Dr.Reddy’s Q':

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

Vill. Khol, Naiagarh Read, Baddi,

Cistt. Solan, H.P, 173 205, IMNDIA

Tel: +91 98156 56001-02

www. drreddys,com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 1 0f 10/ Crp. 1 u3 10

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

Hpoayxr: H6ykaun®, Ta61eTKH, NOKPHITHIE ILIEHOYHOH 060104K0H, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepns No i W2A0eorD O0nem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002759325 Date of Analysis / - 19.12.2024

AHanuTHYecKkuii oTder No JlaTa aHaau3a

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa mpoM3BoOACTBA T'ogen a0

Mfg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed accordi_ng ND: / Ananu3s nposege mo H: JITI-Ne(003654)-(PT-RU)-101123

Ne [Test/ Iokaszatean Results/ PesynabTaThl

Specification / Hopma

Appearance /

1 |Ouucanue
the cross-section. / TabneTku

Ha MOMEPEYHOM pa3pese — AApo
benoro HBera.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at

KaTCYNOBUHOH (OPMEL, IOKPBITHIE
MJIEHOUHOH 060104KOI OpaHKEBOrO
LIBETa, C PUCKOH Ha OJJHOM CTOpPOHE;

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabeTky kancynoBUAHOM
(hopMbI, MOKPBITHIE TNIEHOYHOH 060104KO#
OpaHXXEBOIr'O LIBETa, C PHCKOH Ha OHOU CTOPOHE;
Ha MONEPEYHOM paspese — sApo OeIoro uiu
[OYTH 6EJIOro LBETA.

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykrt cootBeTcTBYET TpeboBanMaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by /
[Noarorosneno: Shivani Devi

AT

[Tpoeepeno: Santosh Kumar
Maurya @

Approved by: Managgr/Executive

/Onobpeno: Menemxep /

PyxoBoauTens: Al:}h’shek Chayhan
[

——

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Hata: 19.12.2024

Reprint Date:
Harta: 19.12.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘;‘

Dr. Reddy's Laboratories itd
Formulation Unit-6

Vill. Khol, Nalagarh Reatl, Badid,
Distt. Solan, H.B., 173 205, 1N oa
Te! : +91 93156 56001-02

wwiw drreddus com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 2 of 10/ Ctp. 2 u3 10

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

Mpoayxr: M6ykaun®, TabaeTKH, NOKPHITLIE ILIEHOYHOi 060104K0ii, 400 Mr + 325 Mr

Market/ Poiaok :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab/
Cepus Ne + V2402670 O6nem cepun " 800000.0 Tab
Analytical Report No / - 040002759325 Date of Analysis / - 19.12.2024
AHanuTHYecKHH oTyeT No | JaTa ananu3a
Date of Manufacture / 112024 Date of Expiry / - 10/2029
JlaTa mpou3BoacTBa I'onen no
Mfg. License No. / MA number: /
IlponsBoacTBeHRAas - MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY
auuen3us Ne -

Analysis performed according ND

: / Auanu3 nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CooTBETCTBYET

2 |Identification /
IlopyuHHOCTL

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 ynepXHMBaHHMsi OCHOBHBIX IIMKOB Ha
XpOMaTOrpaMMe HCIBITYEMOrO PacTBOPA NOJDKHBI
COOTBETCTBOBATh BpEMEHAM YAEP)KHBaHHUS TTHKOB
HA XpoMarorpaMMme pacTBOpa CTaHAapTHBIX
obpaznor nbynpodeHa u napaneramosia (paszen
«KonuvecTBeHHOE ONpeeeHHEN)

3 |Average tablets weight / 971.3 mg/971.3 mMr

Cpenussi Macca TabJIeTOK

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /
Or 940,9 MI Jo 999,1 MI'

(970,0 mr + 3,0 %)

4 |Disintegration / 06 min 06 sec / 06 muH 06 cex

Pacnagaemoctn

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootBercTBYET TpeboBaHusM HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Shivani Devi

bT

-

ITpoBepeno: Santosh Kuqnar
Maurya l&,

e

Approved by: Mangger/Executive
/Ono6peno: Menejixep /
PykoBoaurens: A hishekfhauhan

