Dr.Reddy’s €¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 5c6C01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 1 of 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: M6yknnn®, TabaeTKH, NOKPBITLIE IIEHOYHOI 060.10uK0ji, 400 Mr + 325 Mr

Market / PpiHok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne S NG Dhens Oonem cepun " 800000.0 Tab

Analytical Repo\}'t No/ . 040002892303 Date of Analysis / - 17.04.2025

AnanmuTH4yecKuii oT4er Ne JaTa ananusa - .

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JlaTa npou3BoACTBA Tonen 0

Mfg. License No. / MA number: /

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

JuneH3us Ne

_Al_lalysis performed according ND: / AHa/IH3 npoBefeH no HH JIH-NE({}03654)~(PF—RU)-101123

Ne |Test/ ITokazaTean

Results/ Pe3y.Ill>T2_lTbl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarncynaoBUIHOH GOpMBI, OKPHITHIE
MJIEHOYHOU 000JIOUKOH OpaHKEBOT0
[[BETA, C PUCKOH HA OJHOW CTOPOHE;
Ha TIOTIEPEYHOM pas3pese — siipo
OeJoro Bera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBUAHON
(OpMBI, OKPBITHIE MNIEHOUHOH 0605104KOM
OpaHXeBOro LiBeTa, ¢ pUCKOll Ha OJJHOH CTOpOHE;
Ha TIOTIepeyHOM paspese — aApo Oenoro win
o4TH 6eJI0ro 1BETA.

Remarks : The Product conforms to ND/ :
TMpumeuanne: [IpogykT coorBercTBYET Tpebopanusm HJI /

Opinion : APPROVED
3akmwuenne: OJOBPEHO

P

Prepared by /

[ToarotosneHo: Sarita Sharma

Checked by / /-
ITpoepeHo: Pravesh Rana

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykosoautens: Amit, Kumar

—

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hata; 17.04.2025

Reprint Date; !
Hara: 17.04.2025

Registered Office: 8-2-327, Road No. 3, Banjara Hiils, 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 ":

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 580C1-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 2 of 10/ Ctp. 2 u3 10

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

Hponyxr: H6ykann®, TabaeTKH, IOKPBITHIE IIEHOYHOH 060/10uK0i, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / ; Batch Quantity / ~ 800000.0 tab/

Cepusi Ne # V2500668 Ob6bem cepun " 800000.0 Tab

Analytical RepOft No / - 040002892303 Date of Analysis / . 17.04.2025

AHanaTHYecKHid oTueT Ne JlaTa aHaH3a

Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030

JaTa npou3BoacTea I'open no

Mfg. License No. / MA number: /

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

JHneH3us Ne

Analysis performed according ND: / AHaiH3 IpoBeJeH no } HJ: JITI-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CoOoTBETCTBYET

2 |Identification /
IMoanuHHOCTD

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 yZnep)KHBaHHS OCHOBHBIX IHKOB Ha
XpOMAaTorpaMMe UCTIBITYEMOTO PacTBOPa JOJDKHBI
COOTBETCTBOBATH BpeEMEHaAM yJep KUBAHHs IIHKOB
HA XpoMarorpaMme pacTBopa CTaHIApPTHBIX
obpasiios ubynpodeHna U napaueramosia (paszaen
«KOMMYECTBEHHOE ONPENCTIEHNE)

3 |Average tablets weight / 976.1 mg/ 976.1 mr 940.9 mg to 999.1 mg
CpenHnss macca Ta6J/1eToK (970.0 mg £ 3.0 %) /
Or 940,9 MT J0 9991 Mr

(970,0 mr =+ 3,0 %)

4 |Disintegration /
Pacnapaemocthb

05 min 28 sec / 05 muH 28 cex

Not more than 30 min /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
IIpumeyanue: [TpoflykT cooTBETCTBYET TpeboBanuam HJI

