Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 1 0of 10/ C1p. 1 m3 10

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

Ipoayxr: Moykaun®, TabneTku, NOKPLITHIE ILIEHOYHOM o6oJ0ukoii, 400 mr + 325 mr
p y p

Market / PolHOK :Russia / Poccus

Batch No / . | Batch Quantity / ~ 800000.0 tab /

Cepuns No % V2501316 Ob6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002595191 Date of Analysis / . 27.07.2024

AnagdTudeckuii oryer No JlaTa aHasIM3a

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

Jata DpousBoacTBa I'open o

Mfg. License No. / MA number: /

Ilpon3BOACTBEHHAS : MNB/05/263 e : JIII-Ne(003654)-(PT-RU)
Homep PY

Jaunen3us Ne

Analysis performed according ND: / Anann3s nposenen no H: JITI-Ne(003654)-(PI'-RU)-101123

No | Test / Iloka3aTesb Results/ PesyabTaThl

Specification / Hopma

Appearance /

IMHCAHHE
1 0 / Tabnerxn

IIOKPBITBIE

KarcyJIOBUAHON
IUICHOYHOM

6enoro 1useTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section.

dopmst,
00010uKoi
OpaHKEBOIO [BETa, € PHCKOM Ha ONHOIA
CTOPOHE; Ha TMOINEPEYHOM paspe3e — sApo

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyaoBUaHON
(dopMbl, MOKPBITHIE TIIEHOYHON 06010UKO#H
OpaH)XEBOI'O LBETA, C PUCKOW Ha OIHOI CTOPOHE;
Ha MOMEPEYHOM pa3pese — sApo GeNoro win
noytH 6esioro uBera.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBercTByeT TpeGoBanuam HJT

Opinion : APPROVED
3aknrouenne: OJJOBPEHO

Prepared by / Checked by /

INoarotosnero: Santosh Kumar
Maurya "

)

IIposepeHo: Pawan Kumar

Approved by: Manager/Executive

/Ono6peHo: Menemxep / @/F
i lu]

PykoBoaurens Manoj Kumar

/

Reprint Date:
Hara: 27.07.2024

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2960, Fax: +91 4C 4300 2999, Email: maii@drreadys.com
CIN: L85195AP1984PLCNO04507
www diteddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories [td.
Formulaticn 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
CEPTHOUKAT AHAJIM3A

Page 2 of 10/ Crp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykann®, Ta6eTKH, NOKPBITHIE NJICHOYHOH 060/1049K0fi, 400 Mr + 325 Mr

‘Market / PeiHOK :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /
Cepus No + V2401316 O0beM cepun " 800000.0 Tab
Analytical Rep0ft No/ - 040002595191 Date of Analysis / . 27.07.2024
AHaJIUTHYECKHI oTUeT No JlaTa aHaju3a
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JaTa ripou3BoacTBa Fopen 1o
Mifg. License No. / MA number: /
IIpousBoacTBeHnas : MNB/05/263 ’ ;. JIII-Ne(003654)-(PT-RU)

Homep PY

Jineds3na Ne

Analysis performed according ND: / Ananu3 nposeaen no HJ: JITI-Ne(003654)-(PT'-RU)-101123

2 (Identification /
IMoanuHHOCTEL

Complies as prescribed/
CoortBetcTBYET

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 ynep:xuBaHWs OCHOBHBIX IIHKOB Ha
XpOMAaTOrpaMMe UCIBITYEMOT0 pacTBOpPa AOJKHBI
COOTBETCTBOBATH BPEMEHAM YICPXKHBAHUS NMUKOB
Ha XpoMarorpamMme pacTBOpa CTaHIapTHBIX
obpazuos ubynpodeHna u napaueramona (pasaen
«KonnuecTBeHHOE ONpeNeIeHUE)

3 |Average tablets weight /
Cpennsas macca Tabaerok

974.1 mg/974.1 mr

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

(970,0 Mr + 3,0 %)

4 |Disintegration /
Pacnagaemocrn

09 min 32 sec/ 09 muH 32 cex

Not more than 30 min /
He 6onee 30 Muu

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBercTBYeT TpeboBanuam HJL

Opinion : APPROVED
3axnawuyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToaroroeneno: Santosh Kumar | [IpoBepeHo: Pawan Kumar /OnobpeHo: Menemxep / )
Maurya { /‘;/) PykoBoautens Manoj Kumar \'h:iﬁ}};_".-
Reprint Date: Reprint Date: | Reprint Date:

