata: 30.07.2024




Dr.Reddy’s €5¢

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Nponykr: UGykaun®, TabaeTkn, NoKpbIThIe IJIEHOUHOI 060104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus
Batch No / - V2401181 Batch Quantity / - 800000.0 tab /
Cepust Ne ) OGbeM cepuu * 800000.0 Tab
Analytical Rep0ft No/ - 040002591183 Date of Analysis / . 30.07.2024
AHanMTHYecKH i oTyeT No Jara ananuza
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

| JlaTa mpou3BOACTBA I'onen no
Mfg. License No. / MA number: /
IIponzBoacTBeHHASA : MNB/05/263 ' ;. JIII-Ne(003654)-(PT"-RU)

Homep PY

JuIeH3nsa Ne

Analysis performed according ND: / Ananu3 nposenen no HJ/I: JIII-Ne(003654)-(PT'-RU)-101123

12

Assay / KoanuecTBeHHOE
onpejeneHne

394.4 mg/394.4 mr

323.05 mg/323.05 mMr

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

Ot 360,0 Mr 1o 440,0 mr C3H 30, (ubynpoden) B
TabneTke

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

01292,5 Mr 10 357,5 mr CsHoNO;, (mapaueramonn)
B TabrneTke

13 | Package / YnakoBska 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 Tabnetox |Tabnetok B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
B [IBX/Al 6muctep. [1o 1 6nmuctepy |6nucTepoR B MaukKy KapTOHHYH) BMECTE C
B Mauyky KapTOHHYI BMeCT€ C |MHCTPYKUHEH MO NPUMEHEHHIO.
UHCTPYKUHUEH 0 IPUMEHEHHUIO.
14 | Labeling / MapkupoBka | According to ND. / B cootserctsuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe I1pu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
ro/IHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanne: IIponykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IMoarorosneHo: Pardfﬁ Kumar

=

Checked by /
IIpoBepeHo: Payan Kumar

Approved by: Manager/Executive
/Opobpeno: Menemkep /<=
PykoBogutens Pavan Kumar Sharma

R

Reprint Date:
Hara: 30.07.2024

Reprint Date:

JHara: 30.07.2024

Reprint Date:
Jara: 30.07.2024

00 2359, Email: maii@drreddys.com
A8APLCONASDY




Dr.Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

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

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98156 56001-02
www.drreddys.com

Page 8 of 10/ Ctp. 8 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Moykaun®, TabaeTku, NoKpeIThIE IJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr ]
Market / PeiHoK :Russia / Poccus
Batch No / _ Batch Quantity / . 800000.0 tab /
Cepust Ne § Vesoitc Oo6nBem cepun " 800000.0 Tab
Analytical RepOft No/ - 040002591183 Date of Analysis / . 30.07.2024
AHanuTHYECKHI oTyeT No Jarta anannza
Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029
JaTa npon3BocTBA T'open no
Mfg. License No. / MA ber: /
TIponsBOACTBEHHAS . MNB/05/263 il . JIII-Ne(003654)-(PT-RU)
Homep PY
JuneH3ns Ne
Analysis performed according ND: / Anannu3 nposegen mo H: JIII-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.

Ilpumeyanie: CCblIKM B HOPMATHBHOH JOKyMEHTalUMH NipuseaeHsl Ha 'O PO XIV.
* [IpOBOAMTCS IPOU3BOAMTEIEM IIPH BBIIYCKE IEPUOIMYECKH: 18 Kakaol 20-o¥ cepuu mii He MeHee | pasa B ro. [lokasarens MoxkeT ObiTh He

BKJIIOYCH B CepTHQ)HUKAT aHAIN3A QUPMBIL.

API name / HaumenoBanue A®C:

Ibuprofen / U6ynpoden

Paracetamol / ITapaueramon

INN / MHH:

Ibuprofen / M6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /
Howmep cepun npousBoguresas ADPC:

PIBM240025

1211/23-24,1172/23-24

FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH NPOU3BOIHTEISA
JId:

FERAQ00227

FERAO00159, FERA(00271

API Manufactured by & country /
IIpousBoauteas ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB
®apma Caifencus Jlumuren,
Hunus

Sri Krishna Pharmaceuticals
Limited, India / Illpu Kpuwna
®apmackrotikanc Jlumuresn,
Nunus

Remarks : The Product conforms to ND/

Ipumeuyanune: [Ipoaykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3akmovenue: OJOBPEHO

Prepared by /
Ioarorosneno: Pardeep Kumar

I -

Checked by /
ITpoeepeno: Pawan Kumar

Approved by: Managerf’E:Eecutive
/OnobpeHo: MeHemkep /<=
PykoBogurens Pavan Kumar Sharma