/

Opinion : APPROVED
3akmoyenue; OJIOBPEHO

Preparedby/ 80— Checked by /
[Togrorosneno: Sarita Sharma

r

[Iposepeno: Pravesh Rana

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PyKOBO,Z[I/ITeJ'Ib!\AmiE Kumar

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date; !
Hara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, 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 ‘

b Reddy's Laboratories Ltd,

Formulation Unit-o

Yill, Khol, Nal ‘ i,

Dis 173 205, INDIA

Solan,
LT

waww.drredays,com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of 10/ Cp. 3 u3 10

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

Hpoayxr: Moykaun®, TabaeTKH, NOKPHITHIE ILIEHOYHOi 0060.104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne § WEIOE58 O0bem cepau " 800000.0 Tab

Analytical Repo:‘t No / . 040002892303 Date of Analysis / - 17.04.2025

AHanATHYECKHIT oTyeT Ne JlaTa aHanu3a

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030
 JlaTa npoH3BOACTBA Toxen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)

Homep PY
JuneH3ns Ne

Analysis performed according ND: / Ananu3s nposeaeH mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacTBOpenne

98 % to 101 %

99 % to 101 %

Not less than 70% (Q) of C3HisO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) CisHi302 (ubynpoden) depes
30 MuH

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

He menee 70 % (Q) CsHoNO; (napaueramon)
qepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3akawuenne: OJJOBPEHO

/

Prepared by / £ i Checked by /

IloaroroBneno: Sarita Sharma

[TpoeepeHo: Pravesh Rana

2 Approved by: Manager/Executive
/Opo6peHo: Menemxep /

PykoBoautens: AmiiL Kumar

Reprint Date:
Jlara: 17.04.2025

Reprint Date:
Jara: 17.04.2025

Reprint Date: [
Hara: 17.04.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin
. Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LE5195AP1984PLCO04507
www.drreddys.com




D Reddy's Laboratories Lid

Dr‘ Reddy’s ‘.:.. lCI { |, Baddi,

05, INDLA

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 4 of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: H6yknnu®, TabaeTKH, NOKPLIThIE NIEHOYHOi 0601049K0it, 400 Mr + 325 mMr

| Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / ~800000.0 tab /
Cepust Ne SRS O6nem cepun * 800000.0 Tab
Analytical Repovrt No/ - 040002892303 Date of Analysis / . 17.04.2025
AHaJaHTHYECKHH oTueT Ne JlaTa anann3a
Date of Manufacture / - 03/2025 Date of Expiry / . 02/2030
JlaTa npousBoJcTBa I'open 10
Mfg. License No. / .
IIpou3BoACTBEeHHAS : MNB/05/263 M numberzy/ . JIII-Ne(003654)-(PT'-RU)
Homep PY
JHIeH3us Ne - ]

Analysis performed according ND: / Anann3s nposenen mo HJL: JIIT-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoxcrBeHHble IpUuMecH than 0.005% /
Method 1/ Meton 1 4-amuHodenon (mpuMmech napauetamosa) He

bosiee 0,005 %

Any individual impurity (of ibuprofen or

Method 2 / Metogn 2 0.03% paracetamol) - not more than 0.3% /
Jlrobas egurn4yHas npuMech (UdynpodeHa wuiu
napaiieramodna) ue 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceii (Meton 1 + Meton
2) He 6onee 0,7 %
7 |Water / Boaa 1.4 % Not more than 5.0% /
| He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanue: [IpQayKT cOOTRETCTBYET TpeGosanuam HIT | 3axmouenne: OTJOBPEHO
Prepared by / V Checked by / IL Approved by: Manager/Executive
IToaroromneHo: Sarita Sharma [TposepeHo: Pravesh Rana /OpobpeHo: Menemxep /
PyKOBOI[I/ITeJ'IbE\ Amif Kumar
N
Reprint Date: Reprint Date: Reprint Date: |
JHara: 17.04.2025 Hara: 17.04.2025 Hara: 17.04.2025