Hara: 27.07.2024 Hara: 27.07.2024 Hata: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +S1 40 4800 2860, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

wwiw.drreddyz.com



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

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

Distt. Solan, H.P., 173 205, IND!A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIHU3A

Page 3 of 10/ C1p. 3 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6ykaun®, TabaeTku, NOKpHIThIE NJIEHOYHOMH 060104K0ii, 400 Mr + 325 Mr

 Market / PeiHOK - :Russia / Poccus -
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepns Ne = ViZ40i91e O6bem cepuu " 800000.0 Tab
Analyfical Report No / . 040002595191 Date of Amalysis/ . 9 47 5094
AHanATHYECKHI 0TYeT Ne Jata aHaan3za
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029
JaTa nipou3BoacTBa Togen 10
Mfg. License No. / MA number: /
IIpou3BoacTBEHHAs : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY
JuneH3nst Ne

Analysis performed according ND: / Anaau3 nposenen mo H/I: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci3Hi50: (ibuprofen)
PacTBopenue after 30 min/
96 % to 105% He menee 70 % (Q) Ci3Hi30, (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHyNO; (paracetamol)
S 1 10577 after 30 min / .

o to ° He menee 70 % (Q) CsHoNO, (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Ipoaykr coorsercTayet Tpebopanuam HJL 3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Santosh Kumar | IIposepeno: Pawan Kumar /Onobpeno: Menemxep / \ =, (
Maurya (&] B ﬁ—)* Pykosogutens Manoj Kumar ! WY’“{_Q{&E
Reprint Date: Reprint Date: Reprint Date:

Hara: 27.07.2024 Hara: 27.07.2024 Hara: 27.07.2024

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: maii@drrzddys.com
CIN: L85195AP1984PLLCO04507
www.drrecdys.com




Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 4 of 10 / Crp. 4 u3 10

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

Hponyxkr: H6ykann®, Ta6aeTKH, NIOKPBITHIE IIEHOYHO 0601049K0i, 400 Mr + 325 Mr

Market / PolHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne + V2401316 Ob6bem cepun " 800000.0 Ta6

Analytical RepOft No/ - 040002595191 Date of Analysis / . 97.07.2024

AHaJATHYeCKH it oTyeT Ne JlaTa ananuza

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JlaTa NIpoH3BOACTBA Togen no

Mifg. License No. / MA number: /

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

JuueH3us Ne

Analysis performed according ND: / Anann3 nposeaen nmo H/I: JIII-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0001%
PoacTBenHble mpuMecH
Method 1/ Meton 1

4-aminophenol (paracetamol impurity) - not more
than 0.005% /

4-amuHodeHon (nmpuMech MapaleTramona) He
6onee 0,005 %

Method 2 / Meton 2 o Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jlrobas eauHMyHas npuMech (MOynpodeHa win
napareramora) He 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
g than 0.7% / Cymma npumeceii (Meron 1 + Metog
2) He 6onee 0,7 %
9 |Water / Boga 1.5% Not more than 5.0% /

He 6oiee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IponyxT cooTBeTCTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by / Checked by /
IloxrorosneHo: Santoslﬁmar IIpoeepeno: Pawan Kumar
| .

5

Maurya P i :’);

Approved by: Manager/Executive
/OnobpeHo: Menemxkep / \ ‘
PyxoBoautens Manoj Kumar it

Reprint Date: Reprint Date:
Jara: 27.07.2024 Hara: 27.07.2024

Reprint Date:
Jara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page S5of 10/ CTp.5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipony xr: M6ykann®, TabaeTKH, NOKPBITHIE IUIEHOYHOI 060s10uK0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust No - V2401316 O6beM cepun " 800000.0 Tab

Analytical Repo:-t No/ . 040002595191 Date of Analysis / . 27.07.2024

AHagUTHYecKni oTueT Ne [Jata aHasm3a

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JaTa 1IpoM3BOICTBA I'open no

