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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 0f 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoayXKr: I’IﬁyKnun®, Ta6JIeTKH, HOKPBITHIE IJIEHOYHO# 000J10uKoi, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne ANl O6bem cepuu " 800000.0 Tab

Analytical Repo;t No/ - 040002866870 Date of Analysis / . 99.03.2025

AHaJMHUTHYeCKUH oTueT No JlaTa anajau3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JlaTa 1r1poH3BOACTBA T'onen 1o

Mfg. License No. / MA number: /

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

Juuensus No

_Analysis performed according ND: / Apajiu3 nposejeH mo HII JITI-Ne(003654)-(PT-RU)-101123

Ne |Test/ Iloka3zarTenn

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Onuncanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerku
KamcyjaoBHIHOH ()OPMBL, TOKPEITHIE
TUIEHOUHOW 000JI0UKOH OpaHkeBOro
1I|BETa, C PUCKON HA OJHOW CTOPOHE;
Ha [OMEPEUHOM paspese — SApo
OeJoro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyJJOBUAHOM
(hopMbl, TOKPBIThIE MJIEHOYHOH 000JI0UKOH
OpaHXEBOTO I[BETA, C PUCKOH HAa OHOMN CTOPOHE;
Ha NOTIEpeYHOM pas3pese — AApo GeNoro Win
noutu 6enoro 1Beta.

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoayxT cooreTcTBYET TpeboBanusM HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoaroroeneno: Ramakant

S

Checked by /
[TpoBepeno: Pardeep Kumar

—|

—

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBonutens: Pavan Kumar Sharma

§ T R
—

Reprint Date:
Hara: 29.03.2025

Reprint Date:
Hara: 29.03.2025

-

Reprint Date:
Hara: 29.03.2025

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 n3 10

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

Hpoaykr: M6yknun®, Ta61eTKH, TOKPBITbIE IUIEHOYHOMH 060.104K0ii, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus No : VeI O6nem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002866870 Date of Analysis / - 29.03.2025

AHAIHMTHYECKH I oTueT No JlaTa anannza

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030
JlaTa npou3BOACTBA T'onen no

Mfg. License No. / MA number: /

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

Homep PY
JHIeH3us Ne

Analysis performed according ND: / AHa1u3 nIpoBeJieH 1o HI[ JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /
ITonHHOCTDH

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 ylepKUBaHWS OCHOBHBIX IHKOB Ha
XpOMAaTorpaMMe UCIBITYEMOTO PacTBOPa JOJDKHEI
COOTBETCTBOBATh BpEMEHAM YePKHUBAHHsI MHKOB
Ha XpoMmarorpaMMe pacTBopa CTaHIAPTHBIX
o6pasuoB ubynpodeHa U napaineramona (paszgen
«KonuuecTBeHHOE ONPENIENICHUE)

3 |Average tablets weight / 975.3 mg/975.3 Mr

Cpenunss macca TabieTox

940.9 mg to 999.1 mg
(970.0 mg +3.0 %) /
Or 940,9 MI J0 999,1 MI

(970,0 mr £ 3,0 %)

4 |Disintegration / 01 min 44 sec / 01 mMuH 44 cex

Pacnmagaemocthb

Not more than 30 min /
He 6onee 30 MuH

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

Opinion : APPROVED
3akmwyenne: OJJOBPEHO

Prepared by / Checked by /
[Togrorosneno: Ramakant

A N

[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykooaurenb: PavanKumar Sharma

Reprint Date:
Hara: 29.03.2025

Reprint Date:
Hara: 29.03.2025

i
-

Reprint Date:
Hata: 29.03.2025

Registered Gffice: 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: L85195AP1984PLC004507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 3 0of 10/ Ctp.3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoaykT: M6ykaun®, Ta6aeTKH, NOKPBITHIE MIEHOYHOI 060104K0i, 400 Mr + 325 mr

Market / PoiHOK : Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne SV O6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002866870 Date of Analysis / . 29.03.2025

AHauTHYecKHi oTueT Nt JlaTta ananuza

Date of Manufacture / . 02/2025 Date of Expiry / - 01/2030

JlaTa IpOH3BOACTBA T'onen 1o

Mfg. License No. / MA number: /

IIpouzsoacreennast : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Howmep PY

JUueH3us No _

Analysis performed according ND: / Anaaus nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci3HisO. (ibuprofen)
PacTBopenue after 30 min/

100% to 102 % He menee 70 % (Q) Ci13HzO2 (ubynpoden) uepes
30 Mun

Not less than 70% (Q) of CgHoNO; (paracetamol)
after 30 min /

97 % to 101 % He menee 70 % (Q) CsHoNO; (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanusam H]I 3akmouenne: OIOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Ramakant [Tposepeno: Pardeep Kumar | /Opo6peno: Menemxep /

