Dr.Reddy’s Q':’e

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND}A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIM3A

Page10f8/Crp. 1 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IIponyxr: H6yxknaun®, TabeTKH, NOKPHIThIE MJIEHOYHOMH 000/104K0#, 400 mr + 325 mr

Market / PulHOK :Russia / Poccust
Batch No/ ) Batch Quantity / . 800000.0 tab/
| Cepust Ne - ) V24_01630 Oo0nbem cepuu " 800000.0 Tab
Analyftical Repo:‘t No/ . 040002628968 Date of Analysis / . 24.08.2024
AHanATHYECKHIT oTUeT Ne JarTa ananusa
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
| JlaTa rpou3BoOACTBA T'ogen no
Mfg. License No. / MA number: /
IlIpoun3BoacTBeHHas : MNB/05/263 ) : JITI-N2(003654)-(PT'-RU)
Homep PY
JHneH3us No

| Analysis performed according ND: / Ananu3 nposesien mo HJI: JIH-Ne(003654)-(PT-RU)-101123

Ne

Test / Iloxa3aTenanb

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerku
KancyJaoBUAHOH (OpMBI, TOKpPBITHIE
IIEHOYHOH 060N04YKONH OpaHKEeBOro
1[BETa, ¢ PUCKOH HA ONHOHW CTOpOHE;
Ha TIONEpPEeYHOM paspe3e — sApo
6esoro 1BeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabyeTKH KancyJa0BUIHON
(bOpMBl, TOKPBITHIE TUIEHOYHOH 000J1049KOH
OpaHXEBOTO L[BETA, C PUCKOH Ha OJIHOM CTOPOHE;
Ha TIOTIEPEYHOM pa3pese — apo Oeoro uiu
nouTH 6enoro LBeTa.

Remarks : The Product conforms to ND/
IpumeuaHnue: [Ipogykt cooTsercTByeT TpeboBanusam H/J

Opinion : APPROVED
3axaouenue: OJJOBPEHO

Prepared by / Checked by /
[ToarorosneHo: Santosh Kumar
Maurya @__&__; - “/"/

Approved by: Manager/Executive

[TpoBcpcHo: Pardccp Kumar /Ono6perio: Menemxep / @’{

PykoBogutens Manoj Kumar

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Jara: 24.08.2024

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

Tel: +91 40 490C 2900, Fax: +-91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1S84FLCO04507

www.drreddys.com




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

@
] o Vill. Khol, Nalagarh Road, Badd,
Dr' Reddy s ‘,. Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUOHKAT AHAJIM3A

Page20of 8/ Ctp. 2 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\Mpoxyxr: Moyknun®, TaGieTKH, MOKPLIThHIe NJIeHO4HO 060.104K0il, 400 Mr + 325 mr

Market / PoiHok :Russia / Poccus

Batch No / , Batch Quantity / _ 800000.0 tab /

Cepnst Ne - V2401630 O06beM cepun " 800000.0 Tab |
Analytical Repo:‘t No/ . 040002628968 Date of Analysis / . 94.08.2024
 AHanuTu4eckuii oryer Ne Jarta ananausa |
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029

JdaTa mpoH3BoaCTBa Topen 1o

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PT-RU)

Howmep PY
auuens3ns No

Analysis performed according ND: / Ananu3s nposesen no HJT: JITI-Ne(003654)-(PI'-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
IMopTuHHOCTH CoOTBETCTBYET 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) /
BpemMeHa yaep)KHBaHHMS OCHOBHBIX IIMKOB Ha
XpOMaTorpamme UCIbITYEMOro pacTBOPa IOKHBI
COOTBETCTBOBATH BpEMEHAM yIEepPKUBAHHS! IIHKOB
Ha XpoMaTorpaMMe pacTBOpa CTaHZAPTHBIX
o6pasuos ubynpodeHa U napaneramona (pasaen
«KonuuecTBEHHOE ONpeleIeHUue»)

3 |Average tablets weight / 972.0 mg/972.0 Mmr 940.9 mg to 999.1 mg
Cpenuss macca TabyieTox (970.0 mg £ 3.0 %) /

Or 940,9 MI Jo 999,1 MT
(970,0 mr £ 3,0 %)

