Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Moykann”, TabaeTKy, NOKPHITHIE NJIEHOYHOI 060104K0ii, 400 Mr + 325 Mr

Market / PpiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepusi Ne : V2402270 Ob6bem cepuu " 800000.0 Tad

Analytical Repovrt No/ - 040002724522 Date of Analysis / - 12.11.2024

AnanuTtudeckuii oruer No HMaTa ananm3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTta npousBojcTBa Logen go

Mfg. License No. / MA number: /

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

JuueH3ns Ne

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

Ne [Test / IToka3aTens

Results/ Pe3ysabTaThl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTkn
KaIcyJIOBUAHOI (OPMBI, MOKPBITHIE
IUIEHOYHOH 060JI0YKO# OpaH)KEeBOTO
L[BETA, C PUCKOH Ha OJHOM CTOPOHE;
Ha MONEePEYHOM pa3pese — SApo
OeJtoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyIoBUAHOMN
(hOpMBI, MOKPBITHIE TICHOUHON 060/104KOH
OpaHKEBOr0 LBETA, C PUCKOH Ha 0JHOH CTOpOHE;
Ha MONEepeYHOM paspese — sipo OeNoro Hik
noyTH 0€N0ro BeTa.

Remarks : The Product conforms to ND/
Ilpumeuanue: IlponykT cooTBercTBYeT TpeboBanuaM HJ[

Opinion : APPROVED
3axarouenue: OJIOBPEHO

Prepared by /

Checked by /

Ioaroroeneno: Santosh Kumar | [lposepeno: Pawan Kumar

Maurya @ 4"

Approved by: Manager/Executive
/OpnobpeHo: Menemxep /
Pyxoroautens AmiU'{umar

~

Reprint Date:
Hara: 12.11.2024

Reprint Date: 7
Hara: 12.11.2024

Reprint Date: d
Hara: 12.11.2024

Registered Office: $-2-337, Road Mo 2, Banjara Hills, Hyderahad - 500024, Telanzana, Indin
Tal: +91 40 7900 2900, Fa 14204800 2829, Email: imaif@drreddys.com
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Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

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

Mpoayxr: UGyknan®, TabieTKH, NOKPHITHIE MICHOUHO 060.104K0#, 400 Mr + 325 Mr

| JHueH3nsa Ne

Market / PeiHok :Russia / Poccust
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepnst No i V2102210 O6beM cepun " 800000.0 Tab
Analytical Repovrt No/ - 040002724522 Date of Analysis / - 12.11.2024
Ananntuyeckuii oruer No Jdata aHannza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTta npousBojcTBa I'onen o
Mfg. License No. /
. MA number: / ) .
IlponsBoacTBennas : MNB/05/263 Howmep PY . JIII-Ne(003654)-(PI'-RU)

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

2 Identification /
IMoammHuOCTDH

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) /
Bpemena ynepxuBaHUS OCHOBHBIX MMKOB Ha
XpOMAaTorpaMMe UCMBITYEMOTO PaCTBOPA JOJKHBL
COOTBETCTBOBATh BpPEMEHaM YACPKUBAHHS TTHKOB
Ha XpomarorpaMme pacTBOpPa CTaHOAPTHBIX
obpasuoB ubynpodena u napaueramona (pasgen
«KonuuectseHHoe onpeesieHrue»)

3 |Average tablets weight / 970.2 mg/ 970.2 mMr

Cpeanss Mmacca TaGJ1eTOK

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

(970,0 mr = 3,0 %)

4 Disintegration /
Pacnagaemoctn

06 min 31 sec / 06 M 31 cex

Not more than 30 min /
He 6onee 30 Muu

Remarks : The Product conforms to ND/
IIpumeuanne: [Npoaykt cooTBeTcTBYET TpeOoBaHUsIM H]T

Opinion : APPROVED
3axmrouenne: OJJOBPEHO

Prepared by / Checked by /
IToxgrorosneno: Santosh smar
Maurya )

IIposepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBoautens Amit Kumar

._,s.\’_

Reprint Date:
Hara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

. %

Reprint Date: f
Hara: 12.11.2024

Registered Office: £-2-337, Road o 3, Banjara Hills, Hydarabad - 500031, Telangana, Indin

Tal: +81 40 £200 2400, Fa
CIpd: 1

£91 40 1800 2999, E
AP1IRIPLCODAS0T
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 3 of 10/ Ctp. 3 n3 10

ﬁ’roduct : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoayxr: H6ykaun®, Ta6eTku, NOKPLIThIE MICHOYHOH 060J04K0i, 400 Mr + 325 Mr

ITpouzBoacTeenHan : MNB/05/263

JHIEeH3ns Ne

Market / Pbinok :Russia / Poccus

Batch No / : Batch Quantity / . 800000.0 tab /
Cepust No § V2402270 O0beM cepun " 800000.0 Tab
Analytical Repourt No / - 040002724522 Date of Analysis / - 12.11.2024
AHajaHTHYeCKHIT oTyeT No Hdata aHanu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BoAcTBa I'open go

Mfg. License No. / MA number: /

Homep PY : JII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Anann3 nposegen nmo H/: JIIT-Ne(003654)-(PT-RU)-101123

P

5 |Dissolution /

PacTBOopenune
100 % to 104%

100 % to 101%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3Hi30: (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO, (nmapaiieramon)
yepes 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [IponyxT cooTBeTcTBYET TpeboBaguaM HJJ

Opinion : APPROVED
3aknwuenne: OJJOGPEHO

Prepared by / Checked by /

ITogrorosneno: Santosh Kumar | ITposepeno: Pawan Kumar /OpobpeHo: Menemxep /
Maurya @;, 4?

Approved by: Manager/Executive

PykoBoautens Amit Kumar

/’\(__ JL—

Reprint Date: Reprint Date: Reprint Date: ¥
Hata: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024
Rerpistered Office: 8-2-327, Road Na 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: 401 30 4900 2900, Fa 1140 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ‘.'0 o

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 4 of 10 / Crp. 4 u3 10

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

Hpoaykr: Hoykann®, TabaeTkn, NOKPLITHIE ILIEHOYHOI 060.10uKo0ii, 400 mr + 325 mr

Market / Puinox :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne V2402270 O6bem cepun ~ 800000.0 Ta6

Analytical Repourt No / - 040002724522 Date of Analysis / © 12.11.2024

AHaJIHTHYECKHIT oTyeT No Jarta ananmmza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JdaTta npoussoacrea T'open xo

Mfg. License No. / .

TpousBoncTeennan : MNB/05/263 MA number: / © JITI-Ne(003654)-(PT-RU)
Homep PY

JueH3us Ne

Analysis performed according ND: / Anasnn3 nposeaen no HJ: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not m(ﬁ‘
Pouacreennbie npumecn than 0.005% /
Method 1/ Metoz 1 4-amuHodenon (mpuMecs napaneramona) He

oonee 0,005 %

Method 2 / Meton 2 O Any individual impurity (of ibuprofen or
-04% paracetamol) - not more than 0.3% /

Jlobas enunuynas npumecs (ubynpodena wuiu
napaneramona) e 6onee 0,3 %
0.04% Total impuriti -

purities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Merox 1+ Meron
2) ue 6onee 0,7 %
7 |Water / Boaa 1.6 % Not more than 5.0% /
He 6osee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanne: [Tponykr cootseTcTByeT TpeGoBanusm HJI 3axsmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Iloaroroeneno: Santosh Kumar | IIposepeno: Pawan Kumar /Ono6peHo: Menemxep /
Maurya % ; PyxoBonurens Amit Iggmar

- 4—‘ P =
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 12.11.2024 Hata: 12.11.2024 Hata: 12.11.2024

Registared Cffice: 8-2-337, Road Mo 2, Banjara Hiils, Hydermbad - 560034, Telangana, India

