Dr.Reddy’s Q::‘

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, F.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.coin
CEPTH®UKAT AHAJIN3A

Page 1 of 8/ CTp 1uz8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykann®, TabaeTku, NOKPLIThIE MUIEHOYHOI 060104K0i, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne ¥ V2401583 O6bem cepuu " 800000.0 Tab

Analytical Repo:'t No / . 040002624674 Date of Analysis / . 90.08.2024

AnaguTH4YecKHi oTyeT Ne JlaTa aHanu3a

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

JlaTa npou3BoacTBa T'open go |

Mfg. License No. / MA number: /

IlpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Howmep PY

JuneH3us Ne

Analysis performed according ND: / Anasnn3 nposeaen no HJL: JIII-Ne(003654)-(PI'-RU)-101123

-
]

Ne |Test / IToka3zaTean

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onuncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
Kamncy/JaoBHAHOH (OPMBI, TMOKPHITHIE
[ICHOYHOM 000JI0UK0H OpaHXeBoro
LBETa, C PUCKOH Ha OXHOU CTOPOHE;
Ha [ONepedyHOM paszpe3e — sapo
6eJ10ro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyjJoBUIHON
(GOopMbl, MOKPHITHIE MIIEHOYHOH 000/104K0H
OpPaHXXEBOr'o LBETa, C PUCKON Ha OQHOM CTOPOHE;
Ha [oTlepeyHOM paspese — sApo Oenoro uim
noutu 6enoro 1Bera.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHUAM HJI

Opinion : APPROVED
3axmwouenue: OJOBPEHO

Hara: 20.08.2024

Jara: 20.08.2024

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

[ToaroroBneHo: Ankit ) [Tpoeepeno: Santosh Kumar /Ono6peno: Menemxep / N (]
,ﬂ,/ Maurya PykoBogurens Manoj Kumar ( e
o

Reprint Date: i Reprint Date: Reprint Date:

Jara: 20.08.2024

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

fel: +91 40 4900 2900, Fax: +91 40 4900 2595, Email: maii@drreddys.com

CIN: 1L85195AP1984PLLOV4507

wwhw.drreddys.com




Dr.Reddy’s Q?..’

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUDHUKAT AHAJIM3A

Page2of 8/ Ctp. 2 u3 8

’Froduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
| MpoaykT: M6ykaun®, TabieTky, NoKpsIThIe NJIEHOYHOH 06010uK0ii, 400 mMr + 325 Mr

Market / Pbinok :Russia / Poccus -
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepus Ne 3 VaAlise O6nem cepun " 800000.0 Tab
Analytical Repo‘}'t No/ - 040002624674 Date of Analysis / - 20.08.2024
AnanuTnyecKunii oTuer Ne Jata ananusa
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
| [laTa mpou3sBoACTBA Toxen 10
Mfg. License No. / MA number: /
IIpouszBoacTBeHHAs! : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY
JuneH3ns Ne

Analysis performed according ND: / Ananu3s nposegsen no HJL: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /
IMoanauaHoOCTL

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 yAep)KHBaHHS OCHOBHBIX MHKOB Ha
XpOMAaTorpaMMe HCIBITYEMOTO PacTBOPA JOJIKHEI
COOTBETCTBOBATH BpeMEHaM yIep>XKUBAaHUS ITHKOB
Ha XpoMarorpamMMe pacTBOpa CTaHOAPTHBIX
obpaziioB nbynpodpeHa u napaieramosa (paszgen
«KonuyecTBEHHOE ONPEENICHUE)

3 |Average tablets weight /
Cpennsisi Macca TaJieToK

970.7 mg / 970.7 mr

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

Or 940,9 Mr no
(970,0 mr + 3,0 %)

999,1 MI

4 |Disintegration /
PacnapaemocTh

08 min 04 sec / 08 mun 04 cex

Not more than 30 min /

He 6onee 30 Mun

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpeboBaHusm HJL

Opinion : APPROVED
3axmouyenue: OJOBPEHO

Jara: 20.08.2024

Preparcd by / | Chccked by / Approved by: Manager/Exceutive
[Toarotosneno: Ankit 4 _ | Ilposepeno: Santosh Kumar /OnobpeHo: Menemxep / 2 f

4 /"' Maurya - Pykosoanrtens Manoj Kumar “;‘l
Reprint Date: Reprint Date: Reprint Date:

Hara: 20.08.2024

Hara: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.arreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

