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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page10f 10/ Ctp.1 13 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykaun®, TabaeTKH, NOKPBITHIE MIEHOYHOI 060104K0ii, 400 mMr + 325 Mr

Market / Poinox :Russia / Poccus
Batch No / : Batch Quantity / . 800000.0 tab /
Cepus Ne R O6bem cepuu " 800000.0 Tab
Analytical Report No / - 040002696444 Date of Analysis / . 18.10.2024

| AHaIMTHYEeCKHI oTueT No JaTa anaanza
Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029
JlaTa mpou3BoacTBA Iogen 10
Mfg. License No. / MA number: /
IIpon3BoacTeenHast : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)

Homep PY
_JHneH3ug Ne

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

Ne |Test/ Iloka3zaTenanb

Results/ PesyabTaTsl

Specification / Hopma

Appearance /
1 |Onncanune

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerkn
KarncyJoBUIHON GOpMBI, TOKPBITIE
TUIEHOYHOM 000J104K0ii opaHXkeBoro
L[BETA, C PUCKOU HA OJHOH CTOPOHE;
Ha NOMEPEYHOM pazpese — Snpo
6esnoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyaoBAIHON
(hopMBI, TOKPBITHIE NJIEHOYHOH 0bo10uKoH
OpaHXEBOTro 11BETa, C PUCKOI Ha OJHOMH CTOPOHE;
Ha [ONEePeYHOM paspese — Aapo Oenoro uiu
MOYTH OEeJIOro LBETA.

Remarks : The Product conforms to ND/
ITpnmeyanne: IIpoaykT cooTseTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /

[Toarorosneno: Pravesh Rana

Checked by /

Approved by: Manager/Executive

ITpoepeHo: Santosh Kumar /Ono6peno: Menemxep /

Hara: 18.10.2024

Hara: 18.10.2024

Maurya PykoBoautens Amit Kumar
- X
Reprint Date: ; Reprint Date: Reprint Date:

Jlara: 18.10.2024

Registered Office: 5-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
Tek #9140 5900 2506, Fax: +01 40 4900 2999, Ernail: mail@drreddys.com

CIN: L85195
wyyw.drreddvs.com
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Dr. Reddy’s Laberatories Lid

Forimulation U
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 2 of 10/ C1p. 2 3 10

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

Ipoaykr: H6ykaun®, TabJaeTKH, NOKPBITHIE IUIEHOYHO 060404K0i, 400 Mr + 325 Mr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / - 800000.0 tab /
Cepus Ne 3 V2402155 O06bem cepuu " 800000.0 Tab
Analytical Repog‘t No / . 040002696444 Date of Analysis / . 18.10.2024
AHAJIHTHYECKHH oTueT Ne JlaTa aHaau3za
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
HaTa npon3BoacTsea T'ogen no |
Mfg. License No. / MA number: /
IlpouszBoacTBenHas : MNB/05/263 ) : JII-Ne(003654)-(PT-RU)
Homep PY
| aaneH3us Ne -

Analysis pe_rformed according ND: / Anaiu3 npoBejieH 1o H,I[ JITI-Ne(003654)-(PI'-RU)-101123

Complies as prescribed/
CoOoTBeTCTBYET

2 |Identification /
IMognuHHOCTH

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 ynepxuBaHWs OCHOBHBIX IIHKOB Ha
XPOMAaTOrpaMMe UCIBITYEMOrO pacTBOPA JOJIKHbI
COOTBETCTBOBATh BpEMEHAM YASP>KUBaHUS MMHKOB
Ha XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasioB uOynpodeHa u napaueramosna (pasaen
«KonnuecTBEHHOE ONpeJeNIeHIE»)

3 |Average tablets weight / 967.4 mg/ 967.4 mr

Cpennss macca Ta0/1€TOK

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

Or Q40,9 mr no
(970,0 mMr + 3,0 %)

99,1 MT

4 |Disintegration / 07 min 30 sec / 07 muH 30 cex

Pacnmagaemocthb

Not more than 30 min /
He 6omnee 30 muH

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToxrororneno: Pravesh Rana [TpoBepeHo: Santosh Kumar /Onobpeno: Menemxep /
_ ] Maurya ’ PykoBonutenp nit Kumar
L P
Reprint Date: Reprint Date: Reprint Date: ¥
Hata: 18.10.2024 Jata: 18.10.2024 Jarta: 18.10.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India