Mfg. License No. / MA number: /

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

JuneH3Hs Ne |

Analysis performed according ND

: / Ananus nposenen mo H/: JITI-Ne(003654)-(PI'-RU)-101123

10 | Uniformity of dosage
units /

OpHOpPOAHOCTE
JO3HPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
napaLeTamon

2.5

1.1

Acceptance value (AV) should be not more than
15.0 /ITokasatens npuemieMocTtd (AV) 10mKeH
ObITE He DoJee 15,0

Acceptance value (AV) should be not more than
15.0 / Iloka3zatens npuemiaeMocTH (AV) 10JbkeH
ObITH He Oonee 15,0

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoayxr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by /

Maurya

Checked by /

[Moxrotoneno: Santosh Kumar | IIpoeepeno: Pawan Kumar

Approved by: Manager/Executive

/Onobpeno: Menemxep /
Pykoronutens Manoj Kumar

Reprint Date:
Hara: 27.07.2024

Reprint Date:
JHara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoxyKr: M6ykann®, TabaeTkn, NOKPHIThIE II1eHOYHOi 06010uKoii, 400 Mr + 325 Mr

Market / PuiHok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne # V2401016 O6nem cepun " 800000.0 Tab
Analytical Report No/ . 040002595191 Date of Analysis / . 97.07.2024
AHanHTHYecKHii 0TUeT Ne JlaTa aHanu3a
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JlaTa Mpou3BoCTBA I'ogen no
Mfg. License No. / MA number: /
Ilpou3sBoacTBeHHAsA : MNB/05/263 " : : JIII-Ne(003654)-(PT-RU)
Homep PY
JHueH3nsa Ne

Analysis performed according ND: / Anann3s nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

11 |Microbiological purity* /
Mukpobuonoruieckas
YHCTOTA*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / O61ee yucno He 6o5ee 1000 KOE/r
a’3pobHBIX
MHKPOOPraHH3MOB
b) Total combined yeasts
and mould count / Ob1ee NA Not more than 100 CFU/g /
YHCIIO JPOAXOKEBBIX U He 6onee 100 KOE/r
TUIECHEBBIX IPUOOB
c) E. coli NA Shall be absent in 1lg / OtcyrctBue B

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

IIpumeuanue: [IpoayxT cooTBeTcTBYET TpeboBanusm HJJ

3axnouenune: OJJOGPEHO

Prepared by /

IMoarororneHo: Santosh Kumar
Maurya
S

Checked by /
ITposepeno: Pawan Kumar

%
e .

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBogutens Manoj Kumar

Reprint Date:
Hara: 27.07.2024

Reprint Date:
Jlata: 27.07.2024

Reprint Date:
Hara: 27.07.2024

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

CIM: L85195AP1984PLC004507
www.drreddys.com

560034, Telangana, India




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

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

Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJIN3A

Page 7 of 10/ C1p. 7 u3 10

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

-

Tponyxr: UGykauu®, Ta6aeTku, NOKPhITHIE IIIeHOYHO#H 060/10UK0i, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccus
Batch No / : | Batch Quantity / ~ 800000.0 tab /
Cepust Ne i O6bem cepun " 800000.0 Ta6
Analytical Repoz‘t No/ - 040002595191 Date of Analysis / . 27.07.2024
AHanHTHYECKHI 0TyeT No Jata anannza
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
Jara npoussoacrsa T'ogen no
Mfg. License No. / MA number: /
Ilpon3BogcTBennAan : MNB/05/263 - : JII-Ne(003654)-(PT-RU)
= Homep PY
Juuensns Ne
Analysis performed according ND: / Amaans nposegen no HJ/I: JITI-Ne(003654)-(PT-RU)-101123

12 |Assay / KosinuecTBeHHOE

onpeaeeHue

360.0 to 440.0 mg of C;3H;30: (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C3H 1302 (ubynpoden)
TabneTke

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

0O1292,5 Mr no 357,5 mr CsHoNO; (mapaneramon)
B TabyeTke

400.4 mg / 400.4 mr

322.86 mg/322.86 mMr

13 | 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
leaflet in a carton. / TTo 10 Ta6bneTok
B [IBX/Al 6nucrep. Io 1 6nuctepy
B NadKy KapTOHHYKO BMECTE ¢
UHCTPYKUMEN N0 NPUMEHEHHIO.

a patient information leaflet in a carton. / ITo 10
tabnerok B IIBX/Al 6nucrep. Ilo 1, 2 wm 20
O1MCTEepoB B TMayKy KApTOHHYKD BMECTE C
MHCTPYKLHEH N0 MPUMEHEHHIO.