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

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

Page 3 0of 8/ Crp.3 m3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, Ta6aeTKH, HOKpPBITbIE IUIEHOUHOH 060104K0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepusi No i ah o O6bem cepun " 800000.0 Tab

AnalyHcalReport-No; . 040002624674 Date of Analysis/ . 54 o5 5024

AnajqutH4yeckmii oTuer No Jarta aHaiuza

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

JaTa npousBoACTBA T'onen oo

Mfg. License No. / MA number: /

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

Junensus Ne

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

’75 Dissolution /

PacTBopenne
97 % to 101%

98 % to 103%

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

He menee 70 % (Q) Ci3H 1302 (ubynpoden) uepes
30 MuH

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

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

6 |Related substances / 0.0003% 4-aminophenol (paracetamol impurity) - not more
PoacTeeHHbIe MpuMecH than 0.005% /
Method 1/ Merona 1 4-amuHodeHon (mpuUMech MapaueTaMmosa) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.04% paracetamol) - not more than 0.3% /
JIrobas equHndYHas mpumech (MOynpodeHa HIH
napatietamona) He bonee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.04% than 0.7% / Cymma npumeceii (Meton 1 + Merton
2) He 6onee 0,7 %
7 |Water / Bona 1.6 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykrt cooTsercTByer Tpebopanusm HJJ

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by /
[ToaroroBneno: Ankit 4
_//,/ ~ | Maurya

[Tporepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemiep /

o
Pykosoaurens Manoj Kumar \“ﬁ@:f

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Jarta: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 299S, Email: maii@drreddys.cam
CIN: L85195AP1984PLCOD4507

wwwydrreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.coin
CEPTUD®UKAT AHAJIU3A

Page 4 of 8 / C1p. 4 u3 8

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

Ipoaykr: H6ykaun®, Ta6ieTKi, HOKPHITHIE IEHOYHOH 060104K0i, 400 Mr + 325 Mr
| 11poay M P

IIpouseoacTBeHHAs : MNB/05/263
JinueH3ust Ne

Market / PbiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepus No $ V2401583 O6bem cepun " 800000.0 Tab
Analytical Repo“rt No/ - 040002624674 Date of Analysis / . 20.08.2024
AnanuTuyeckuii oryeT No Harta ananusa

Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JaTta npousBoJcTBa I'ogen 1o

Mfg. License No. / MA number: /

Homep PY : JITI-Ne(003654)-(PI™-RU)

Analysis performed according ND: / Ananu3 npoeaen wo HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage

units /
OJHOPOAHOCTD Acceptance value (AV) should be not more than
JIO3UPOBaHUSA 1.1 15.0 / Iokazatenb npuemneMocTy (AV) JonkeH
- ibuprofen / ubynpoden 651Th He 6onee 15,0

Acceptance value (AV) should be not more than
|— paracetamol / 1.1 15.0 / IToka3atens npueMiaeMocTH (AV) 10KeH
|napaneramon 6bITh He Oonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayxr cootBeTcTBYeT TpeboBanusm HJI

Opinion : APPROVED
3aknouenne: OJJOBPEHO

Prepared by / Checked by /
IMToarorosneHo: Ankit
,/ \/ Maurya
7

Approved by: Manager/Executive

| Iposepeno: Santosh Kumar /Ono6peno: Menemxep / \,‘M
! i

PykoBoautens Manoj Kumar

Reprint Date: Reprint Date:
Jarta: 20.08.2024 Jata: 20.08.2024

Reprint Date:
JaTa: 20.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
fel: 191 4G 2960 29C0, Fax: +51 40 4900 2598, Email: maii@drreddvs.ccm
CIN: LS5195AP138APLCC24507
wvnvsdrredadys.com




Dr.Reddy’s

Dr. Reddy's Laboratories Ltd.

\ 1

Formulation Unit-6
Viil. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P.,, 173 205, IND|A

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTHDPUKAT AHAJIM3A

Page Sof 8/ Crp. 5 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: N6yKkauH®, Ta6eTKH, NOKPBITBIE MIEHOYHOI 000J104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne R O6bem cepHH " 800000.0 Tab

Analytical Repo;t No/ - 040002624674 Date of Analysis / . 20.08.2024

AHnanurudecKuii oTyeT No JlaTta ananu3a

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

JaTa npou3BoACTBa T'onen no

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Anasn3 nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Muxpo0duoJioru4ecKas
yHucroTa*

a) Total aerobic microbial NA
count / O611iee Yucio
a’poOHBIX
MHKPOOPraHH3MOB

b) Total combined yeasts
and mould count / Ob1uee NA
YHCJI0 JPOXOKEBBIX U
NJIeCHEBBIX TpUOOB