Registered Office: 8-2-337, Read No. 3, Banjara Hilis, Hyderabad - 500034, Telanganz, Indin
Tol: £91 40 4900 2900, Fax: +¢1 40 4200 2999, Emaik: mail@drreddys.com
CIN: L35195AP153:4PLCO04507
www.drreddys.com




Dr.Reddy’s ‘

-

. Reddy's
Formuiation

Yill, Khod,

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Lapboraiories Lid

Unit-6

Page 5 of 10/ Ctp.5 u3 10

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

Hponyxr: Moykaun®, Ta6/1eTKH, HOKPBITHIE NJIEHOYHOI 060/104K0i, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

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

Cepust Ne LS Oo6bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002892303 Date of Analysis / - 17.04.2025

AHaIMTHYeCKH I oTyeT No Jarta anajusa - -

Date of Manufacture / . 03/2025 Date of Expiry / © 02/2030

JlaTa NpoH3BOACTBA I'onen no

Mfg. License No. / MA number: /

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

Juuen3usa No

Analysis performed according ND

: / AHAJIH3 MPOBeJieH Mo HII JITI-Ne(003654)-(PT'-RU)-101123

8 |Uniformity of dosage
units /
OAHOPOAHOCTD Acceptance value (AV) should be not more than
JIO3UpPOBAHUA 1.8 15.0 / ITokasartesp npueMaemMocTh (AV) 10JDKEeH
- ibuprofen / nbynpodgen ObITh He Oonee 15,0

Acceptance value (AV) should be not more than

- paracetamol / 34 15.0 /Ilokazarens npremneMocTH (AV) qopkeH
napaueTamo ObITh He Oonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipogykr cootsercTByeT TpeGoBanusM HJT / 3axmouenne: OIOBPEHO

Prepared by /
IMoarorosneno: Sarita Sharma

Checked by / 7
[TposepeHo: Pravesh Rana

Approved by: Manager/Executive
/OpobpeHo: Menemxep /
PykoBoguTens: Amit Kti_l_rnar

) N

Rupriut Date:
Hara: 17.04.2025

Reprint Date:
Jara: 17.04.2025

Reprint Date; |
Jata: 17.04.2025

Registered Office: 5-2-
Tol: +91 40 49

3

0

CIN: 185 195AP1984PLCO04S07
wyna.drreddys.com

37, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
02900, Fax: +21 40 2900 2999, Email: mail@drroddys.com




Dr.Reddy’s ‘

D, Reddy's Laboratories Ltd.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponayxr: Moykaun®, Ta6/1eTKH, NOKPHITHIE IJIEHOHOI 060/104K0H, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccus

Batch No / i Batch Quantity / ~ 800000.0 tab /

Cepust Ne 5 V2500668 O6bem cepun " 800000.0 Tab

Analytical Repourt No / - 040002892303 Date of Analysis / . 17.04.2025

AHandTHYecKHii oT4eT Ne JlaTa anausa

Date of Manufacture / . 03/2025 Date of Expiry / - 02/2030

JlaTa 11poH3BOACTBA Tonen no

Mfg. License No. / MA number: /

ITIpon3BoacTBEHHAs! : MNB/05/263 ) : JIII-Ne(003654)-(PT"-RU)
Homep PY

unensus Ne

Analysis performed according ND: / Ananns nposeger no HJI: JITI-Ne(003654)-(PT'-RU)-101123

Mukpo6uosiorgueckas
qHCcTOTa™®

count / O6Luee yucio
a3pobHBIX
MHKpPOOPTraHU3MOB

YHUCIO APONIKEBBIX U
IJIECHEBBIX IPHOOB

9 Microbio@ical purity* /

b) Total combined yeasts
and mould count / Obiee

a) Total aerobic microbial NA

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

¢) E. coli

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

NA Shall be absent in 1g / OTCyTcTBHE B
Ir

Remarks : The Product conforms to ND/

I pumeuanne: [IpoaykT coorseTcTByeT TpeboBanusam H/JY ,/

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

0 Checked by /
[Toarorosneso: Sarita Sharma

(L

[Tposepeno: Pravesh Rana

Approved by: Manager/Executive
/Opobpeno: Menemxep /
PykoBonutens: Amit Kumar

= -

Reprint Date:

