Dr.Reddy’s ":‘

Dr. Reddy’s Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1A
Tel : +91 981€6 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIH3A

Page 1 0f8/ Ctp. 1 13 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpopyxr: U6ykann®, Tabnerkn, nokpsIThie NIEHOYHOH 060104KOfi, 400 Mr + 325 Mr

Market / PuiHok :Russia / Poccus

Batch No / ] Batch Quantity / . 800000.0 tab/

Cepnst Ne V2401651 O0beM cepuH " 800000.0 Tab

Analytical Rep0ft No/ - 040002629645 Date of Analysis / . 24.08.2024

AHajATHYECKHI 0TYeT N2 JlaTta aHa/1H3a

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

JaTta npou3BoACTBA Iomen go

Mfg. License No. / MA number: /

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

auuensng Ne

| Analysis performed according ND: / AHajn3 npoBejieH 1o H: JIII-Ne(003654)-(PI'-RU)-101123

Ne |Test / Iloka3zarenn

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Omucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KamncynoBHIHOH (OPMBI, MOKPHITHIE
TUICHOUHOH 06O0JIOYKOH OpaHMXEeBOTOo
LBeTa, ¢ pUCKON Ha ONHOW CTOPOHE;
Ha TOIepeyHOM paspese — gApo
OeJioro uBera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabNeTKH Kancya0BUIHON
(OpMBI, MOKPBITHIE TIIEHOUHOH 000JI04KOM
OpaHXeBOro [BETa, C PHCKOH Ha OJIHOM CTOPOHE;
Ha TIONIEPEYHOM pa3zpese — sApo Oesloro uiu
noyTH 6e0ro uBera.

Remarks : The Product conforms to ND/

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive

Pykosomutens Manoj Kumar

IToarorosiieno: Santosh glmar [porepenn® Pardeep Kumar /Onnbpenn: Menemxep / A j
Maurya ; ﬁ @«

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Jata: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43C0 2999, Email: mail@drreddys.com
CIN: L85195AP1SS4FLCO04E07

www.drreddys.com




Dr.Reddy’s Q3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Page2 of 8/ CTp. 2 n3 8

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

Ilpoayxr: I/IﬁyKJmH®, Ta6JIeTKH, MOKPLITHIE MJIEHOYHO#H 060/104K0#, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccusg

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepnst Ne e O6bem cepuu ' 800000.0 Tab

Analytical Repourt No/ - 040002629645 Date of Analysis / . 24.08.2024

AnajaTHYecKHil oT4eT No JaTta anau3a

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

JlaTa nmpou3BoACTBA T'omen j0

Mfg. License No. / MA number: /

IlponsBoacTBeHHAA : MNB/05/263 ) ¢ JITII-Ne(003654)-(PI'-RU)
Homep PY

aunned3ns Ne

Analysis performed according ND: / Anann3 nposenen no HJL: JII-Ne(003654)-(PT-RU)-101123

2 Complies as prescribed/

CoOTBETCTBYET

Identification /
IMognmuHHOCTH

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 yaepkuBaHHS OCHOBHBIX [HKOB Ha
XpoMaTorpaMme HCIbITYEMOro pacTBOPa NODKHBI
COOTBETCTBOBATH BPEMEHAM yIEpKUBAHUS NTHKOB
Ha XpOMarorpamMMe pacTBOpa CTaHAapPTHHIX
o6pasuos ubynpodeHa u napaueramona (paszuesn
«KonuecTBEHHOE ONpPEETIEHIEN)

Average tablets weight / 971.6 mg/971.6 Mr

Cpennsis macca Tab1eToK

940.9 mg to 999.1
(970.0 mg = 3.0 %) /
Ot 940,9 M
(970,0 mr + 3,0 %)

mg

999,1 MT

oo

Disintegration /
PacnagaeMocThb

07 min 10 sec / 07 mun 10 cex

Not more than 30 min /

He 6onee 30 mMuH

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogykT COOTBETCTBYET TPeOOBAHUAM HA

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / Checked by /
INoaroroencHo: Santosh Kumar | Iposepeno: Pardecp Kumar
Maurya

Approved by: Manager/Executive
/Ono6perio: Menemkep / =) /
PyxoBogutens Manoj Kumar (§mAtt7.