14 | Labeling / MapkupoBka |According to ND. / B cooTBeTcTBHH C HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue Ilpu Temnepatype He Bbitie 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
FOZHOCTH

Remarks : The Product conforms to ND/
ITpumeuanue: [ponykT coorsercTByeT TpeboBaHMAM HJI

Opinion : APPROVED
3akmouenne: OOBPEHO

Jlata: 27.07.2024

Prepared by / Checked by / Approved by: Manager/Executive
Ionrortoneno: Santosh Kumar | ITposepeHo: Pawan Kumar /Ono6peHo: Menemxep / - U/O
Maurya i /J[ PykoBoaurtens Manoj Kumar &
Reprint Date: Reprint Date: Reprint Date:

Jara: 27.07.2024

Hata: 27.07.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +81 40 4900 2960, Fax: +41 40 4300 2999, Ernail: maii@drreddys.com
CIN: L85195AP19S4PLLO0A507

wwwe.drreddys.com




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

[
Dr. Reddy,s ‘..... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 8 of 10/ C1p. 8 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: H6yknaun®, TabaeTkn, MOKPLITHIE IJIEHOYHOH 000J104K0ii, 400 Mr + 325 mr
Market / PeiHok :Russia / Poccus
Batch No / - V2401316 Batch Quantity / _ 800000.0 tab /
Cepus Ne ’ Oo6nem cepuu " 800000.0 Tab
Analytical Repovrt No/ - 040002595191 Date of Analysis / . 27.07.2024
AHaJTATHYeCKHIT oTueT No Hdarta ananuza
Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029
JlaTa npousBoacTBa I'ogen o
Mifg. License No. / MA number: /
IIpouzBoacTBeHHAS : MNB/05/263 ) . JII-Ne(003654)-(PT-RU)
[ Homep PY
Juuensus Ne
Analysis performed according ND: / Ananus nposenen no HJ: JIT-Ne(003654)-(PI'-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.

lpumeuarue: Ccpinku B HOpMaTUBHON TOKYMEHTAIIMH TIpHBeNeHs! Ha D PO XIV.

* IIpoBOAMTCS IPOU3BOAMTEINIEM NIPH BEIMYCKE NEPHOANMECKH: A/ Kakaoi 20-0if cepuu umn e menee 1 pasa B rog. [TokasaTens MOXET 6bITb He
BKIIIOYEH B CEPTH(HKAT aHanu3a GuUpMel.

API name / HaumenoBanue APC: Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
INN / MHH: Ibuprofen / U6ynpoten Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM240041 1413/23-24
Homep cepun nponzpoauteas ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGeTaHnUM MPOH3BORUTEIS FERA00229 FERA00274
I'J1d:
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Tpoaykr cootsercTByeT TpebopaHuam HJJ 3axirouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oarorosneno: Santosh Kymar | IIposepeno: Pawan Kumar /Opobpeno: Menemxep /
Maurya @ j) PykoBoaurens Manoj Kumar w
Reprint Date: Reprint Date: Reprint Date:
Hata: 27.07.2024 Hara: 27.07.2024 Hara. 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +51 40 4900 2960, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com



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

Qe
Dr. Reddy,s q.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 9 of 10/ C1p. 9 u3 10

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

IpoayxT: H6ykann®, TabaeTkun, IOKPHITHIE MJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

| Market / Poinok :Russia / Poccust - -
Batch No / _ Batch Quantity / . 800000.0 tab/
Cepus Ne $V2401316 O6beM cepun " 800000.0 Tab
Analytical Repovrt No/ . 040002595191 Date of Analysis / . 97.07.2024
AHaqUTHYeCKHIi 0TueT Ne Jata anannza
Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029
Jarta ripousBoacTBa T'ogen no
Mifg. License No. / MA number: /
IIpousBoacTBEHHASN : MNB/05/263 moer: . JIII-Ne(003654)-(PT'-RU)

Homep PY

JuueH3us Ne
Analysis performed according ND: / Anaan3s nposeaen no H/I: JIII-Ne(003654)-(PI'-RU)-101123