¢) 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
1r

absent in lg / OTCyTCTBUE B

10 |Assay / KoinyecTBeHHOE

onpejeeHne
394.8 mg/394.8 mr

324.38 mg / 324.38 mMr

360.0 to 440.0 mg of C;3H3O: (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C3H 130, (ubynpoden) B
TabyeTke

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

01292,5 mr 1o 357,5 mr CsHoNO, (mapaueramonn)
B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr cooTBeTcTByeT TpeboBanusm HJL

Opinion : APPROVED
3axkmouenune: OJOBPEHO

Prepared by / Checked by /
[MToarorosneHo: Ankit /\/

Ll

Maurya

[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep / & )
PykosoauTens Manoj Kumar \L" it

Reprint Date:

JlaTta: 20.08.2024

Reprint Date: &

JHata: 20.08.2024

Reprint Date:
Hara: 20.08.2024

Registered COffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
fel: +91 4G 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreadys com
CIN: L85195AP1984PLCO04507

wwwdrreddys.com




Dr.Reddy’s ‘_’:‘

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

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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTU®HUKAT AH

AJIM3A

Page 6 of 8/ Ctp. 6 u3 8

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

Ipoayvkr: U6ykanu®, TabJeTKH, NOKPBITHIE MJICHOUHOMH 060/10uK0ii, 400 mr + 325 mr
|11pOJ P

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepusi Ne § V20iats O6bem cepun " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002624674 Date of Analysis / . 20.08.2024

AuanuTHyeckmii oTyeT Ne JlaTa aHaau3a

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

JaTa npou3BoAcTBa T'onen no

Mfg. License No. / MA number: /

IIpousBoncTBeHHAsS : MNB/05/263 ) 1 JITI-Ne(003654)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Auanu3 nposexen mo HJL: JIII-Ne(003654)-(PT-RU)-101123

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6mmcrep. Ilo 1 6aucrepy
B Mayky KapTOHHYIO BMeECTe C
HHCTPYKLHEH MO [IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / o 10
tabnerox B IIBX/Al 6micrep. ITo 1, 2 unn 20
ONMCTEPOB B MNauKy KapTOHHYIO BMECTE C
HHCTPYKLMEH 110 MPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. /B coorBerctuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue I[Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rOHOCTH

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.

IIpumeuanue: CCHUIKH B HOPMATHBHOM JOKyMEHTaUUH npuBeaeHsl Ha 'O PO XIV.
* TIpoBOAMTCS MPOK3BOAUTEIIEM TIPH BBIMYCKE MEPHOANYECKH: sl Kaxaok 20-0i cepun wiM He MeHee 1 pasa B roa.

[ToxazaTesib MOXET ObITh HE BKJIFOUEH B CEpTHOHKAT aHaI13a (PUPMBEIL.

Remarks : The Product conforms to NT)/
IIpumeuyanue: [IpoayKT COOTBETCTBYET tpeboBaHusm HJT

Opinion : APPROVED
3axnouenne: OJJOBPEHO

Prepared by / Checked by /

[NoaroroBneHo: Ankit ) ITposepeno: Santosh Kumar /Ono6peno: Menemxep / M
ﬁ"/-/ Maurya chf,/ PykoBonutens Manoj Kumar

Approved by: Manager/Executive

Reprint Date: Reprint Date:
Jlarta: 20.08.2024 JHara: 20.08.2024

Reprint Date:
Hata: 20.08.2024

Registered Cffice:

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

8-2-33
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: LS5195AP1983PLC0OA4507

wwvedrredays.com




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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

Dr.Reddy’s ij‘

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUDOUKAT AHAJIU3A
Page 70f8/ Crp. 7 n3 8

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

Mponykr: H6ykaun®, TabaeTky, NOKPLITHIE MJIEHOYHOI 060J104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / 3 Batch Quantity / . 800000.0 tab/

Cepus Ne j VERUIDES O0bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002624674 Date of Analysis / . 20.08.2024
AHaauTHYeCKHH oTueT Ne JlaTa aHaausa

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

JarTa npou3BojacTBa I'open no

Mifg. License No. / MA number: /

IIpou3BoacTBeHHAN : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)

