Dr.Reddy’s QE‘

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page10of 10/ Ctp. 1 13 10

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

IIpoaykr: M6ykaun®, Tab/eTKH, IOKPBITHIE ILICHOYHO 060109K0#i, 400 Mr + 325 mr

Market/ Pbraok :Russia / Poccus ]

Batch No / . Batch Quantity / - 800000.0 tab /

Cepusi Ne i VO O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002601876 Date of Analysis / . 31.07.2024

AHaJuTHIeCKHii oTueT No JaTta anaaunsa

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

JlaTa npou3BoacTBa I'onen no

Mfg. License No. / MA number: /

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

aunens3us Ne

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

No | Test/ Iloka3zaTenn Results/ PesyabTaTsl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerku
KarcyJoBUAHOH (OpPMBI, TMOKpPBITEIE
nieHoYHOH 060704KO0l OpaHkeBOro
I[BETA, C PUCKOH Ha OJHOH CTOpOHE;
Ha TOMEPEYHOM paspese — SAPO
Oenoro LBeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyjaoBUAHON
(GOpMBI, TOKPHITHIE TNIEHOUHOMH 0007104YKO#H
OpaHkeBOTo L[BETa, C PUCKOH Ha ONHOMN CTOPOHE;
Ha MONEepe4YHOM paspese — aapo 6enoro uinu
noyTtyu 6eyoro 1BeTa.

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
Sakmouenne: OJJOGPEHO

Prepared by /

Maurya

IToarorosneno: Santosh Kumar

Checked by /
[TpoBepeno: Pawan Kumar

o i

Approved by: Manager/Executive
/Onobpeno: Medemxep /
PykoBoaurenn Abhis}lek Chauhan

Reprint Date:
Hata: 31.07.2024

Reprint Date: J
Jara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax; +91 40 4500 2958, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwye.drreddys.com




Dr.Reddy’s ‘;‘

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

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

Tel 1 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

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

IMpoayr: Hoykanu®, TabneTkH, NOKPLIThIC MIeHOYHOI 060104Ko0ii, 400 Mr + 325 Mr
poxy P

Market/ Poinok :Russia / Poccust

Batch No / , Batch Quantity / ~ 800000.0 tab /

Cepusi Ne Vet OGbeM ceplin " 800000.0 Tab

Analytical Repo;t No/ - 040002601876 Date of Analysis / . 31.07.2024

AnanuTuyeckuii oTyet Ne JlaTa ananuza

Date of Manufacture / - 07/2024 Date of Expiry / - 06/2020

JlaTta mpou3BOACTBA T'oaen no

Mfg. License No. / MA number: /

IlponsBoacTBeHHAA : MNB/05/263 ’ : JII-Ne(003654)-(PT-RU)
Homep PY

nuuen3us Ne

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

Complies as prescribed/
CoOTBETCTBYET

Identification /
IHoanuHHOCTDH

2

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) /
Bpemena ynepXuBaHHS OCHOBHbIX IIHKOB Ha
XpOMAaTorpaMMe UCIBITYEMOrO pacTBOPa NOJIAKHBI
COOTBETCTBOBATL BpEMEHaM yIepXKUBaHHs MHKOB
HA XpoMarorpamMMe pacTBOpa CTaHAApTHBIX
o6pasiioB ubynpodena U napaueramosna (paszen
«KonuuecTBeHHOE ONpeeiCHAE»)

3 |Average tablets weight / 971.0 mg/ 971.0 mr 940.9 mg to 999.1 mg
Cpenusisi Macca Ta0/1eToK (970.0 mg £+ 3.0 %) /
Or 940,9 MI 10 999,1 MT
(970,0 Mr + 3,0 %)

Disintegration /
Pacnapaemoctn

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanusm HJI

06 min 53 sec/ 06 MHH 53 cex

Not more than 30 min /
He 6onee 30 Muun

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
IMToarerosneno: Santosh Kumar