Reprint Date:
Jara: 17.04.2025

Reprint Date: !
Hara: 17.04.2025

__ZLaTa: 17.04.2025

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, Indin

Tel: +91 40 1900 2900, Fax: 191 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1884PLCO04507

www drreddys.com




Dr.Reddy’s ‘%

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

Vill. Khol, Melagarh Roed, Baddi,
Distt. Solan, H.P., 173 205, (D&,
jel 493 2l ias 50001-00

WWW.GITradays.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 13 10

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

Hpoayxr: M6ykaun®, Ta61eTKy, HOKPBITHIE IIIEHOUHO 060,104K0#, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepust Ne ¢ 2500668 O6bem cepru " 800000.0 Tab

Analytical Repo:‘t No/ - 040002892303 Date of Analysis / - 17.04.2025

AHaJuTHYeCKHIi oTueT No JlaTa aHasan3a B - -

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JlaTa poM3BOJACTRA I'ogen o

Mfg. License No. / .

S ——— . MNB/05/263 A1 bk - JIT-Ne(003654)-(PT-RU)
Homep PY

auneH3us Ne

Analysis performed according ND: / Anasu3 nposenen no HJL: JITI-Ne(003654)-(PT-RU)-101123

10 Assay / KosiugyecTBeHHOE

onpeaeeHne
396.6 mg/396.6 Mmr

316.75 mg/316.75 mr

360.0 to 440.0 mg of C;3H 50, (ibuprofen) perl
tablet /

Ot 360,0 mr g0 440,0 mr Ci3H 50, (n6ynpoden) B
TabJeTKe

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

Ot 292,5 mr 10 357,5 mr CsHoNO; (napaueramonn)
B TabieTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTok
B [IBX/Al 6mucrep. o 1 6nucrepy
B MAauKy KapTOHHYIO BMeECTe C
HHCTPYKLHEH MO NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerox B [IBX/Al 6mucrep. Ilo 1, 2 unn 20
OnMCTEPOB B MauKy KapTOHHYIO BMECTE C
HHCTPYKLHEH 110 MPUMEHEHHIO.

12 | Labeling / MapkupoBKa | According to ND. / B cootBercTBuM ¢ H]L

13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHue [Tpu Temnepatype He Boiwe 25 °C.

14 | Shelf life / Cpox 5 years / 5 meT
TOAHOCTH

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

Remarks : The Product conforms to ND/
Ipumeuanue: [TpogyKT cootseTcTBYET Tpebopanusam HJT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / B Checked by / 7 Approved by: Manager/Executive
IToarororneno: Sarita Sharma [TposepeHo: Pravesh Rana /Ono6peHo: Menemxep /
Pykosoautens: Amit Kumar
Jf' ~ /_,
Reprint Date: Reprint Date: Reprint Date:
Jara: 17.04.2025 Jata: 17.04.2025 Hara: 17.04.2025

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hvderabad - 500034, Teiangana, lndia
Tol: 291 40 4500 2909, Fax: +91 40 4800 2999, Enail mail@drieddys.comn

CIN: L8S195AP1BB4PLCOO4507

WYL GITELGYS.00N




Dr.Reddy’s €&

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

Vill, Khoi, Malazarh Roat, Baddi,
Distt. Solan, H.P., 173 205, itlDIA
Tel 49 9rion 5000102

www. drredays.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

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

Mpoaykr: N6yknun®, TabaeTkH, NOKPHITHIE ILIeHOYHO 06on0uKkoii, 400 mr + 325 Mr
|21POA} y p

Market / PbIHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne ¥ V2300668 O6bem cepiin " 800000.0 Tab

Analytical Repoz‘t No/ - 040002892303 Date of Analysis / . 17.04.2025

AnaauTHyeckHii oTyeT Ne Jara aHanusa o

Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030

JlaTa npoH3BOACTBA Togen no

Mfg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Anasus nposegen no HJL: JIII-Ne(003654)-(PI™-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.
[Ipumeuanne: CChUIKH B HOPMATHBHOM fokyMeHTaLuu npuBenensl Ha I'® PO XIV.