Teli w91 40 4800 29C0, Fan: +51 40 49013 2289

CIN: LB51254AP1

8, Email: mall@diraddys,cam
GPLCCOISG7

wwwLorredays.coim




Dr.Reddy’s €3¢

CERTIFICATE

OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 u3 10

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

Iponyxr: U6ykann®, TabmeTku, MOKPHITHIE NJeHOUHOI 060J104K0ii, 400 Mr + 325 mr
poAay Yy p

Market/ Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus No i VeRDatD Odnem cepuH " 800000.0 Tab

Analytical Repourt No/ - 040002696444 Date of Analysis / . 18.10.2024
AnanuTuyeckKuii oruet Ne JlaTa aHanu3a

Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029

JaTa npou3BoacTaa T'onen o

Mfg. License No. / MA number: /

IpouszeoncreenHas : MNB/05/263 Howmep PY ;. JII-Ne(003654)-(PT-RU)

JauneH3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JIH—N9(003654)-(PF-RU)-101 123

5 |Dissolution /

PacrBopeHnne

r 99 % to 100%

100 % to 101%

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

He menee 70 % (Q) Ci3HsO2 (mbympoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO: (napaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [IponykT coorBeTcTBYyeT TpeboBanusM HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[loarorosneno: Pravesh Rana [Tposepeno: Santosh Kumar /Onobpeno: Menemxep /

A, Maurya PykoBoautens i

< y Q;» y JIH AmHK@mfdr

E= — — & /_ﬂ-
Reprint Date: Reprint Date: Reprint Date: '
JlaTta: 18.10.2024 Jara: 18.10.2024 Hara: 18.10.2024

Registered Office: 8-2-337, Road Mo 3, Ranjara Hills, Hydarabad - 500034, Telangana, ndia
Tel 61 40 4¢ 1800 2999, Eyaall: maili@direddys.com
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Dr.Reddy’s “:‘

Dr. Reddy's Laboratories
Forrnulaiion Unit-6
Vill. Khol, Malagat

Disit. Solan, F.i
Tol ;919816
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 3 10

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

MpoayKT: M6ykanu®, TaGIeTKH, NOKPHIThIE MIEHOYHOI 06010uK0ii, 400 Mr + 325 Mr

Market / Ppinox :Russia / Poccus

Batch INo/ _ Batch Quantity / ~800000.0 tab /

Cepus N Vel Oo6beM cepun " 800000.0 Tab

Analytical Repourt No/ - 040002696444 Date of Analysis / . 18.10.2024

AHanHTHyecKuii oTueT Ne JlaTa aHannza

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2020

JaTa npoH3BOACTBA T'open no

Mfg. License No. / MA number: /

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

Juuen3Hs No

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

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacreeHHble npumMecH than 0.005% /
[Method 1/ Meton 1 4-amuHOQeHoNn (NpUMECh mnapaleTamofa) He
6onee 0,005 %
Method 2 / Meton 2 . Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jlobast eguHu4Has mpumech (MOynmpodeHa HIH
napaueramona) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1+ Meton
2) He 6onee 0,7 %
9 |Water / Boga 1.6 % Not more than 5.0%
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IMpumeuanne: [Ipoaykt coorsercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by /
ITonroroBneHo: Pravesh Rana
r Maurya

A

i

Reprint Date:
JlaTa: 18.10.2024

Reprint Date:
Harta: 18.10.2024

[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menenxep /
Pykopomutens Amit Kumar

—

Reprint Date:  V
Hara: 18.10.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Mills, Hyderabad - 500034, Telangana, ladia
Tel: +81 402 4900 2900, Fax: +51 49 49060 2299, Email: mail@drreddys.com
CIN: L85195AP1934FPLCON45GT7

v drreddys,.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 5 of 10/ Crp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: M6ykaun®, TabaeTku, NOKPLITHIE MIIEHOYHOI 060s10uKoii, 400 Mr + 325 Mr

Market/ PpiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne g MEaEIes O6nem cepu " 800000.0 Tab

Analytical Repovrt No/ - 040002696444 Date of Analysis / - 18.10.2024

AnanuTHyeckuii oTyer Ne Mara a”Haanza

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JaTta mponssoacTBa I'onen no