Maurya @’,

[Iposepeno: Pawan Kumar

4; o

/Onobpeno: Mene/nsep /
PykoBoaurenn {&Lhishe Chauhan

H_\‘_\_’ e

Approved by: Mather! Executive

Reprint Date: i

Hara: 31.07.2024

Reprint Date:
Jara: 31.07.2024

Reprint Date:
Jara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, 8anjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2998, Email: maii@drreadys.com
CIN: LB5195AP1984PLCO04507
wwiv.drreddys.com




Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 3 of 10/ Cp. 3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoayKT: H6ykann®, TabaeTKu, NOKPbIThIE NJIEHOYHOH 060/104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus _ |
Batch No / ) Batch Quantity / ~800000.0 tab/
Cepus Ne § V2401394 O6bem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002601876 Date of Analysis / . 31.07.2024
| AHasmT4YecKkunii oTyer Ne Jara ananusa
Date of Manufacture / . 07/2024 Date of Expiry / . 06/2029
JaTa mpou3BoAcTBa Toaen no
Mfg. License No. / MA number: /
[MpouzBoacTBEHHAS : MNB/05/263 " ’ : JIII-Ne(003654)-(PT-RU)
Homep PY
Juned3hs No

Analysis performed according ND

: / Anasms nposeaed mo HJT: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /
PacrBopenue

97 % to 101%

98 % to 100%

Not less than 70% (Q) of Ci3Hi3sO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3His02 (nGynpoden) uepes
30 MuH

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

He menee 70 % (Q) CsHoNO, (napaueramon)
gepe3 30 MMH

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt coorBeTcTBYET TpeboBanusim HJT

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /

IMoarorosneno: Santosh Kumar
Maurya _

Checked by /
[Ipoeepeno: Pawan Kumar

2

Approved by: Manager/Executive
/Onobpeno: Mene i
PykoBonutens Abl

¢ hauhan

!/

Reprint Date:
Hara: 31.07.2024

Reprint Date: !
Jara: 31.07.2024

Reprint Date:
Hata: 31.07.2024

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

Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507
wwye.drreddys.com



Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 4 of 10/ Ctp. 4 u3 10

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

Ilpoayiet: I/I6VKJIHH®, TaGJIETKH, IOKPBITHIE MJIEHOYHOI 060J104K0i, 400 mr + 325 Mr

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

Cepus Ne shica s O06nem cepun " 800000.0 Ta6

Analytical Repo:‘t No/ - 040002601876 Date of Analysis / . 31.07.2024
AHanuTHYeckuii oTyeT Ne JlaTa anaauza

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

HaTta npou3BoacTsa Tonen no

Mfg. License No. / MA number: /

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

Homep PY
nunensus Ne

Analysis performed according ND: / Ananu3s nposeged no HJI: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PogcrBenHble npuMecH than 0.005% /
Method 1/ Meton 1 4-amuHOodeHoN (npuMech [apaueramona) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.04% paracetamol) - not more than 0.3% /
Jliobast eguHuuHas npumech (MOynmpodeHna WK
napaiieramosna) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.04% than 0.7% / Cymma npumeceii (Meroa 1+ Meton
2) ne 6onee 0,7 %
7 |Water / Boaga 2.1% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTByeT TpeboBanuam HJL

Opinion : APPROVED
3aknwuenne: OJOBPEHO

@

Prepared by / Checked by /
IMoarorosneno: Santosh Kumar | [Ipoeepeno: Pawan Kumar
Maurya

Reprint Date: '

Hata: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Reprint Date: ]

Hara: 31.07.2024

Registered Office: 8-2-337, Rocad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49060 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1964PLCO04507
wwiw.arreddys.com




Dr.Reddy’s ":".