Reprint Date:
Jata: 19.12.2024

Reprint Date:
Mara: 19.12.2024

Reprint Date:
Jlara: 19.12.2024

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: L85195AP1984PLC0O04507

www.dirreddys.com




Dr.Reddy’s ":'

CERTIFICATE

Dr. Reddy's Laboratories iid,
Formulation Unit-6
Vill, Khol, Nalagarh Road, Badldi

Distt. Solan, H.P., 172 205

Tel 149198156 56001-07

OF ANALYSIS

CEPTHOMKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: W6ykaun®, TabieTK, HOKPLITHIE mreHo4YHoM 00010uKoii, 400 Mr + 325 mMr

nunensust Ne

Homep PY

Market / PoIHOK :Russia / Poccus

Batch No/ ) Batch Quantity / ~800000.0 tab /

Cepust Ne V2402608 O06BbeM cepHH " 800000.0 Tab

Analytical Repourt No/ - 040002759325 Date of Analysis / . 19.12.2024
AHAJUTHYECKHIi oTueT No Jlara anajiusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JiaTa MpoOH3BOACTEA Topen o

Mfg. License No. / .

IIpousBoicTBenHas . MNB/05/263 MA number: / . JII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananu

3 nposenen no HJL: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

Not less than 70% (Q) of C13H 3Oz (ibuprofen)
PacTrBopenne after 30 min/
100 % to 103 % He menee 70 % (Q) CisHisO2 (ubynpoden) uepes
30 muH
Not less than 70% (Q) of CsHoNO: (paracetamol)

after 30 min/
99 % to 103 % He menee 70 % (Q) CsHoNO» (mapanetamon)
yepe3 30 MuH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT coorseTcTBYeT TpeGoBanmam HIL 3axmouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Shivani Devi TTposepeno: Santosh Kumar /Ono6peno: MeHeep /

} T Maurya ( 3 Pykosomutens: Abhishek (_fhauhan
Reprint Date: Reprint Date: Reprint Date:
Jutw, 19.12.202 Mata; 19,17 72074 Iara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O0O4507
www.direddys.com




Dr. Reddy's Laboraiories jir
y .... Forrmulation Unit-5
Dr. Reddy s .. \/i.H. Khol, Nafazarh Read, &
Disit. Solan, H.P, 173
Tel: +91 98166

sl
A TATH VIR IR

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 4 of 10/ CTp. 4 uz 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Moykaun®, Ta6eTKH, NOKPHIThIE MUIEHOYHOM 060,104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepnsi Ne { V2402670 O0bem cepuu " 800000.0 Tab

Analytical Repourt No / - 040002759325 Date of Analysis / - 19.12.2024

AnanuTHYecKui oTyeT No Jata ananusa ]

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

Jata npou3BOACTBA I'open no

Mfg. License No. / .

| [ R ———— - MNB/05/263 MA ‘Timbers:/ - JITI-Ne(003654)-(PT-RU)
Homep PY

JHIeH3Hs Ne

Analysis performed according ND: / Ananu3 leOB_e,)J(’:H no HJI: JITII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / - 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHble NpHMecH than 0.005% /
Method 1/ Meton 1 4-amuHodeHon (NpuUMech MapaneraMoia) He

6onee 0,005 %

Method 2 / Meton 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /

PERMCTRALIH Jiobast emuuuuHas npumech (UOympodeHa HIH
napaneramoda) e bonee 0,3 %
Total impurities (Method 14+ Method 2) - not more
0.0002%

than 0.7% / Cymwma npumeceii (Meron 1 + Metog
2) He 6osiee 0,7 %

7 |Water / Boxa 1.6 % Not more than 5.0% /
He 6ouee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [TpoaykT cooTBeTcTByeT TpeboBaHUsM HJL 3akmouenne: OTJOBPEHO
Prepared by / Checked by / Approved by: Managej/Executive
[Toarotosneno: Shivani Devi [lposepeno: Santosh Kumar /OnoGpeno: Menemxgp /

/& r Maurya fg\ Pykosoantens: Abhjshek Che7hhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.12.2024 Jara: 19.12.2024 Hata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mzil@drreddys.com
CIN: L85195AP1984PLC0O04507
www.dirreddys.com




Dr.Reddy’s ‘,‘:‘.