Mfg. License No. / MA number: /

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

auuensua Ne

Analysis performed according ND: / Ananus nposefed mo HI: JITI-Ne(003654)-(PT-RU)-101123

10 |Uniformity of dosage
units /

OJHOPOAHOCTD
J03UPOBAHMS

- ibuprofen / ubynpoden

- paracetamol /
napaneTamo

1.1

1.1

Acceptance value (AV) should be not more than
15.0 / INoka3zatens npuemiaeMocTy (AV) A10DKEH
ObITh He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / [Mokasatens npuemiemocty (AV) nomkeH
OBITH HE Ooiee 15,0

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by /

IToarorosneno: Pravesh lZana
1

Al
{

Checked by /

Maurya

[TposepeHo: Santosh Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pykosogutens ,Amit Kumar

ieprirﬁ_ Date:
Jara: 18.10.2024

Reprint Date:
Hara: 18.10.2024

Reprint Date: Y
JlaTta: 18.10.2024

Reciztorad Office: 5-2-327, Road Mo, 3, Banj ills, Hyderabad - E0C034, Telangans, Indin

Tel: 191 50 4200 2800, Fue +01

, Emiails inaii@diredadys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories i
Formulation Unit-6

Vill. Khol, Nalagarh Road, Eaxidi,
Distt. Solan, H.P, 173 205, i34
Tel : 491 98165 56001-02
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayxT: MGyknuu”, TabaeTku, N0KPLITHIE NNIEHOYHOH 060/109K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No/ . Batch Quantity / ~ 800000.0 tab /

Cepns N i O0bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002696444 Date of Analysis / - 18.10.2024

AHaguTHyecKHif oTyeT No JlaTa anajin3a

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JlaTa mpou3BoaCTBA T'open o0

Mfg. License No. / MA number: /

IpouzsoncreenHas - MNB/05/263 : . JII-Ne(003654)-(PT-RU)
Homep PY

JHIeH3Hs Ne

Analysis performed acc;)rding ND: / Ananus nposeaen no HJI: JIII-Ne(003654)-(PI-RU)-101123

11 [Microbiological purity* /

Mukpobuosornyeckas
yucToTa*

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count/ O6mee yucio He 6onee 1000 KOE/r
a’pOO6HBIX
MHKPOOPTaHU3MOB
b) Total combined yeasts
and mould count / O61ee NA Not more than 100 CFU/g /
YUCIO JPOMOKEBBIX U He 6onee 100 KOE/r
nJIeCHeBbIX TpuOOB
¢) E. coli NA Shall be absent in 1lg / OrcyTcTBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumevanue: IIpoaykr coorBeTcTBYET TpeboBanuam HJI

3akmouenue: OJIOGPEHO

Prepared by /

IToarorosneHo: Pravesh Rja

Checked by /

Maurya

[Mpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/OpobpeHo: Menemxep /
PyxoBoauTenn it Kumar

Reprint Date:
Jarta: 18.10.2024

Reprint Date:
Jara: 18.10.2024

v ! /’/
Reprint Date:

Jara: 18.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85185AP1384PLCO04507

www.drreddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laboratorias i
Forimulation Un
Vill, Khel, Nalag i
Distt, Soizn, H.P, 17

L0 Dol

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

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

MpoayKT: M6ykanu®, TaGeTkH, NOKPLIThIE MIeHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market/ PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne 4 V2402143 O6bem cepHH " 800000.0 Tab

anglyeicalReportoY . 040002696444 Date of Analysis/ . 15 149004

AHaJIHTHYECKHIT oTUeT No JlaTa ananuza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JlaTa mpou3BOACTBA T'onen no

Mfg. License No. / MA number: /

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

aunen3usa Neo

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(003654)~(PI'-RU)-101123

12 |Assay / KonuyecTBennoe
onpeneeHHe

394.6 mg/394.6 mr

320.16 mg / 320.16 mMr

360.0 to 440.0 mg of C3Hi350, (ibuprofen) per
tablet /

Ot 360,0 mMr 10 440,0 mr C13H 302 (ubynpoden) B
TabyeTke

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

Ot 292,5 Mr 1o 357,5 mr CsHyNO-, (napaneramon)
B TabneTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTok
B [IBX/Al 6nucrep. I1o 1 6nucrepy
B Mayky KapTOHHYIO BMeECTE C
UHCTPYKIHEH N0 MPHMEHEHHUIO.