—

Reprint Date:
Hara: 30.07.2024

Reprint Date: |
Hara: 30.07.2024

Reprint Date:
Jlata: 30.07.2024

WAPLOSAPLCON4E07
redavs.com

ol
(e}

o, 2, Banjara Hills, Hyderabad - 500034, Telangana, India
14912002896, Ernail: meil@drreddys.com




Dr. Reddy's Laboratories [td.
q.. Formuiation Unit-6
9 o &) Vill. Khol, Nailagarh Road, Baddi,
Dr° ReddY S o Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

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

IIponykr: I/Iﬁyl(.]]lﬂl@, Ta0JaeTKH, NOKPLITHIE MJIeHOYHOM 000J0uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / - V2401181 Batch Quantity / ~ 800000.0 tab /

Cepus No ) O0bem cepuu " 800000.0 Tab

Analytical Repo:’t No/ - 040002591183 Date of Analysis / . 30.07.2024

AHandaTH4ecKkuii oTyer No JlaTa ananu3a

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

JaTta riponsBoacTBa I'onen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHas : MNB/05/263 ) 1 JIIT-Ne(003654)-(PT'-RU)
Homep PY

Junessus Ne

Analysis performed according ND: / Anaiu3 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) /

HaunmenoBaHnue, anpec, MTNLEH3Hs JJIs J-p Pegnu’c Jlaboparopuc JIth., Muaus, [IpoussoacTBeHHOE
IIpon3BoacTBeHHast miomaaka / Ilnomanka noapasaenenue-6, Bunn. Kxonws, Hanarapx Poyn, bagnu, Juctpukt
KOHTpOJs KauecTBa / Ilnouagka BeImycka Conan, X.II., 173205, Unaus (nuneqsus 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».

3akJl0YeHue 0 COOTBETCTBHH: «HacTosmuM s MOATBEPXKAAI0, YTO NMPUBEAEHHAs Bhllle HH(OpManUs ABIIETCA
JIOCTOBEpHO# M TOUHOUN. DTa cepus MPOAYKLMH Npou3BeseHa (BKIOYas YNakoBKY (MapKHpOBKY) M KOHTPOJb
KayecTBa) Ha BBIIIEYKAa3aHHOM MPOM3BOJACTBEHHONW rulomaake (IUIOIIaAKax) B [IOJIHOM COOTBETCTBHU C
TpeboBanusamu [IpaBun Hapnexamed NpouU3BOACTBEHHOH npakTuku EBpasuiickoro skoHommuyeckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTabpsa 2022) u Tpe6OBaHUAMHU KOHTPOJIISI KAUECTBA JICKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [TIpoxyxT coOTBETCTBYET TpeGoBanuam HJI 3akmouenue: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive

Iloaroroeneno: Pardeep Kumar | Iposepeno: Pawan Kumar /Opobpeno: Menemkep / |2 _—~
=l = /‘? e Pykosogurene Pavan Kum

Reprint Date: Reprint Date: ’ Reprint Date:

Hara: 30.07.2024 Hara: 30.07.2024 Harta: 30.07.2024

Registered Giie:
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 10 of 10 / CTp. 10 u3 10

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

HNpoaykr: U6ykann®, TabaeTKH, HOKPLITHIE JIEHO4YHOi 060J104K0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / . V2401181 Batch Quantity / ~800000.0 tab /

Cepusi Ne ' O06nem cepun * 800000.0 Tab

Analytical Repo:‘t No/ . 040002591183 Date of Analysis / . 30.07.2024

AHajuTHYecKHIl oTueT No Jlata anasnuza

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

JaTta npoussojacTBa Toagen no

Mfg. License No. / MA number: /

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

JInIeH3us Ne

Analysis performed according ND: / Anann3 nposegen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

a TaKX€ B COOTBCTCTBUHU CO Cl'leU,I/I(bI/IKaU,HﬂMI/I, COACpXKAKUMHUCA B PETHCTPAUUOHHOM AOCKE CTPAHbI-HMIIOPTEPA.
3anucH 1o IMPOU3BOJACTBY, YITAKOBKE M aHAJIU3Y IPOBEPEHEI, U YCTAHOBJICHO UX COOTBETCTBHE TpCGOBaHI/IﬂM HpaBpm
Hannemameﬁ I'IpOI/ISBOIICTBeHHOﬁ MpaKkTUKHU EBpa3HﬁCKOFO OKOHOMHUYECKOI'0 COrO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumevanue: [Ipoaykr coorercTByeT Tpebopanusm HJ 3axiouenne: OXOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive

[Toarorosneno: Pardeep Kumar | IIposepeno: Pawan Kumar /OnobpeHo: Menemxep / C-'\f_’fj_’--_’ ~
el = — Pykopoaurens Pavan Kimar Sharma

Reprint Date: Reprint Date: ' Reprint Date:

Hara: 30.07.2024 Jara: 30.07.2024 Hara: 30.07.2024

ra tills, Hyderabad - 500034, Telangana, India
296, Ernail: meli@drreddys.com
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