4 |Disintegration / 07 min 06 sec / 07 mun 06 cek  |Not more than 30 min /

PacnagaemocThb He 6onee 30 Muu
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [poaykT cootBeTcTBYET TpeboBaHuaM HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Santosh Kumar | [IpoBcpcho: Pardecp Kumar /Opo6petio: Menemxep / , !
Maurya @ . Pykoeoautens Manoj Kumar {Qﬂ,}
Reprint Date: Reprint Date: Reprint Date:
Jara: 24.08.2024 Hara: 24.08.2024 Hata: 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 4300 2999, Email: maii@direddys.com
CIN: L85195AP1S84FPLCO04507
www. drreddys.com




Dr.Reddy’s ":’

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

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDtA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPHUKAT AHAJIN3A

Page3 of 8/ Crp.3 u3 8

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

Hpoayxr: M6ykaun®, Ta61eTKH, NOKPBITHIE NAEHOYHOH 060,104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccnst

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust No $ V2401630 O6bem cepuy " 800000.0 Tab

Analytical RepOft No/ - 040002628968 Date of Analysis / - 24.08.2024

AnanATHYECKUIi oTYeT No JaTa anaansza

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

JaTta Ipou3BoacTBa T'onen no

Mfg. License No. / MA number: /

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

Juuensus Ne

Analysis performed according ND: / Asanu3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacrBopeHne
97 % to 102%

97 % to 101%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) C13H;30, (ubynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO: (nmapaneramon)
yepes 30 MHH

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoncreeHHble IpAMeCH than 0.005% /
Method 1/ Meton 1 4-ampHOQeHoN (mpuMmeck MapaueTaMosa) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jliobast emunuyHas npumech (ubynpodeHa uiu
naparetamosna) He 6omnee 0,3 %
0.03%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meron 1 + Metox
2) He 6onee 0,7 %
7 |Water / Bona 2.0% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[Toarororneno: Santosh Kumar | [IpoBepeno: Pardeep Kumar
Maurya % <>Lfs

Approved by: Manager/Executive

/Onobpeno: Menemxep / ‘
PykoBoautens Manoj Kumar @g/’

Reprint Date:
Hata: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Reprint Date:

Jlara: 24.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +81 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1884FPLCO0450D7

www.direddys.com



Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDPUKAT AHAJIU3A

Page4 of 8/ Ctp.4 u3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoaykr: HﬁXKJII/lH@, TalJIETKH, MOKPBITHIE NJIeHOYHOl 000104K0i, 400 Mr + 325 mr

Market / Poinox :Russia / Poccusg

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne p WEACICS0 O6bem cepuu " 800000.0 Tab

Analytical Repog‘t No/ - 040002628968 Date of Analysis / . 24.08.2024

AHagaTHueckHii oTueT Ne Jarta apayinza

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

JlaTa npou3BojacTBA I'open g0

Mifg. License No. / MA number: /

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

Junens3ns Ne

Analysis performed according ND

: / Ananus nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OIHOPOAHOCTD
JO3UPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
napaueTamol

1.2

1.0

Acceptance value (AV) should be not more than
15.0 / Iokazarens npuemneMocTH (AV) nosbkeH
ObITE He Gonee 15,0

Acceptance value (AV) should be not more than
15.0 / Iokazartens nmpremiieMocTH (AV) nomkeH
obITh HE Hosee 15,0

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3axurouenue: OJOBPEHO

Prepared by /
IToarorosnedo: Santosh Kumar
Maurya

e

Checked by /

I

[Tpoeepeno: Pardeep Kumar

Approved by: Manager/Executive

/Ono6peno: Menejpkep / \ Q q

PykoBoautens Manoj Kumar

Reprint Date:
Jara: 24.08.2024

Reprint Date:
JlaTa: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4300 2999, Email: mail@direddys.com
CIN: L85195AP1S84FLCO0450D7
www.direddys.com




Dr.Reddy’s ":'

Dr. Reddy’s Laborateries Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIN3A

Page 5 0of 8/ Crp.5nu3 8

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
I poayxr: M6yknun®, TabneTKH, NOKPBITHIE MJIEHOYHOH 060J10uKoif, 400 Mr + 325 Mr

Market/ PoiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne Vel O6bem cepHH " 800000.0 Tab