() ; ‘ PykoBoautens: Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.03.2025 Jara: 29.03.2025 Jara: 29.03.2025

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: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Page 4 of 10/ CTp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Tponykt: U6ykaun®, Ta6eTkd, DOKPLITHIE INIEHOYHOI 060.104KOi, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ] Batch Quantity / ~ 800000.0 tab/

Cepus Ne : V2500471 O6nem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002866870 Date of Analysis / - 99.03.2025

AHaauTHYecKHil oTyeT Ne JaTa ananuza

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2030
Jata npon3soacTBa T'onen no

Mfg. License No. / MA number: /

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

Homep PY
aunenzus Ne

| Analysis performed according ND: / Anaan3 nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

Ipumeuanne: [Ipoaykr coorBercTBYeT TpeboBanusM HJI

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE IPUMECH than 0.005% /
Method 1/ Meron 1 4-amuHodeHoN (npuMech MapaleramMoina) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jio6Gas eauHuuHas nprMech (UOympodeHa uiu
napayeramona) He 6onee 0,3 %
o Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceii (Meton 1 + Metog
2) He bonee 0,7 %
7 |Water / Bona 1.3% Not more than 5.0% /
He 6onee 5.0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axawuenne: OJJOBPEHO

Prepared by /
IMogrorosneno: Ramakant

>

Rl

Checked by /

[

—

[IpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens: Pavan Kumar Sharma

==

Reprint Date:
Jara: 29.03.2025

Reprint Date:
Jlara: 29.03.2025

Reprint Date:
Hata: 29.03.2025

Registerad Cffice: 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: L85195AP1284PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykaun®, TabaeTkn, NOKPLITHIE MJIEHOYHO# 060104Koii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ; Batch Quantity / _ 800000.0 tab /

Cepust Ne : V2500471 O6nem cepun " 800000.0 Tab

Analytical Report No/ - 040002866870 Date of Analysis / - 99.03.2025

AHanuTH4eckuii oTueT No JlaTa aHaaM3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa npon3BOACTBA T'onen go

Mfg. License No. / MA number: /

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

JnneHsusa Ne

Analysis performed according ND: / Anaan3 nposeaen no HJI: JII_I-N9(003654)-(PF-RU)-101123

8 |Uniformity of dosage
units /

{OnHOpoaHOCTD
JIO3UpOBaHUs

- ibuprofen / ubynpoden

- paracetamol /

rnapageTamoll

Acceptance value (AV) should be not more than

1.7 15.0 /Tlokazarenb NpReEMNEMOCTH (AV) n105KeH

ObITH He Oonee 15,0

Acceptance value (AV) should be not more than

2.0 15.0 / ITokazatens npreMineMocTd (AV) nomkeH

ObITb He Oonee 15,0

Remarks : The Product conforms to ND/
IIpumeuyanue: [Iponykr cootBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroroeneHo: Ramakant [IpoBepeno: Pardeep Kumar /Onobpeno: Menenxep /
i PyxoBoautens: Pavan Kumar Sharma
= = e
Reprint Date: ' Reprint Date: Reprint Date:
Jlata: 29.03.2025 Jara: 29.03.2025 JHata: 29.03.2025

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: mail@drreddys.com

CIN: L85195AP1284PLC004507
www.drreddys.com




Dr.Reddy’s Q‘!'
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

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

Hpoaykr: H6ykann®, TabJeTKH, MOKPbIThIE ILIEHOYHOl 060104K0ii, 400 Mr + 325 Mr

Market / PriBok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne VR O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No / - 040002866870 Date of Analysis / . 90.03.2025

AHanuTH4yeckuii otyer Ne JlaTa aHaau3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

JaTa NpoH3BOACTBA T'open no

Mfg. License No. / MA number: /

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

JHUEH3Ha Ne

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

9 |Microbiological purity* /
Mukpo6uosornyeckasn
yHcToTa*
|a) Total aerobic microbial
count / Ob1ee 4UcIo
a’pOOHBIX

MHUKPOOPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Ob1ee
YHCJIO APONOKEBBIX K
TICCleBLIX rpHboD

c¢) E. coli

Shall

Ir

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

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

be absent in 1g / OtcyrcTBHe B

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykTt cootBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Ramakant

[TposepeHo: Pardeep Kumar

C'““J =i

Approved by: Manager/Executive
/Opobpeno: Menemxep /
PykoBomutens: Pavan Kumar Sharma