Homep PY
Junen3us Ne

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

API name / Haumenosanue A®C: Ibuprofen / 6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Tbuprofen / U6ynpoden Paracetamol / [Tapaneramonnt
API manufacturer batch number / 1101/24/A-1171 4097/24-25
Homep cepun npoussoguresss ADC:
FP Manufacturer API Batch number /
HoMep cepunt cyGCcTAHIIHH NPOH3BOJUTEIA FERA00350 FERAQ00310
rJId:
IOL Chemicals and

API Manufactured by & country/
IIpounzpogutens ADC, cTpana:

Pharmaceuticals Limited, India /
NOJI KeMukaic sH1
®Gapmacerotukaic Jlumuren,
Unnus

Sri Krishna Pharmaceuticals
Limited, India / Illpu Kpuixa
®apmacetoTukanc JlumuTes,
Hnnus

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

HaumenoBanmne, agpec, THIeH3Us JJst
ITpouseoacreennas miomaaka / llnomwanka
KOHTPOJIA KadecTBa / Ilomagka BbImycka

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

O-p Pennu’c JlaGopatopuc JIth., MUanus, Iponssoacteennoe
nozapaznenenne-6, Bunn. Kxons, Hanarapx Poyn, bapau, JJuctpuxr
Conan, X.I1., 173205, Muausa (uuensus Homep MNB/05/263)

Remarks - The Product conforms to NTV/

QOpinion : APPROVED

IIpumeuanne: [Iponykr coorsercTByeT TpeboBanusm HJL

3axnarouenue: OJIOGPEHO

Prepared by /

Checked by /

IToarotosneHo: Ankit [TpoBepeno: Santosh Kumar
‘,/]/ Maurya

£ (L

Approved by: Manager/Executive
/OnobpeHo: Menemxep /

Pykosoautens Manoj Kumar W"

Reprint Date:
Hara: 20.08.2024

Reprint Date:
Hata: 20.08.2024

Reprint Date:
Jara: 20.08.2024

Registerec Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telanganz, india

fel: +91 40 4900 2900, Fax: +91 40 4900 2995, Ernail: mzii@drreddys.com

CIN: L8S195AP1S84PLC004507
wvavarreddys.com



Dr. Reddy's Laboratorieg [td.
Formulation Unit-6

&
Dr. Reddy,s q;.. Viil. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUDUKAT AHAJIM3A

Page 8 of 8 / Ctp. 8 u3 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
TIpoays<T: Moyxann®, TabueTku, moKpbITHIe ILIEHOYHOH 060/104K0ii, 400 Mr + 325 Mr
Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne e Ob6nem cepun " 800000.0 Ta6
Analytical Report No / 040002624674 Date of Analysis/ . 5 ¢ 504
AHajmTHYECKNI oTyeT No JlaTta ananusa
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
JlaTa mpou3BOACTBA Topen no
Mfg. License No. / MA number: /
Hpou3BoICTBEHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
P Howmep PY
aunen3Hg Ne
Analysis performed according ND: / Anajiu3 nposeaen mo HJI: JII1-Ne(003654)-(PT'-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».

3akuouenne 0 cooTBeTcTBHHU: «HacTosmyM g MoATBEPIKAAI0, YTO NPHBEEHHAs Bbllle HHPOPMALHUA ABISETCS
JIOCTOBEPHOM M TOYHOW. DTa Cepus NPOJyKLUMM Npous3BeieHa (BKMOYas yNnakoBKY (MapKMPOBKY) M KOHTPOJIB
KayecTBa) Ha BBIIEYKAa3aHHOW MPOM3BOJACTBEHHON miowaake (IUIOMAAKax) B MOJHOM COOTBETCTBMU C
TpefioraHnaMu TTpARKT HAJUTEXAIMEeH NPOU3BOACTBEHHOM npakTHku EBpasuiickoro sxkonomireckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeGOBaHUAMU KOHTPOJIS KAYECTBA JIEKAPCTBEHHbIX CPECTB,
a TaKxke B COOTBETCTBHH CO CNELU(HUKAIUIAMH, COAEPXKAIMMHCA B PETUCTPALIHOHHOM JOChE CTPaHBI-UMIIOpTEpa.
3arnucH 1o NPOU3BOJICTBY, YIIAKOBKE M aHAJIM3y NIPOBEPEHEI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHuam [IpaBun
HaJanexallei Npou3BOACTBEHHOM NpakTUKH EBpa3suiickoro 5KOHOMHYECKOTO COK03a».
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