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 5 of 10/ CTp. 5 u3 10

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

Hponyxr: Hoykmun®, TadaeTKn, NORPbIThIE IIeHOUHOIT 06001K0i, 400 Mr + 325 Mr

Market/ PeiHOK :Russia / Poccus B

Batch No / ] Batch Quantity / ~800000.0 tab/

Cepusi Ne Ra Oodnbem cepun " 800000.0 Tab

Analytical RepoIt No/ - 040002601876 Date of Analysis / . 31.07.2024

AHau THYECKHI oTUeT Ne Marta anannsa

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

JlaTa mpon3BoACTEA T'onen no

Mfg. License No. / MA number: /

IIpousBoACTBEHHAs! : MNB/05/263 umber: : JITI-Ne(003654)-(PT-RU)
Homep PY

aunen3us Ne

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

8 |[Uniformity of dosage
units /
OnHOpPOIHOCTD
JIO3UPOBAHHS

- ibuprofen / ubynpoden

1.2

- paracetamol / 0.7

napaneTaMost

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemiaeMocTH (AV) JoikeH
ObITh He Donee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3aTens npruemieMoctd (AV) fpomxeH
OBITH He Oonee 15,0

Remarks : The Product conforms to ND/
IIpumeyanue: I1poaykT cooTBeTcTBYET TpeboBaHHaM HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

vz

Prepared by / Checked by /
IMoaroroeneHo: Santosh Kumar | IIposepeno: Pawan Kumar
Maurya

A4

Approved by: Mang ger/Executive
/Ono6peno: Mengiukep /
Pykosoautens Abhishek ?hauhan

—

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s ":‘

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

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

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page 6 of 10 / Ctp. 6 u3 10

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

Hpoayxr: Hoykaun®, TabaeTKH, HOKPBITHIE IIJIEHOYHO} 060/104K0i, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccus ]
Batch No / _ Batch Quantity / . 800000.0 tab /
| Cepus Ne 4 V2401394 O6beM cepHH " 800000.0 Tab
Analytical Repourt No/ . 040002601876 Date of Analysis / - 31.07.2024
AHaJIMTHUYUEeCKHH oTueT No JaTta aHaausa
Date of Manufacture / . 07/2024 Date of Expiry / - 06/2029
Jata mpousBoacTBa I'ogen no
Mfg. License No. / MA number: /
INpousBoacTBeHHan : MNB/05/263 — : JITI-Ne(003654)-(PT-RU)
Homep PY
JinieH3ua Ne

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

9 |Microbiological purity* /
MukpoOuonaoruieckas
yucrora*®

a) Total aerobic microbial
count / Ob1ee 4ucio
A’POOHBIX

MHMKPOOPraHU3MOB

NA

b) Total combined yeasts
and mould count / Obiee
YHCJIO IPOACKEBBIX U
IJIECHEBBIX IPHOOB

NA

¢) 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 absent in

Ir

lg / OrcyrcTBHE

Remarks : The Product conforms to ND/
ITpumeyanue: IIpoaykT cooTBeTCTBYET TpebosaHusam H/L

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by /
Iloaroroneno: Santosh Kumar ITposepeno: Pawan Kumar
Maurya @/ L

Approved by: Manager/Executive
/Ono6peHo: Meungmiep /
Pykosoautens Abhishek Fhauhan

Reprint Date: /
Hata: 31.07.2024

Reprint Date:
Harta: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2960, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: U6ykaun®, TabaeTky, IOKPLITHIE IUIEHOYHOI 060510uK0ili, 400 M + 325 Mr

Market / PeiHoK :Russia / Poccus

Batch No / . Batch Quantity / _800000.0 tab /

Cepusi Ne 8 V2401804 O6bem cepuu * 800000.0 Tab

Analytical Repo:‘t No/ . 040002601876 Date of Analysis / . 31.07.2024

AHaJMTHYECKH i oT4eT No JlaTa aHaau3a

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

JarTa nmpon3BoicTBa Tonen no

Mfg. License No. / .