Reprint Date:
Iara: 24.08.2024

Reprint Date:
Ilara: 24.08.2024

Reprint Date:
JMara: 24.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@direddys.com
CIN: L85195AP1S84FLCO04507
ww.direddys.com



Dr.Reddy’s ":'

Dr. Reddy's Laboratcries Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHDUKAT AHAJIM3A

Page30of 8/ Crp.3u3 8

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

Npoayxr: U6ykaun®, Ta6aeTKH, NOKPHITHIE NIEHOMHOI 060/104KOi, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccud

Batch No / . Batch Quantity / ~800000.0 tab/

Cepus Ne IO O6beMm cepun " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002629645 Date of Analysis / . 24.08.2024

AHanaTnyeckuii oTuet Ne JlaTa aHaJH3a

Date of Manufacture / . 072024 Date of Expiry / . 06/2029

JlaTa NpoH3BOACTBA TosneH 1o

Mfg. License No. / MA number: /

IIpou3BoacTBEeHHASA : MNB/05/263 : . JITI-Ne(003654)-(PT-RU)
Homep PY

Juuen3na Ne

Analysis performed according ND: / Anann3 niposenen mo HJL: JITI-Ne(003654)-(PI-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
PacrBopenne after 30 min/
97 % to 102% He menee 70 % (Q) Ci3H 130, (ubynpoden) uepes
30 muH
Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /
98 % to 105% He Mmenee 70 % (Q) CsHoNO; (mapaueramon)
yepes 30 MuH
6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE NpHMeECH than 0.005% /
Method 1/ Meron 1 4-amuHodeHon (MpUMECh MNapaneTamosia) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / MeTton 2 0.03% paracetamol) - not more than 0.3% /
Jro6ast enuHMYHas npumech (nOympodeHa WM
napatetamona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceii (Meron 1 + Mertox
2) ue 6onee 0,7 %
7 |Water / Boxa 1.9% Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [ponykT cooTBeTcTBYeT TpeboBanusm HJL

Opinion : APPROVED
3axnaouyenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MogroToneno; Santosh Kumar | ITposepeHo: Pardeep Kumar | /Omo6peno: Menejuxep / \‘ f
Maurya Pykosoautens Manoj Kumar \}52/,1‘,
Reprint Date: Reprint Date: Reprint Date:

Jara: 24.08.2024 Iara: 24.08.2024 Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@direddys.com
CIN: L85195AP1G84FLCO04507
wwy.drreddys.com




Dr.Reddy’s Q,’:‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIM3A

Page4 of 8/ Ctp. 4 u3 8

'Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoayeT: l-Iﬁyk.rmn@._ Tab/IeTKH, NOKPbiThie MJIeHOYHOil 060a04Koii, 400 Mr + 325 mr

Market / PbIHOK :Russia / Poccud

Batch No/ . Batch Quantity / ~ 800000.0 tab/

Cepust Ne + V2401631 OGbem cepuu " 800000.0 Tab

Analytical Repourt No/ . 040002629645 Date of Analysis / . 24.08.2024

AHaJATHYECKHH oTueT Ne JlaTa aHamM3a

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

JlaTa ripoN3BOJACTBA Tonen 7o

Mifg. License No. / .

TIpou3BoACTBEHHAS - MNB/05/263 VP D EnH + JITI-N2(003654)-(PT-RU)
. Homep PY

Jmnensus Ne

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

8 |Uniformity of dosage
units /

OIHOPOJHOCTD
JIO3UPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
napaneTaMmor

0.7

0.7

Acceptance value (AV) should be not more than
15.0 / Iokaszatens npuemnemoctd (AV) nosxken
ObITH He OoJiee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokasatens npremneMoctd (AV) nomked
ObITH He Oosee 15,0

Remarks : The Product conforms to ND/
IIpumeyanune: [Ipoaykt coorercrByer Tpebosanusm HJT

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by /
[ToarotoBneHo: Santosh Kumar

Maurya %

Checked by /
[TposepeHo: Pardeep Kumar

N

Approved by: Manager/Executive

/Ono6peno: Menemxep / ' F
Pykooautens Manoj Kumar )&_

Reprint Date:
Hara: 24.08.2024

Reprint Date:

Jlata: 24.08.2024

Reprint Date;:
Jlara; 24.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.com

CIN: L8=1585AP1S84FLCO0AEDT
wwvdrreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 981€6 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIU3A

PageSof 8/ Crp. Suz 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: H6ykaun®, Ta6JeTKH, NOKPBITHIE IIEHOYHOI 060,10uK0#, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccust

Batch No / i Batch Quantity / . 800000.0 tab/

Cepust Ne V2401631 O6bem cepun " 800000.0 Tab |

Analytical Report No / . 040002629645 Date of Analysis / . 24.08.2024

AxanuTHyecKrii oTyeT Ne JaTa aHanu3a

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

JaTa mpousBoacTBa I'onen no

Mfg. License No. / MA number: /

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

JiMIeH3us Ne

Analysis performed according ND: / Anaan3 nposegen no HJI: JIIT-Ne(003654)-(PI™-RU)-101123