* [IpOBOMTCS TPOM3BOAUTENIEM TIPH BbIIYCKE MEPHOJMUECKHU: JUIS KXON 20-01 CepuH UM HE MeHee 1 paza B
roa. [TokaszaTenb MOXET ObITh HE BKJIIOYEH B cepTUdUKAT aHann3a GupMsl.

API name / HaumenoBanne AQC: Ibuprofen / U6ynpoden Paracetamol / [lapanetamosn
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number / PIBM240222 APAP/24091297
Homep cepun npoussognteis ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIMHA IPOM3BOIUTENS FERA00742 FERA00743

I'JId:

APl Manutactured by & country /
Ilpouszsopurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa Ixins
®bapma Caitencus Jlumuren,

Uranules Ldia Limited, India /
| panynec MHaus Jlumuten, Uuausa

Wunus

Remarks : The Product conforms to ND/
Ilpumeuanue: [lpoaykr cooretcTByeT Tpebosanuam HJI

/

Opinion : APPROVED
3akiaouenue: OJOBPEHO

Prepared by / XA Checked by /
[MoarorosneHo: Sarita Sharma

IMposepeHo: Pravesh Rana

2

Approved by: Manager/Executive
/Onobpeno: Menenxep /
PyKOBO,III/ITeJ'ILII\AIlli{ Kumar

Reprint Date:
Hara: 17.04.2025

Reprint Date:
Hara: 17.04.2025

Reprint Date: }
Jara: 17.04.2025

9_.227 R

Registered Office: 8-2-337, Roa

d No. 3, 3anjara Hills, Hyderabsd - 560034, Teisngana, lnddiz

Tol: 91 40 4900 2900, Fax: +91 30 4900 2999, Email: mali@drieddys.com

CIN: LBSLO5APR.

.

}54PLCU04507

WL I reaays com




Qe Dr. Reddy's Laboratories Ltd

DI‘ Redd ’S ‘.. Formulation Unit-6
’ y . Vill. Khol, Malagarh Road, Baadi,
Distt. Solan, H.P., 173 205, IfDIA

WAV AT E0dYS.Ccom

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 9 of 10/ Cp. 9 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: U6ykaun®, TabaeTku, NOKpPbITHIE IIEHOYHOIT 060104K0ii, 400 Mr + 325 Mr |
Market / PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepua Ne 6 V200000 O0neM cepuu " 800000.0 Tab
Analytical Repovrt No / - 040002892303 Date of Analysis / . 17.04.2025
AHa/JHTHYECKHH oTueT No JaTa aHasan3a
Date of Manufacture / - 03/2025 Datt_: of Expiry / . 02/2030
| laTa mpou3BoACTBa T'ogen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHas : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY
Jauuens3us No
Analysis performed according ND: / Auann3 nposened no HJ/I: JITI-Ne(003654)-(PI'-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) /

HaumeHoBaHnue, anpec, JHIEeH3HA 1JIs I-p Penaw’c Jlaboparopuc JItn., Unaus, [TponssoacteenHoe
IIpoussoacTeenHas niomanka / [Inomangka noapasaeneuue-6, Bunn. Kxons, Hanarapx Poyn, banau, JucTpuxr
KOHTpOJIs1 kadecTBa / Ilyomagxa BeINycKa Conan, X.I1., 173205, Ungus (nmuuenzust 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».