Dr. Reddy's Laboraiories itd
Formulation Unit-6

Vill. Khol, Natagairh Road, B
Distt. Solan, H.B, 173 205, i1
Tel: +91 983156 56001-02
wwwrdrraddys com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: Moykaun®, Ta6eTKH, IOKPHIThIE IUIEHOYHOH 060,104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi o - £ V2402670 O6bem cepun ' 800000.0 Tab

Analytical Repovrt No/ - 040002759325 Date of Analysis / . 19.12.2024

ApanuTHyecKUi oTyeT Ne JlaTa ananuza

Date of Manufacture / - 11/2024 Date of Expiry / . 10/2029

JlaTa mpoM3BOACTBA Tonen no

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAA : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne

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

8 |Uniformity of dosage
units /
OnHopogHOCTh
J03HPOBaHHS

- ibuprofen / ubynpoden

- paracetamol /
napaneTamo

0.8

0.8

Acceptance value (AV) should be not more than
15.0 /Iloka3aresp npuemieMocTd (AV) goJkeH
ObITb He Oostee 15,0

Acceptance value (AV) should be not more than
15.0 / IToka3arenp npuemiaeMocTH (AV) 10MKEH
ObITH He 6omee 15,0

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Shivani Devi

A

Maurya

—

/

Checked by /
[Tposepeno: Santosh Ku%flr

Approved by: Manager/Executive
/Ono6peno: Meneaxgp /
PyxosoauTens: Abhjshek Ch}uhan
—7

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Hata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, Indiz
Tel: +51 40 4900 25900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.direddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboraiories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Bacidj,
Distt. Solan, H.P., 172 205, kDA
Tel: 491 98156 56001-02

ww drreddys com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 6 of 10/ Crp. 6 u3 10

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

Ipoaykr: Moykanu®, Ta6aeTKH, DOKPBITHIE NVIEHOYHOH o6os10uKoii, 400 mr + 325 Mr

Market/ PolHOK :Russia / Poccust

Batch No / _ Batch Quantity / ~ 800000.0 tab/

Cepust No } V2402670 O0bem cepu " 800000.0 Tab

Analytical Repo\}'t No/ . 040002759325 Date of Analysis / . 19.12.2024

AHaaHTH4ecKkuii oTdeT No JaTta ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029

JlaTta OpoH3BOACTBA TopeH /10

Mfg. License No. / MA number: /

IIpon3BoOACTBEHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)
Homep PY

Jnnen3ng Ne

Analysis performed according ND: / AHanu3 nposesesn no HJI: JII-Ne(003654)-(PT-RU)-101123

9 [Microbiological purity* /
Muxpo61oJornYecKas
YHCTOTA*

a) Total aerobic microbial NA
count / ObLiee 4UCIo
a’pobHbIX
MHKpPOOPraHU3MOB
NA
b) Total combined yeasts
and mould count / O0mwee
YHCNIO APOXOKEBBIX U
ieCHeBbIX TPUOOB NA
c) E. coli

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

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

Shall be absent in 1lg / OTtcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
ITpumeuanue: [IponyKT cooTBETCTBYET tpebosanuam HJT

Opinion : APPROVED
3akmouenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoaroTosneno: Shivani Devi [Tposepeno: Santosh K 3 /Ono6peHo: Menemyep /

) i Maurya {% Pykopoautens: Ab{ishek C?ﬂuhan
Reprint Date: Reprint Date: Reprint Date: :
Jarta: 19.12.2024 Tara: 19.12.2024 Hata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr. Reddy's Laboiatorias Lid.
Formulation Unit-6

@
Dr' Reddy,s "... Vill. Khol, Nalagarh Read, Bacidi,

Distt. Solan, H.P,, 273 205. 1MID4
Tel 1491 98166 55001-02

VUL TR T e
PR AN S N R SR R U B

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 7 of 10/ CTp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxt: U6ykann®, TabneTku, NOKPHIThIE NIEHOUHOH 060104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne el O6beM cepun " 800000.0 Tab

Analytical Report No / . 040002759325 Date of Analysis / . 19.12.2024

AHaauTHYeCKHIf oTyeT Ne JlaTa aHam3a

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JaTa npoH3BOACTBA T'open a0

Mfg. License No. / MA number: /

IIpouzBoacTBeHHasA : MNB/05/263 ) ;. JITI-Ne(003654)-(PI'-RU)
Howmep PY

JHUeH3Hs Ne -

Analysis performed according ND: / Anasnns nposeaen no H/U: JIH-N9(003_654)-(P1"-RU)-101 123