9 |Microbiological purity* /
MuxkpoOuosoruieckas
yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1ee 4ucno He 6onee 1000 KOE/r
a’pOOHBIX
MHKPOOPraHHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Ob1uee NA He 6onee 100 KOE/r
YHCTIO JIPOMNOKEBBIX U
IIECHEBLIX IPUOOB
Shall be absent in 1lg / OrtcyrcTBue B
c) E. coli NA Ir
10 |Assay / KosuuecTBeHHOE 360.0 to 440.0 mg of Ci3Hi30, (ibuprofen) per

onpeaeJieHne

396.3 mg / 396.3 Mr

325.15 mg/325.15 mMr

tablet /

Ot 360,0 Mr no 440,0 mr C3H 30, (MGynpodeH) B
TablieTke

292.5 to 357.5 mg of CsHgNO> (paracetamol) per
tablet /

OT292,5 Mr 1o 357,5 mr CsHgNO; (napaneramon)
B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBeTcTByeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoarotosncHo: Santosh
Maurya

Ei umar

Checked by /

L —

<

[MpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Pykoronutens Manoj Kumar W

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Hata: 24.08.2024

Reprint Date:
Hata: 24.08.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 490C 2900, Fax: +91 40 4500 2999, Email: mait@drreddys.com
CIN: L85195AP1S8AFLCO04ED7

wyavdireddys.com



Dr. Reddy's Laborateries Ltd.
& o Formulaticn Unit-6
Dr' Red dy’s ... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P.,, 173 205, IND!A
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®HKAT AHAJIU3A

Page 6 0of 8/ Ctp. 6 n3 8

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

Mponykr: M6ykaun®, Ta6eTKH, NOKPBITbIE IIEHOYHO#H 060104K0i, 400 Mr + 325 M1

Market/ Poinok :Russia / Poccus :

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

Cepust Ne MG O6bem cepHH * 800000.0 Tab

Analytical Repovrt No/ . 040002629645 Date of Analysis / . 94.08.2024

AHagaTHdecknii oTyeT No JlaTa ananusa

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

JlaTa mpou3BoacTBa I'ojien g0

Mfg. License No. / .

TIpoH3BOACTBEHHAS - MNB/05/263 MA numbers - JITI-Ne(003654)~(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / AHa/iu3 npoBeaeH 10 H: JITI-Ne(003654)-(PI'-RU)-101123

11 | Package / YnakoBka 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 Ta6netok |rabnetok B IIBX/Al Gmuctep. Ilo 1, 2 unu 20
B [IBX/Al 6nucrep. ITo 1 Gnuctepy |6nMcrepoB B Mayky KapTOHHYIO BMECTE C
B NAyKy KApTOHHYKO BMECT€ C [HHCTPYKLUEH IO IPHMEHEHHIO.

UHCTPYKIIHeH 00 MPUMEHEHHUIO.
12 | Labeling / MapkupoBka |According to ND. / B coorserctsun ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHune ITpu Temnepatype He Bbiute 25 °C.

14 | Shelf life / Cpox 5 years / 5 net
FOAHOCTH

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.

Ipumeyanue: CCbUIKM B HODMaTUBHON JOKYMEHTALMH NpuBeieHbl Ha ['® PO XIV.
* [IpoBOAMTCS POM3BOUTENIEM MPH BBINYCKE NEPHOANYECKH: I KaXA0# 20-0H cepuH UM HE MEHEe 1 pa3a B rog.
[ToxazaTenb MOXET OBITh HE BKIFOYEH B CepTU(HUKAT aHaNH3a GUPMBI.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [Ipoaykt coorBercTBYeET TpeboBanusam HJL 3akmouenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MoarotosneHo: Santosh Kumar | [TporepeHo: Pardeep Kumar /Ono6peno: Menemxep / : 1
Maurya % (i Pykosoaurens Manoj Kumar w
Reprint Date: Reprint Date: Reprint Date: |
Jara: 24.08.2024 Iara: 24.08.2024 Jara: 24.08.2024 fl

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FLCO04A5D7
www.drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulatiocn Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 981€6 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®HUKAT AHAJIM3A

Page 70f 8/ Crp. 7Tuz 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipomy K12 M6yiimmna®, TabaeTKH, HOKPEIThIE INIEHOYHOH 060a0uKoii, 400 mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No/ . Batch Quantity / ~ 800000.0 tab/