Analytical Repo:‘t No/ - 040002628968 Date of Analysis / . 24.08.2024

AnanauTudeckHii oryer No JIaTa aHaJaM3a

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

Jata DpousBoacTBa T'ogen go

Mfg. License No. / MA number- /

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

Junen3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MukpoboHoJioradeckas
yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1ee yuco He 6onee 1000 KOE/r
a’poOHBIX
MHKPOOPraHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Obuee NA He 6onee 100 KOE/r
HHCJI0 IPOMOKEBBIX U
IJIECHEBLIX IPUOOB
Shall be absent in 1lg / OTtcyrcTBUE B
¢) E. coli NA Ir
10 |Assay / KoaunyecTBeHHOE 360.0 to 440.0 mg of Ci3Hi30; (ibuprofen) per

onpeanesicHue

392.3 mg/392.3 mMr

326.81 mg/326.81 Mr

tablet /

Ot 360,0 mr g0 440,0 mr C13H150, (ubynpoden) B
Tabnerke

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

O71292,5 mr o 357,5 mr CsHoNO, (napaneramonn)
B TabneTke

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoayxt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | [Iporepeno: Pardeep Kumar
Maurya @__f (_I

Approved by: Manager/Executive

/OnobpeHo: Menemxep / P
PykoBoautens Manoj Kumar W

Reprint Date:
Hara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Reprint Date:

Jara: 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: L85195AP1584FPLCD04507

www.drreddys.com



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

&
Dr. Reddy’s q...‘ Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUDHUKAT AHAJIU3A
Page 6 of 8/ Crp. 6 n3 8
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: U6ykaun®, Ta61eTKH, NOKPBIThIE IUIEHOYHOI 060/10uK0f, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccust
Batch No / . Batch Quantity / . 800000.0 tab/
Cepust Ne Rl O6bem cepun " 800000.0 Tab
Analytical Report No / - 040002628968 Date of Analysis / - 94.08.2024
AdanuTHdeckHii oT4eT Ne Jata ananuza
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
JaTa pou3BoacTBa T'onen 1o
Mfg. License No. / MA number: /
[IpousBoacTBeHHas : MNB/05/263 : : JITI-Ne(003654)-(PT'-RU)
Howmep PY
Junen3us Ne
Analysis performed according ND: / Anasm3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

11 | Package / Ynakoska 10 tablets in PVC/Al blister. 1 |10 tabletsin PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. /o 10 tabnerok |rabnetox B IIBX/Al 6nuctep. Ilo 1, 2 unu 20
B [IBX/Al 6nuctep. [To 1 6Gnuctepy |6aucTepoB B MayKy KapTOHHYK) BMECTE C
B Iayky KAPTOHHYIO BMeECT€ C |MHCTPYKLHEH MO IMPUMEHEHHIO.

HHCTPYKIIMEH N0 MPUMEHEHHUIO.
12 | Labeling / MapkupoBka |According to ND. /B cootBetctBru ¢ HI.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue IIpu TemnepaType He Boie 25 °C.

14 | Shelf life / Cpox 5 years /5 ner
FOJHOCTH

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.

Ipumeuanue: CcbUIKY B HOPMATUBHOU JOKyMeHTauWy npuBenens! Ha '@ PO XIV.
* [IpoBOJUTCS POU3BOAUTENEM TIPH BBIMYCKE MIEPHOHMUYECKH: AJs kax ol 20-0li cepuu Uiy He MeHee | pasa B rof.
IMoxazaTenb MOXET ObITh HE BKJIFOUEH B CEPTUHKAT aHaIM3a GUPMBL.

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanwue: IIpoaykt cootBeTcTBYET TpeboBanusmM HJJ 3axmoyenne: OJOBPEHO

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

IToproropneno: Santosh Kumar | Iposepeno: Pardeep Kumar /Onobpeno: MeHemxep / r J

Maurya ‘\—k (J,, PykoBoauTenrs Manoj Kumar '@L/
a— —

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.08.2024 Hara: 24.08.2024 Hara: 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 43C0 2999, Email: maii@drreddys.com
CIN: L85195AP1S84FLCO04507
www.drreddysz.com



Dr.Reddy’s Q3¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND!A
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIN3A

Page 70of 8/ Ctp. 7 u3 8

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

IIpoyxr: M6ykaun®, Tab1eTKH, NOKPbITHIE ILIeHOYHOH 060,10uK0ii, 400 Mr + 325 mr

Market / PbIHOK :Russia / Poccus
Batch No/ . Batch Quantity / . 800000.0 tab /
Cepust Ne i V2401630 O6Lem cepuH " 800000.0 Tab
Analytical Report No/ . 040002628968 Date of Analysis / . 24.08.2024
AHanuTHyecKHii oTyeT Ne JlaTa aHajiM3a
Date of Manufacture / - 07/2024 Date of Expiry / . 06/2029
JaTa DpoH3BOACTBA Togew g0
Mfg. License No. / MA number: /
IMponzBoacTBEeHHAN : MNB/05/263 ’ 1 JITI-Ne(003654)-(PT-RU)
Homep PY
| muuen3us Ne