10 |Assay / KosiuuecTBenHoe 360.0 to 440.0 mg of C3H;30: (ibuprofen) per
onpeaeieHne tablet /

395.5 mg/395.5 mr Ot 360,0 mr no 440,0 mr C3H302 (uGynpoden) B
TabyeTke

292.5 to 357.5 mg of CgHoNO: (paracetamol) per
tablet /

321.79 mg /321.79 mr Ot 292,5 Mr g0 357,5 mr CsHoNO, (mapaueramonn)
B TabneTke

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 TaGnetok |Tabnetok B IIBX/Al Gmuctep. o 1, 2 uau 20
B I[IBX/Al 6nucrep. ITo 1 6nuctepy |OnucTepoB B Mayky KapTOHHYIO BMECTE C
B IauyKky KapTOHHYIO BMeCTe C |HHCTPYKLHEH IO NPUMEHEHHIO.

WUHCTPYKLHEH 110 NpUMEeHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBercteun ¢ HJL

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue I1pu Temneparype He Bbile 25 °C.

14 | Shelf life / Cpok 5 years /5 net
rOAHOCTH

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr coorBeTcTBYET TpeboBanusm HJI 3axmogenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managey/Executive
[ToaroroeneHo: Shivani Devi [TposepeHo: Santosh Kpmar /Ono6peno: Meuemxgp /

/8 ' Maurya & PykoBoautesb: Abhjshek Cl?auhan
Reprint Date: Reprint Date: Reprint Date: ’

Hara: 19.12.2024 Hara: 19.12.2024 Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badidj,
Distt. Solan, H.P,, 173 205, MDA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 8 of 10/ Crp. 8 m3 10

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

poaykr: Uoykiaun®, TabieTikH, MIOKPbITHIE NJEH04HOI 060104K0#, 400 Mr + 325 Mr
poay y p

Market / PoiHOK :Russia / Poccus |
Batch No / . Batch Quantity / ~800000.0 tab /

Cepus No V2402610 O6bem cepun " 800000.0 Tab -
Analytical Repourt No/ - 040002759325 Date of Analysis / . 19.12.2024

AHanHTHYECKHi 0TYeT Ne - Hata anaju3sa

Date of Manufacture / - 11/2024 Date of Expiry / - 10/2029

JlaTa mpou3BOICTBA

Mfg. License No. / MA number: /

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

| IMneH3Ha Ne

Analysis performed according ND: / AHanu3 npogsefen no HI: JITI-Ne(003654)-(PI'-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The

arameter may be absent from the Company's certificate of analysis.
p y pany y

[Tpumeyanue: CCbUTKH B HOPMATUBHOH JOKyMeHTauuu npuseaeHsl Ha 'O PO XIV.
* TIpoBOAUTCS IPOU3BOJANTENEM MTPH BHITYCKE MEPHOJUUECKU: AN Kax ok 20-0i cepuy UM He MeHee 1 pa3a B

rog. [TokasaTens MOXKET GbITh He BKJIOYEH B CEpTUGUKAT aHaNN3a GUPMBI.

API name / HaumenoBanue ADC:

Ibuprofen / Ubynpoden

Paracetamo] / [lapaueramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [Tapareramon

API manufacturer batch number /

1101/24/A-3419 APAP/24091294
Howmep cepun npousBoguteas ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIIUH NPOU3BOAHTES FERA00602 FERAO00539
rJid:
IOL Chemicals and

API Manufactured by & country /
IIpousBogurtens ADC, cTpaHa:

Pharmaceuticals Limited, India /
HNOJI Kemukaic 381
®apmackrotukanic Jlumuren,
WNunus

Granules India Limited, India /
I'panynec Unnus Jlumuten, Unausa

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykt cootBercTBYeT TpebopanusM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
Hoxarorosneno: Shivani Devi

I

Maurya

[TpoeepeHo: Santosh Kumar

%

Approved by: Managef/Executive
/Ono6peno: Menemxgp /
Pykoponutens: Abhishek Chf;uhan

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Reprint Date:
Hara: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +61 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories iid
@ Formulation Unit-6
Dr‘l Reddy9s ‘O.. Vill. Khol, Naiagarh Road, Baciclj,
b Distt. Solan, H.P., 173 205, INDia
Te!: +91 98156 560G1-0%

v drreddys com
!