Cepusa Ne - V2401637 Q0beM cepun " 800000.0 Tab6

Analytical RepOft No/ . 040002629645 Date of Analysis / . 24.08.2024

AHaJuTHYeCcKHi oTgeT Nt JlaTa anaJH3a

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

JlaTa 1poH3BOACTBA Topgen g0

Mfg. License No. / MA number: /

ITpou3BoACTBEHHAS : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)
Homep PY

annensus Ne

Analysis performed according ND: / AHasu3 npoBejen 1o HJI: JITI-Ne(003654)-(PI™-RU)-101123

API name / Haumenosanne ADC: Ibuprofen / UbynpogeH Paracetamol / [1apaueramoi
INN / MHH: Ibuprofen / Woynpoden Paracetamol / [lapaueramon
API manufacturer batch number / 1101/24/A-1169 4096/24-25
Homep cepun npoussoanTtes ADC:
FP Manufacturer API Batch number /
Homep cepuu cyOcTaHUMH NPOH3BOAHTE/ISA FERA00349 FERA00309
J1®:

Pharmnonsests Lomted, i/ | |51 Koishna Pharmacential
API Manufactured by & country / ’ Limited, India / pu Kpuuina

HOJI Kemukanc sH1
Ilpouseoaurens A®C, crpana: @ dapmacbroTHKaNC JIuMUTES,
apMachloTUKalC JIuMUTER,
W Wupusa

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

HaumeHoBaHHe, afipec, THIEH3HS 11
IIponseoacTBeHHas miomanka / [lnomaaxa
KOHTpoJist KadecTBa / [Lnomanka BLINYCKA

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 Pequm’ ¢ Jlaboparopuc JIta., Maausi, [Tpou3BoACTBEHHOS
noxpaszenenve-6, Bumn. Kxons, Hanarapx Poya, Bapgnu, J{ucTpuKT
Conan, X.I1., 173205, Unans (MMUESH3USA HOMED MNB/05/263)

Remarks : The Product conforms to ND/

[pumeyanue: [IPOAYKT COOTBETCTBYET TPEOOBAHMAM HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
TToprotorneno: Santosh Kumar | [Iposepeno: Pardeep Kumar /Ono6peno: Menemxep / = f‘
Maurya %_- C‘f PykoBoautens Manoj Kumar \'l"'é“’;
Reprint Date: Reprint Date: - Reprint Date:

Iara: 24.08.2024 JaTa: 24.08.2024 ITata: 24.08.2024

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: maii@drreddys.com

CIN: L85195AP1S84FLCO04507
www.drreddys.com




Dr. Reddy's Laboratecries Ltd.
Formulaticn Unit-6

[ )
Dr. Reddy’s ‘....9 Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHUKAT AHAJIM3A

Page80of 8/ Ctp. 8 us 8

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

Mpoaysr: Ubyxann®, TabaeTkH, IOKPIThIE MIEHO4HOH 060/105K0ii, 400 Mr + 325 mr

Market/ PbiHOK :Russia / Poccus

Batch No / - V2401631 Batch Quantity / : 800000.0 tab /

Cepust Ne O6bem cepun 800000.0 Tab

Analytical RepoE't No/ . 040002629645 Date of Analysis / - 24.08.2024

AHanuwTHdecKuii oTueT Ne JaTta aHaau3a

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

JlaTa poH3BoACTBA T'onen 10

Mfg. License No. / MA number: /

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

Jaunens3us Ne

Analysis performed according ND: / Anaau3s nposeen mo HJl: 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».

3aKIII09eHHe 0 cOOTBeTcTBAM: «HacToAUMM s MOATBEPKAl0, YTO NPUBEICHHAs Bblle MHGOpMALIUS SIBIISCTCS
JOCTOBEPHOH M TOUHOM. DTa cepus MPOAYKLMM Mpou3BefeHa (BKJIHOYas yNakoBKy (MAapKHPOBKY) U KOHTPOTb
KauecTBa) HA BHIIIEYKA3aHHOW NPOM3BOACTBEHHOH momanake (MIom@ankax) B TOJHOM COOTBETCTBHM C
tpeGoBanusamu [paBuil Haaiexalell NPOU3BOJACTBEHHON MPakTHKH EBpasHiCKOro 3KOHOMMYECKOro COH03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) U TpeOOBaHUAMHU KOHTPOJIS Ka4eCTBa JICKAPCTBEHHBIX CPE/ICTB,
a TaKKe B COOTBETCTBHH CO CleLMDUKALMAMY, COJCPXKALMMHCA B PETMCTPALIMOHHOM J0ChE CTPAHBI-UMIIOPTEPA.
3anucH o POM3BOACTBY, yAKOBKE M aHaIU3y POBEPEHB, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHuAM [1pasun
HaJUIeXKallel IpOM3BOACTBEHHOM NMPakTUKH EBpasuicKOro 3K0HOMHUYECKOro Cor3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
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