I

A e

Reprint Date:
Jata: 29.03.2025

Reprint Date:
Jara: 29.03.2025

Reprint Date:
Hara: 29.03.2025

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: mail@drreddys.com
CIN: L85195AP1284PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

&
B ; Formulation Unit-6
F:Bs § Vill, Kho!, Nalagarh Road, Baddi,
’ Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
|Hpoaykt: M6yxnun®, TabaeTku, NOKPHITHIE MLIEHOYHOIT 060.104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi No 5 V2500471 O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002866870 Date of Analysis / . 29.03.2025

AHaguTHYeCKHi oTyeT No JlaTa anaju3za

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030
 JlaTa npou3BOACTBA I'ogeH no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHast : MNB/05/263 ) ¢ JIII-Ne(003654)-(PI'-RU)

Homep PY
auuen3ud Ne

Analysis performed according ND: / Auanus nposenen no HJI: JITI-Ne(003654)-(PI"-RU)-101123

10 |Assay / Kosm4yecTBeHHOE 360.0 to 440.0 mg of C;3H;30: (ibuprofen) per
ompefaeieHue tablet /

398.0 mg / 398.0 mr Ot 360,0 mr mo 440,0 mr C13H1302 (ubynpoden) B
[ TabneTke

292.5 to 357.5 mg of CsHoNOs (paracetamol) per
tablet /

319.55mg/319.55 mr Or1292,5 mr 1o 357,5 mr CsHoNO, (napaueramon)
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 Tabnetok |tabnerox B IIBX/Al 6aucrep. Ilo 1, 2 unu 20
B [IBX/Al 6auctep. [To 1 Onuctepy |6MHCTCPOB B MAYKY  KAPTOULYIO  BMeCre o
B IMAuKy KapTOHHYK) BMECTe€ C |HHCTPYKLHMEH MO NPUMEHEHHMIO.

MHCTPyKOMel 0 NPAMEHEHUIO.
12 | Labeling / MapkupoBka |According to ND. / B coorBercTBuu ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHne I1pu Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpox S years/ 5 ner
rOJHOCTH

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanne: [Tpoaykr coorBercTByeT TpeboBaHusam HJI 3axarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toaroroeneno: Ramakant [Tpoeepeno: Pardeep Kumar /Opo6peHo: Menemxep /
{M :j‘ - Pyxosoputens: Pavan Kumar Sharma
o e . AT - | __-—~:- S
Reprint Date: Reprint Date: Reprint Date: .
Hata: 29.03.2025 Jara: 29.03.2025 Hara: 29.03.2025

Registered Office: 8-2:337, Read No. 3, Banipia it iiydieriaibad - S04, Tdrgaires, i
Tel: #91 40 4900 2900, F: 31 40 4300 299, Bmaill. i ii@dmeddiys com
CIN: L3S SSARTIRAIPLCOUASRY
ey ko




Dr.Reddy’s Q':.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Jel: +91 95166 56001 02
www.drreddys.coiri

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

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

Mpoaykr: Moykaun®, TabaeTku, NOKPbITHIE IIEHOYHOI 060104uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab/

Cepust No Bl O6bem cepum " 800000.0 Tab

Analytical RepOft No / - 040002866870 Date of Analysis / - 29.03.2025

AHaIUTHYECKHH oTYeT Ne Jarta ananusa

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa npon3BOACTBA T'onen no

Mfg. License No. / MA number: /

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

JuneH3usa Ne B

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIIT-Ne(003654)-(PT-RU)-101123

* 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.

[Tpumeuanue: Cchiiku B HOPMATHBHOM AoKyMeHTaUuu npueesenbl Ha 'O PO XIV.
* TIpOBOAMTCS MIPOU3BOJUTENIEM ITPH BBIMYCKE NEPUOAMYECKU: 1S KaxkAoH 20-0i cepun i He MeHee 1 pasza B

ro. [TokasaTens MoXeT ObITh He BKIIOYEH B cepTU(UKAT aHann3a GupMsl.