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 9 of 10/ CTp. 9 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| Mpoxykr: Moyknun®, TaGreTu, NOKPLITHIE MICHOYHOMH 060/104K0H, 400 Mr + 325 Mr =
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepust Ne V2402670 O6bem cepu " 800000.0 Tab
Analytical Report No/ . 040002759325 Date of Analysis / . 19.12.2024
AHanHTHYeCKMii 0TYeT Ne JaTa anannsa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029
| laTa mpoH3BOACTBA T'ogen no
Mfg. License No. / MA number: /
[IpousBoacTBEHHAS : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY
JiuneH3uss Ne
Analysis performed according ND: / Anasnu3 npoeeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHHe, aapec, JHUCH3USA IS J-p Pennn’c Jlaboparopuc JIta., Unaus, IIpoussoacTeentoe
IIpousBoacTBenHas miowaaka / Ilnomanka nogpasaenenune-6, Bunn. Kxons, Hanarapx Poyn, bagau, Jluctpuxr
KOHTPOJIsl KadecTBa / ILnomaaka Beimycka Conan, X.I1., 173205, Unaus (tunen3us 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».

3aKJII0ueHHe 0 COOTBeTCTBHH: «HacTosImuM 51 MOATBEPKAA0, YTO NPUBEJCHHAs Bhbllle HHPOpPMAIUA ABISETCS
JIOCTOBEPHOH M TOYHOM. DTa cepHs NPOAYKLMH TpOM3BeJieHa (BKIIOYAs YMaKOBKY (MapKUPOBKY) M KOHTPOJIb
KauecTBa) Ha BBIIIEYKA3aHHON TMPOU3BOACTBEHHON Iulomuke (IUIOWEAKAX) B {IOJTHOM COOTBETCTBMU C
TpeGosanuamy IIpaBun Hapnexailedl NPOU3BOACTBEHHOM MpakTiku EBpasmiickoro sxonomuyeckoro corosa (No
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 Tpe60oBaHUAMU KOHTPOJIA Ka4eCTBa JICKAPCTBEHHBIX CPEACTB,
a TaKoke B COOTBETCTBHM CO CreLADHKALIMAMH, COAEPKALUMUCS B PETHCTPALMOHHOM NOChE CTPaHBI-HMIIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumedanue: [Ipoaykr cootBercTByeT Tpedosanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Hxecutive
[Toarorosneno: Shivani Devi [IposepeHo: Santosh Kumar /Ono6peHo: Menemiep),

gf/ Maurya Z PykoBoauTeb: Abhisl_-' k Chaur)an
Reprint Date: Reprint Date: Reprint Date: '
Hara: 19.12.2024 HNara: 19.12.2024 Jlata: 19.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: H6ykaun®, Ta6eTKH, NOKPHITHIE ILIEHOYHOH 000J104K0M, 400 Mr + 325 mr
Market/ Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepus Ne i V2402670 O0Bem cepun " 800000.0 Tab
Analytical Repo“rt No/ - 040002759325 Date of Analysis / - 19.12.2024
AHaauTHYecKHui oTyeT No HMata anaausza
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2029
JlaTa mpou3BoacTBA I'onen a0
Mfg. License No. / MA number: /
IIponsBoacTBEHHAA : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY
| IHLEeH3us Ne
Analysis performed according ND: / Anaau3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

3anucy no IIpOU3BOACTBY, YIIAKOBKE U aHAJIU3Y MPOBEPEHDI, H YCTAHOBJICHO HX COOTBETCTBHE Tpe60BaHI/I5{M HpaBI/IJ'[
HaJJieXxauen HpOH3BOIICTBeHHOﬁ [MpaKTUKH EBpaSHﬁCKOFO 3KOHOMHYECCKOI'0 COrO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanue: [Ipoaykr cooteeTcTBYeT TpeboBanusam HJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarororneno: Shivani Devi [TpoBepeHo: Santosh Kumar /OnobpeHo: Mernemxgp /
Maurya @ Pykopomutens: Abhjshek Chauhan

pr | =
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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: LB5195AP1984PLCO04507
www.drreddys.com