TpousBoacTBenHas . MNB/05/263 e il . JIT1-Ne(003654)-(PT-RU)
Homep PY

JHneH3kA Ne

Analysis performed according ND

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

Maurya

[Toarorosneno: Santosh Kumar

G

ITposepeno: Pawan Kumar

i,
s

10 |Assay / KosinuecTBeHHOE 360.0 to 440.0 mg of Ci3H 30, (ibuprofen) per
onpeaeeHue tablet /
3933 mg/393.3 mMr Ot 360,0 mMr no 440,0 mr C3H;302 (ubynpoden) B
TabneTke
292.5 to 357.5 mg of CsHoNO; (paracetamol) per
tablet /
322.71 mg/322.71 mr O1292,5 mr mo 357,5 mr CsHoNO» (napaueramon)
B TabyieTke
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 Tabnerok |Tabnerox B [NBX/Al 6nucrtep. ITo 1, 2 nmu 20
B [IBX/Al 6auctep. [1o 1 Gnucrepy |O6MMCTEpOoB B MAykKy KapTOHHYKO BMeECTe C
B Ma4yKy KapTOHHYK BMECT€ C |MHCTpyKUMEH IO NPUMEHEHHIO.
MHCTPYKLUMEH 0 IPUMEHEHHIO.
12 | Labeling / MapxupoBka |According to ND. /B coorsercteuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe IIpu Temneparype He Bbiie 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
rOHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [1poaykt cooTBeTcTBYET TpeboBaHuaM HJJ 3akmouenne: ONOLPEHO
Prepared by / Checked by / Approved by: Mangger/Executive

/Onobpeno: Mene,
PykoBoautens Aphishek

thauhan

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L8S195AP1984PLCOD4507

wwyv.dreeddys.com




Dr.Reddy’s Q':'

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
[ IponyxT: Moykaun®, Ta6/IeTKH, NOKPHITHIE IUICHOYHOI 060s10uK0i#, 400 Mr + 325 Mr
| Market/ PeinoK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne £ V2401394 O6bem cepunu " 800000.0 Tab
Analytical Repourt No/ - 040002601876 Date of Analysis / - 31.07.2024
AHANTMTHYECKHH 0TYET No Jara ananu3a ]
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029
JlaTa mpoH3BOACTBA I'ogen no
Mfg. License No. / MA number: /
IIpouzBoacTBEeHHASA : MNB/05/263 ) ¢ JIII-Ne(003654)-(PT"-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Anains nposeaen nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

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.: CchblIKY B HOPMATHBHO! HOKyMeHTaLiK npyuseAeHsl Ha ['O PO XIV.
* [IpOBOJMTCS TPOU3BOAUTEINEM NIPH BBINYCKE MEPHOAUYECKHU: Ul KaxxAoH 20-0H cepun uny He MeHee 1 pasa B ron.
TToxazaTens MOXKET ObITh He BKJIIOYEH B CEPTH(HKAT aHanu3a GUPMBI.

API name / Haumenosanne APC: Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapatieramon
AELmanufseureshatehmumber ) PIBM240042 1413/23-24, 0045/24-25
Homep cepnn npoussogures ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHH HPOH3BOHTEA FERA00230 FERA00274, FERA00275
IJ1d:

Remarks : The Product conforms to ND/

IIpumeuanmue: [Tpoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
IMogrorosneno: Santosh Kumar

Maurya
;-r""._._'_

Checked by /
[Ipoeepeno: Pawan Kumar

,J/L_

Approved by: Manager/Executive
/Opo6peno: Menefuxep /
Pykosoautens Ak hishel? Chauhan

s
—

Reprint Date:
Jlara: 31.07.2024

Reprint Date:
Hata: 31.07.2024

Reprint Date:
Jara: 31.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCD04507
www.drreddys.com




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

@e
Dr. Reddy’s q... Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 9 of 10/ CTp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
TIpoaykr: I/I6YKJIHH®, Ta0JIeTKH, MOKPBITHIE MJIEHOYHOI 060/10uK0ii, 400 mr + 325 mr
Market / PeiHok :Russia / Poccus ]
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus Ne £ V2401394 O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002601876 Date of Analysis / . 31.07.2024
AHanuTHYecKHi oTueT Ne JlaTa aHanu3a
Date of Manufacture / - 07/2024 Date of Expiry / - 06/2029
JlaTa mpoU3BOACTBA Topen no
Mfg. License No. / MA number: /
IIponsBogcTBeHHasA : MNB/05/263 i : JIII-Ne(003654)-(PT-RU)
Homep PY
Junen3ust No
Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country/ Limited, India / Conapa DxTHB Limited, India / lllpu Kpuinna
IIpoussoaurtens A®C, crpaHa: ®apma Caiiencus Jlumuren, ®dapmackrotukanc Jiumuten,
Nunua Hupus