I'1d:

API name / Hanmenopanue A®DC: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / Ubynpogen Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM240221 APAP/24081243
Homep cepun npoussoautesia ADC: B

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIHH NPOU3BOAUTEIS FERAO00741 FERA00703

API Manufactured by & country /
IIpoussogurens APC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DKTuB
®apma Caitencus Jlumuren,

Granules India Limited, India /
I'panynec Uunug Jlumuten, Munus

Hupus

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akawdenne;: OJJOBPEHO

Prepared by / Checked by /
[Toarororneno: Ramakant [TpoBepeno: Pardeep Kumar

of

Approved by: Manager/Executive
/On06peHo: Meunemxep /

PyxoBogutens: Pavan Kumar Sharma

.”"\ \ =4 “\ <
W Reprint Date:
Hata: 29.03.2025

Reprint Date:
Jara: 29.03.2025

—

Reprint Date:
Hara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

@
DI'. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Page 9 of 10 / CTp. 9 m3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxykt: M6ykann®, TabieTku, NOKPLITHIE IIEHOYHOI 060104K0i, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne + V2500471 O0nem cepun " 800000.0 Tab
Analytical Repourt No / - 040002866870 Date of Analysis / - 99.03.2025
AHanuTHYecKHii oTueT No JlaTa aHaJIM3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa npou3BoacCTBA T'onen g0
Mfg. License No. / MA number: /
IIpouseoacTBeHHasd : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
Junen3ust Ne
Analysis performed according ND: / Ananns nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for FP 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) /
HaumeHoBanue, agpec, JHLIEH3HS IS I-p Pennu’c Jlaboparopuc JIta., Hunus, IIpousBoactBenHoe

IIpouszBoacTBenHas niaowmanka / Ilnomanxa nonpasneneuue-6, Bui. Kxons, Hanarapx Poyn, banau, Jluctpukr
KOHTPOJA KadecTBa / Ilomaaka Belnycka Coman, X.I1., 173205, Ungus (nuuensus HoMmep 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 venlied amd Their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKJI04eHHe 0 COOTBeTCTBHH: «HacTosAIMM s MOATBEepXk a0, YTO NpUBEJEHHas Bhllle HHPOPMALIUA ABISAETCS |
IOCTOBEPHON M TOYHOM. DTa cepus MPOAYKLMM NpOU3BEAcHa (BKIIIOYAs yNakoBKy (MapKMpOBKY) M KOHTDOIb
KauecTBa) Ha BBILEYKA3aHHOM TNPOM3BOJCTBEHHON IUomaake (IJIOMIAAKAX) B TOJHOM COOTBETCTBUM C
Tpe6GoBaHusAMK [IpaBui Haasexammei NPou3BOACTBEHHON NMPakTUKH EBpasuiickoro 3koHoMuYeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsabps 2022) 1 TpeOOBaHHAMH KOHTPOJIS KAYECTBA JISKApCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: [Iponykr coorsercTByeT TpeboBanuaM HJ 3axmoyenne: OJOBPEHO

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

[Toarororneno: Ramakant [TpoeepeHo: Pardeep Kumar /Opo6peHo: Menemxep /

PyxoBoauTens: Pavan Kumar Sharma

A

Reprint Date: Reprint Date: Reprint Date: .

Hata: 29.03.2025 Hata: 29.03.2025 Hara: 29.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIU3A

Page 10 of 10/ Ctp. 10 13 10

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

IIponykr: H6ykaun®, Ta6/1eTKH, HOKPBITHIE IIEHOYHOH 060/104K0#, 400 mMr + 325 mr
Market / PbiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne - V2500471 O6bem cepun " 800000.0 Tab
Analytical Repoz‘t No/ - 040002866870 Date of Analysis / . 29.03.2025
AHaJATHYECKHI oT4eT Ne JlaTa aHaau3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JaTa mpou3BoaCTBa Tonen oo
Mfg. License No. / MA number: /
HpounsBoacTBeHHas : MNB/05/263 : : JIII-Ne(003654)-(PT'-RU)

Homep PY

JRIeH3ust Ne
Analysis performed according ND: / Anaiau3 nposegen mo HJL: JIII-Ne(003654)-(PT-RU)-101123

a TalKke B COOTBCTCTBUH CO CHeLll/I(i)l/IKaL[I/lﬂMI/l, COICPXKAIUMHUCA B PErHCTPALlUOHHOM NOCHC CTPpaHbI-HMIIOPTEpA.
3anucu no MPOU3BOJCTBY, YIIAKOBKE K aHAJIM3Y IIPOBEPEHEI, H YCTAHOBJICHO HX COOTBETCTBHUE Tpe6OBaHI/I}IM HpaBI/IJT
Hajjiexamen Hp0H3BOIlCTBeHHOﬁ [paKTHUKH EBpaSHi/'ICKOFO 3KOHOMHUYECKOI'O COrO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cootBeTcTBYeT TpeboBaHUsM HJI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Tonrotoeneno: Ramakant [TpoBepeHo: Pardeep Kumar /Ono6peno: Menemxep /
‘ Pykosomurens: Pavan Kumar Sharma

Ld o, |Preseeteno i
Reprint Date: \ Reprint Date: Reprint Date:
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