Analysis performed according ND: / Ananus nposenen mo HJI: JITI-No(003654)-(PI"™-RU)-101123

API name / HaumenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / Ilaparieramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
gmennEacCeres DRIk QUmDER. 1101/24/A-1139, 1101/24/A-1169 4096/24-25
Homep cepuu npouspoautess ADC:
FP Manufacturer API Batch number /
Homep cepun cyGCTaHUHHE NPOU3BOJUTEIA FERA00348, FERA00349 FERA00309
I'J1d:

a0y | K e
API Manufactured by & country / ’ Limited, India / [llpu Kpuwna

HOJI Kemukanc 351
ITpouzBogureab ADC, crpana: dapmacsrotuxanc Jlumuren,
dapmacsroTukanc Jlumuresn,
W s Unpus

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

HaumeHnoBaHHe, aapec, JHLUEH3UA A
IIponsBoacTBeHHan Momaaka / Ilnomaaka
KOHTpOJsI KadyecTBa / Il1omajaka BeIIyCKa

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

MNB/05/263) /

J-p Penan’c JlaGoparopuc JIta., Mnaus, IlpoussoacteeHHoe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Juctpukt
Conan, X.I1., 173205, Muaus (uuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/
I pumeuyanue: IIpoaykr coorBeTcTBYeT Tpeboranusm HJT

Opinion : APPROVED
3akmouenue;: OJJOBPEHO

Prepared by / Checked by /
[MoxroTosacHo: Santosh Kumar | [Iposepeno: Pardeep Kumar
Maurya @g' (L

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBoautens Manoj Kumar

Reprint Date:
Hata: 24.08.2024

Reprint Date:
Jara: 24.08.2024

Reprint Date:
Hara: 24.08.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +81 40 4300 2999, Email: maii@drreddys.com
CIN: L85155AP1S84FLCO04507
wwiw.direddys.com

o




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

y Qo.." Vill. Khol, Nalagarh Road, B
ill. Khol, Nalagarh Road, Badd,,
Dl'. Red dy S D) Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS Www.drreddys.com

CEPTUDOUKAT AHAJIU3A
Page 8 of 8/ Cp. 8 uz 8

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg — 1
Mponyxr: H6ykaun®, Ta6eTKH, MOKPLITHIE MJIeHOYHOH 060/104K0#, 400 Mr + 325 mMr
| Market / Prinok :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab /
| Cepust Ne : Vi2dolest O6bem cepun " 800000.0 Tab

Analytical Repo\}'t No/ - 040002628968 Date of Analysis / . 24.08.2024

AHaJHuTHYecKHIi oTueT No JlaTa apaau3za

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

JlaTa 11poM3BoacTBa T'open g0

Mfg. License No. / MA number: /

IpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)

Homep PY

Jnuen3us No

| Analysis performed according ND: / Anasin3 nposenen no HJI: JIT-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».

3aKJII04YeHHe 0 COOTBETCTBHM: «HacTosIMM s NoaTBepIKAalo, YTO NMPHUBEJeHHas Bblle MHGOPMalIMA SBJAETCS
JIOCTOBEPHOM M TOYHOM. DTa CepHsi MPOAYKLMHM Mpou3BeleHa (BKJIOYAs YNAKOBKY (MapKMpOBKY) U KOHTPOJb
KauecTBa) Ha BhllIEyKa3aHHOM MNpPOM3BOJACTBEHHOM rUIomajke (MIOMaAKax) B IOJHOM COOTBETCTBHH C
Tpe6oBanusamMu [IpaBun Hamiexameil MPOU3BOACTBEHHON NMpakTUKKM EBpasMHCKOro sKoHoMuueckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16pst 2022) u TpebOBaHUAMH KOHTPOJIA KA4eCTBa JIEKapCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBHH CO CIEUM(PUKALUAMH, COACPIKAIUMUCS B PETUCTPALIAOHHOM JOChE CTPaHBI-UMIIOpTEpPA.
3amnKcH 1o NPOU3BOICTBY, YIIAKOBKE H aHAJIM3Y IPOBEPEHEI, U YCTAHOBJICHO MX COOTBETCTBHE TpeGoBaHuAM [IpaBun
HaJJIeXalnei MpoU3BOJICTBEHHON NpakTHKY EBpa3sniickoro 5JKOHOMHUYECKOT0 COK03ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
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