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. Ilo 1, 2 nau 20
OnUCTEpOB B MayKy KapTOHHYID BMECTE C
UHCTPYKLHEH M0 TPUMEHEHHUIO.

14 | Laheling / Mapxuporka | According to ND. / B cootreteTRun ¢ HJI

15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu Temneparype He Bbile 25 °C.

16 | Shelf life / Cpox 5 years / 5 net
roAHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayKT cooTBeTcTBYET TpeboBanusamM HJI

Opinion : APPROVED
3aknwouenue; OJJOGPEHO

Prepared by / Checked by /

s Maurya {

) -
L

[Toarorosneno: Pravesh ?ana [IpoBepeno: San%;lg]‘ Kumar /Ono6peHo: Menemxep /

Approved by: Manager/Executive

Pykoronutens Amit Kumar
- -

~ —

Reprint Date: Reprint Date:
Hara: 18.10.2024 Hara: 18.10.2024

Reprint Date: 7
Hara: 18.10.2024

Registerad Offica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Taelangana, Indin
Tel: +81 46 4200 2900, Fax: +91 40 4300 2929, Email: mail@drreddys.com
CHY: LBL195A4P1934PLLCCO4507

wynwdrreddvs.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Dr. fieddy's Laberatories iid
Formulation Unii-6
Vill. kho!l, Nalagarh Read, Badali,

Distt. Solen, H.2, 173 205, 1

- o - e o
fel - +91 98165 56001-02

www. drredidys.com

Page 8 of 10/ C1p. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykr: H6ykaun®, Ta6neTku, NOKPbIThIE IIeHOYHOH 060104K0ii, 400 Mr + 325 Mr
Market / PbiHOK :Russia / Poccusd
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepnst Ne RN O6bem cepuu " 800000.0 Tab
Analytical Repovrt No / . 040002696444 Date of Analysis / . 18.10.2024
ApajuTHYecKHii oTdeT Ne Jata anainza
Date of Manufacture / - 09/2024 Date of Expiry / - 08/2029
JlaTa npou3BoacTBa T'ogen 1o |
Mfg. License No. / MA number: /
IIpousBoacTBeHHAst : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY
anueH3Hsa Ne
Analysis performed according ND: / Anaau3 nposenen 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.
[Tpumeuanue: CcbUlkM B HOPMATUBHON IOKyMeHTalMu npuseaeHsl Ha I'® PO XIV.

* TIpOBOAMTCS IPOU3BOAUTENEM TIPH BBINYCKE NEPUOANYECKH: s KaxaA0H 20-0 cepuu Wiy He MeHee 1 pasa B
roz. ITokasaTenb MOKET ObITH HE BKJIIOYEH B CEpTHHUKAT aHAIN3a QUPMBL

API name / Haumenosaune A@C: Ibuprofen / Ubynpoden Paracetamol / [lapaueramon
INN / MHH: Ibuprofen / U6ynipoden Paracetamol / [lapalieramon
API manufacturer batch number / PIBM240151 0290/24-25
Homep cepun nponssoguress ADC:
FP Manufacturer API Batch number /
Homep cepun cydcTaHIIMU NPOM3BOIUTEIS FERA00480 FERA00391
IJIM:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals

API Manufactured by & country /
IIponspogutens ADC, cTpaHa:

Limited, India / Conapa 3xTuB
®apma Caiiencus Jlumuren,
Wnnus

Limited, India / IUpu Kpuuina
®apmacetotikaic Jlumuren,
HNunus

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: [Tpoaykrt cooTBeTcTBYeT TpeboBanusam HJI

3akmouenne: OJIOBPEHO

Prepared by / Checked by /
[ToarorosneHo: Pravesh Rana

[Iposepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxkep /

Hara: 18.10.2024 Jara: 18.10.2024

Maurya (% PykoBoautens Amil&umar
Reprint Date: Reprint Date: Reprint Date: ¥~

Hara: 18.10.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, hidia
Tel: +81 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85 195 AR1984PLCO0I507
weny drredays.comn