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa DxtuB Limited, India / llpu Kpuiuna
IIponszeogutenn ADC, cTpana: ®apma Caiiencus Jlumuren, ®apmacerotikanc Jlumuren,

Wunus Nunus

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) /
HaumenoBanwue, aapec, THIEH3US JJIs0 H-p Pennu’c Jlaboparopuc JItn., Uapus, [IpousBoacTeerHOe
IpousBoacreennas naomaaka / Ilnomaaka nojpazaenenue-6, Bunn. Kxons, Hanarapx Poyn, bagnu, J{uctpukr
KOHTpOoJId KayecTBa / Ilmomaaka BeINycKa Conan, X.I1., 173205, Uupusa (nmuuensus somep MNB/05/263)

Declaration of certification: « 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

ITpumevanwue: [Ipoaykr cootseTcTBYeT TpeboBanusaM HJJ 3akmovenne: OJJTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kymar | ITpoeepeno: Pawan Kumar /Onobpeno: Menemxep / ' (
Maurya & ,} Pyxosogutens Manoj Kumar M‘:ﬂé&‘j_z
Reptint Dat. Repiiut Dale. Repiiut Dale.

Jara: 27.07.2024 Hara: 27.07.2024 Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +51 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04S507
wawvdrreddys.com



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

@
t/ @ Vill. Khol, Natagarh Road, Baddi
Dr. Reddy S l.. Disit. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 10 of 10 / Ctp. 10 m3 10

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

Hpoaykr: A6ykaun®, Ta6ieTKH, HOKPLITHIE ILJIeHOYHOiH 06010uKoii, 400 Mr + 325 Mr
Market / Prinok :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab /
Cepust Ne A NEEREIRe O0bem cepuu " 800000.0 Tab
Analytical Rep0ft No/ - 040002595191 Date of Analysis / - 27.07.2024
AHATUTHYECKHIT oTyeT Ne JlaTa ananausza
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JlaTa Opon3BOACTBA T'oaen no

Mfg. License No. / MA number: /

IIpowusBoacTBeHHas : MNB/05/263 : : JHI-Ne(003654)-(PT"-RU)

. Homep PY

| auuensua Ne _ _
Analysis performed according ND: / Ananus nposegen mo HJL: JII-Ne(003654)-(PI'-RU)-101123

3aki04eHse 0 cooTBeTCcTBHU: «HacTosAmuM s MOATBEpKAAlO, YTO MPUBEAEHHAs BhIIE HHGOPMALIMS SBJIAETCS
JIOCTOBEPHON M TOYHOH. DTa cepus NPONYKLMH NpoU3BeAeHa (BKIIOYas YNakoBKy (MapKHpOBKY) U KOHTpPOJb
KauecTBa) Ha BHIIEYKA3aHHOM NpPOM3BOACTBEHHOH niowmajake (M10maakax) B MOMTHOM COOTBETCTBUH C
Tpebosanusamu IIpaBun Hajexamed NMpou3BOACTBEHHON mpakTHKM EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents16ps 2022) u TpeGOBaHUAMH KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPE/CTB,
a TaKXKe B COOTBETCTBUH CO CHELUPUKALMIAMY, COAEPXKAMMUMHICS B PETUCTPALIMOHHOM JOChE CTPaHBI-UMIIOpTEpa.
3anucHu 10 [POU3BOJCTBY, YIAKOBKE U aHAJIU3y NPOBEPEHEl, H yCTaHOBIIEHO UX COOTBETCTBUE TpeboBaHuaM IIpaBun
HaJnexaleH Mponu3BOACTBEHHON NpakTUKU EBpa3uiickoro 3k0HOMHUYECKOT0 CO03ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Tpumeuanue: [Tpoaykt coorseTcTBYET TpeboBanuam HJJ 3akmwouenue: OHOBPEHO

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

[loarorosneno: Santosh-. Kumar | IIposepeno: Pawan Kumar /Onobpeno: Menemxep / . -

Maurya {é{ J{7 Pykoroaurens Manoj Kumar w
= -

Reprint Date: Reprint Date: Reprint Date:

Hara: 27.07.2024 Hara: 27.07.2024 Hata: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 404900 2900, Fax: +91 4C 4300 2998, Email: mail@drreddys.com
CIN: L85135AP1984PLCO04507
www.direddys.com