3akurovenne o coorBercTBuH: «Hacrosiuum s MoATBEPkKAat0, YTO NPUBEAEHHAsA Bbllle HHPOpPMALUA ABNAETCA
JIOCTOBEPHOH U TOYHOM. DTa cepust NMPOAYKUMH Npou3BeAeHa (BKIIOYas YMAKoBKY (MapKHUPOBKY) W KOHTDOIb
KA4YeCcTRa) HAa REBNIEYVKA3aHHOH TPOW3BOACTBEHHOW Mollanke (ruiollankax) B IMOJHOM COOTBETCTBUH C
TpeGosanmsimu [IpaBun Hajuiexaineid NpOM3BOJCTBEHHON NPakTHKH EBpasMiickoro 3KOHOMMYECKOro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa0ps 2022) u TpeOOBaHUAMU KOHTPOJIA KaYeCTBA JIEKAPCTBEHHBIX CPEJICTB,

Remarks : The Product conforms to ND/ /) Opinion : APPROVED
Ipumeuanne: [IpgaykT cooTseTcTByeT Tpebosanunam HII /[ 3axmoyenune: OTOBPEHO
Prepared by/ B — Checked by / Z— Approved by: Manager/Executive
[Toarorosneno: Sarita Sharma [Tposepeno: Pravesh Rana /Onobpeno: Menemxep /

PykoBoauten [;i\AIni(_Kumar

Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 17.04.2025 Jlara: 17.04.2025 JlaTta: 17.04.2025
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: 491 40 4900 2900, Fax: +91 50 4900 2999, Email: maii@drreddys.com
CiN: L85105AP L956APLCONES07
WWLArredoys.com
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
Page 10 of 10/ CTp. 10 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: Hoykaun®, TabieTKH, HOKPHITHIE IJIEHOYHOH 060104K0#, 400 Mr + 325 Mr
Market/ Peinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne + V2500668 O6bem cepun " 800000.0 Tab
Analytical Repourt No/ - 040002892303 Date of Analysis / . 17.04.2025
AHanHTH4YecKHil oTdeT No JlaTta aHaJiH3a
Date of Manufacture / - 03/2025 Date of Expiry / - 02/2030
JlaTa mpou3BoJcTBa I"ogen no
Mfg. License No. / MA number: /
IMpouzBoacTBeHHASA : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND: / Ananu3 nposejen mo HJ: JITI-Ne(003654)-(PT-RU)-101123

a TakKXxe B COOTBCTCTBHU CO CHeLlI/I(bI/IKaLlI/IﬂMI/I, coAepxalulMMUCA B perucTpallMOHHOM J0ChE CTpaHBI-UMIIOpPTEpPA.
3anucu 1o [IPOU3BOJCTBY, YITAaKOBKE H aHAJIU3y MPOBEPEHBI, U YCTAHOBJICHO UX COOTBCTCTBUC TpC6OBaHI/I$[M HpaBI/IJ'I
Hajanexatien [IpOl/l3B0£[CTBCHHOI71 MPaKTHKA EBpHSHﬁCKOFO 3KOHOMHYECKOTO COHO3a».

Remarks : The Product conforms to ND/ / Opinion : APPROVED

IIpumeuanne: Ippaykr cootetcTBYeT TpeboBanusam HI { 3akarouenne: OJOBPEHO

Preparedby/ K Checked by / Z Approved by: Manager/Executive

[Toprorosneno: Sarita Sharma IMpoeepeHo: Pravesh Rana /Opo6peno: Menemxep /
Pykopoautens: Amit Kumar

Reprint Date: Reprint Date: Reprint Date: {

Hara: 17.04.2025 Hara: 17.04.2025 Hara: 17.04.2025

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tatangana, indin
Tel: 491 40 4800 2900, Fax: +91 40 4200 2999, Email: maii@drreddys.com
CIN: L85195AP1Y8IPLCOO4507
wia diredays.com