Dr. Reddy's Laboratories iid
Formulation Unit-6

@
Dr. ReddY’s Q.... Vill. Khol, Malagarh fioad, 7? ;1.i,

Distt. Solan, H.P, 173 205, i
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

Mpoaykr: Moykann®, TabeTKH, IOKPHLITHIE IIEHO4HOH 060510uK0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne Vel ais Ob0bem cepin " 800000.0 Tab

Analytical Rep0ft No/ - 040002696444 Date of Analysis / . 18.10.2024

ApanaTadeckuii oTuer Ne JaTta anannsa

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JaTa npou3BoACTBA Togen oo

Mfg. License No. / MA number: /

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

Juuensus Ne |

Analysis performed according ND: / Ananns nposegen no HJI: JITI-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) /

HanmeHoBaHHe, aapec, JHICH3HA I I-p Pennn’c Jlaboparopuc Jita., Huaus, IlponsBoacTBeHHOE
IMpon3zeoacTeenHas niomanka / Ilnomaaxa noapasaenenue-6, Buii. Kxons, Hanarapx Poyn, baanu, Jluctpukr
KOHTPOJIst KauecTBa / ILlnouaaka BoIIycKa Counan, X.I1., 173205, Uuaus (nuuen3ust 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».

JakaioueHne o coOTBCTCTBHM: «IlacTOAIMM A MOATBCPIAAIO, UTO NMPUDEAEIas BLIIe HupOopMalHs sBJIAETCS
JOCTOBEPHON M TOYHOM. DTa cepus MPOAYKUMM MpOM3BeieHa (BKIIOYas yNakoBKY (MapKMpOBKY) W KOHTPOJb
KayecTBa) Ha BHIIIEYKA3aHHOW NPOM3BOJNCTBEHHOW IUIomajke (IIOLIAAKaX) B IOJHOM COOTBETCTBHU C
TpeGoBanusmu [IpaBun Hapnexaleil NMpou3BOACTBEHHOH NMpakTUKX EBpasuitckoro 3KOHOMHYECKOro COr3a Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) u TpebOBaHUAMU KOHTPOJIA KQUeCTBA JIEK&PCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Iponykr cooTBeTcTBYeT Tpedoranmsam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Pravesh Ran [Tporepeno: Santosh Kumar /OnobpeHo: Menemxep /

Z Maurya %_‘ PyxoBogutens ?@ K&n}
Reprint Date: Reprint Dare: Reprint Dale. !
Hata: 18.10.2024 Jarta: 18.10.2024 Hata: 18.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 10 of 10 / CTp. 10 u3 10

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

Hpogyxr: M6ykaun®, Ta61eTKH, DOKPLITHIE ILIEHOUHOM 060.304K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / - Batch Quantity / ~ 800000.0 tab /

Cepust Ne i V2402163 O6bem cepuu " 800000.0 Tab

Analytical Repourt No / . 040002696444 Date of Analysis / . 18.10.2024

AHas M THYEeCKHH oTueT Ne JaTa aHaju3a

Date of Manufacture / - 09/2004 Date of Expiry / . 08/2029

JaTa mpousBoacTea I'ompen go

Mfg. License No. / MA number: /

IpouszBoacTBeHHasI : MNB/05/263 ) : JIII-Ne(003654)-(PI-RU)
Homep PY

Junen3Hn Ne - -

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

a TaKK€ B COOTBECTCTBHH CO cneumbnxaunﬂmn, coaepKaliuMHUCs B pErucTpayuoOHHOM A0CLE CTPAaHbI-UMITIOPTEDPA.
3armcu 1o NMPOU3BOJCTBY, YIIAKOBKE K aHAIU3Y INPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBHUE Tpe6OBaHI/IﬂM HpaBI/IH
Hannemamel‘/’l l'IpOPBBOIlCTBCHHOﬁ NpaKTHKH EBpa3HﬁCKOFO OKOHOMHUYECKOI'0 COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [TpoaykT cootsercTByeT TpeboBanusam HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[TonroropneHo: Pravesh Rana [Tposepeno: Santosh Kumar /OnobpeHo: Menemxep /

= f Maurya (\%ﬁ PykoBoautens Amit KLufmar
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