Name, address, authorization No for kP 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) /

HaumeHoBaHHe, agpec, TULEH3HA A/ O-p Pennu’c Jlabopatopuc Jita., Unpus, IIpousBoacTeenHoe
IpouzBoacreennas miomanka / Ilnomagka noapazaenenue-6, Bumn. Kxons, Hanarapx Poyn, banau, JInCTpUKT
KOHTpOJI1 Ka4decTBa / Ilnomaaka BeImycKa Conan, X.I1., 173205, Uugus (muuen3us 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».

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanne: [Tpoaykr cootseTcTBYET TpeboBanusM HJ| 3axmouenne: OJOBPEHO

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

[Toarorosneno: Santosh Kumar | Ilposepeno: Pawan Kumar /OnobpeHo: MeHe,rZ\"ﬁep /

Maurya % 7 PykoBoauTens A@lek (#hauhan
o '_/'ﬁ"_'—_ _ J

Reprint Date: Reprint Date: Reprint Date:

Jara: 31.07.2024 Harta: 31.07.2024 Jarta: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCDO4507
wwwv.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: M6ykann®, Ta61eTKM, NOKPLITHIE MJIEHOYHO! 060.104K0ii, 400 Mr + 325 Mr

Market/ PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepusi Ne - V2401394 O0bem cepuH © 800000.0 Tab

Analytical Repo:’t No/ . 040002601876 Date of Analysis / . 31.07.2024

AnanuTudeckuii oTyer Ne JlaTa aHajm3a

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

Jdata mpon3BoacTBa Togen go

Mfg. License No. / MA number: /

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

aunen3ua Ne

Analysis performed according ND: / Anauu3 nposeaen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

3akJI04eHHe ¢ cooTBeTCTBHM: «HacTosNM s MOATBEpKAAI0, YTO TPUBEICHHAsS BhlIE HHPOPMALIUA ABJIAETCA
JIOCTOBEPHON W TOYHOM. DTa cepusi MPOAYKIMHM NpoHM3BeAeHa (BKIIFOUYas YMaKoBKY (MapKMpPOBKY) M KOHTPOJIb
KauecTBa) Ha BbllI€yKa3aHHON MpPOU3BOJACTBEHHOH Iuomaake (MIoaAKax) B MNOJHOM COOTBETCTBUH C
TpeboBanusamu [IpaBun Haanexaluei NMpOU3BOACTBEHHON NMPAKTHKKM EBpasMHCKOro 3KOHOMUYECKOro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsn6ps 2022) u Tpe6OBaHUAMHU KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEICTB,
a TaKXKe B COOTBETCTBUM CO CielM(UKALIUAMU, COASPKALUUMUCS B PETUCTPALIMOHHOM JOChe CTPaHBbI-UMIIOPTEpa.
3anucH Mo MPOU3BOJICTBY, YIIAKOBKE U aHANN3Y [IPOBEPEHEL, U yCTaHOBIIEHO X COOTBETCTBHE Tpebosanusam [Ipasun

HajJiealleld Npou3BOJACTBEHHON NpakTUKU EBpa3sHuilckoro 3KOHOMHYECKOTO COKO3ay.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT Tpebopanuam HJI

Opinion : APPROVED
3axaouenue: OJOBPEHO

Prepared by /
IMoarorosneno: Santosh Kumar
Maurya ’

Checked by /
[IpoBepeno: Pawan Kumar

A

Approved by: Manager/Executive
/OnobpeHo: Menenxkep /
PyxoBogutens A

Reprint Date:
Hata: 31.07.2024

Reprint Date:
Jara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 49C0 29060, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCOO4507
ww\v.drreddys.com