Tol: +©1 10 4900 2200, Faxe +91..00 120 nail: maill@direddys.com

o
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Dr.Reddy’s ‘%.‘ thol g

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A
Page S of 10/ Crp. 5 u3 10

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

Mpoayxr: Hoykann®, TabieTkH, NOKPHITHIE MIEHOYHOI 060,104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccns

Batch No / - V2402270 Batch Quantity / ; 800000.0 tab /

Cepnst No Obbem cepiin 800000.0 Tab

Analytical Repovrt No/ - 040002724522 Date of Analysis / - 12.11.2024
ABanHTHYecKHIi oTueT No Jata aHau3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa DpoH3BoOACTBA TI'osen 1o

Mfg. License No. / MA number: /

IIponsBoacTBeHHast : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)

Homep PY
JuneH3ua Ne
Analysis performed according ND: / Anaau3s npogsegen no HJI: JITI-Ne(003654)-(PT'-RU)-101123

8 Unifor?ni_ty of dosage
units /
OnHoponHOCTh Acceptance value (AV) should be not more than
NO3HPOBAHUA 1.8 15.0 /Ilokazatens npuemaeMocT (AV) nonxkeH
- ibuprofen / ubynpoden ObITh He Oosiee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.7 15.0 /IlokasaTtens npuemnemoctu (AV) 1omkeH
napaneramot ObITh He Oonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [poaykr coorsercrByet TpeboBanusm HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kumar | [Iposepeno: Pawan Kumar /OpobpeHo: Menemxep /
Maurya PykoBonurenr Amit Kumar
Y as ¥ o yKoson it s
X | Ji AN =
Reprint Date: Reprint Date: Reprint Date: ¥
Hata: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 10/ Ctp. 6 u3 10

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

IIpoaykr: I/Iﬁymnm®, TabJIeTKH, DOKPBIThIE MAIEHOYH O 000109K0ii, 400 Mr + 325 mr

Market / Pbinok :Russia / Poccust

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepnst Ne R V202210 Oobnem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002724522 Date of Analysis / - 12.11.2024

AHajguTHYecKHii oTueT No Jara anammsa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

Jarta nponzgoacrea I'oaex no

Mfg. License No. / MA number: /

IpoussoacTeeHHasn : MNB/05/263 ) : JHI-N2(003654)-(PT"-RU)
Homep PY

Juinensng Ne

Analysis performed according ND: / Anaans nposenen no HJI: JI[I—NE(I]OQGQ)-(PI‘-RU)-101123

9 |Microbiological purity* /
Mukpob6uoaoruyeckas
yHerora®

a) Total aerobic microbial
count / Ob1ee yucio
a3poOHBIX
MUKPOOPraHH3MORB

NA

b) Total combined yeasts NA
and mould count / O6uiee
YHUCITO JPOXKIKEBLIX U
IJIECHEBBIX IPHOOR

c) E. coli NA

Shall be absent

1r

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

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

in lg / OtcyrcrBue B

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: [Tpoaykr cootetcTBYeT TpeboBaHuaM HJJ 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Hoarotosneno: Santosh Kumar | IIposepeno: Pawan Kumar /OnobpeHo: Meunemxep /
Maurya /S? PyxoBoautens Amit Kumar
— =
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 12.11.2024 Hata: 12.11.2024 Hara: 12.11.2024
Registered Office: 8-2-337, Rond No. 2, Banjara Hills, Hyderabad - 50002 %, Telanzana, Indin
Tl 491 40 4900 2200, Fav: +91 40 1960 2999, Email: mail@drreddys.com

CIN: LESIO5APIO84PLCO0IS0T
v drreddys.com




Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIMU3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxt: U6ykann®, TabeTKH, IOKPbIThIE IUIEHOYHOH 060/104K0ii, 400 Mr + 325 mr

Market / PbIHOK :Russia / Poccus
Batch No / : Batch Quantity / . 800000.0 tab/
Cepus Ne e O0beM cepHU " 800000.0 Tad
Analytical Repourt No / - 040002724522 Date of Analysis / - 12.11.2024
AHanuTHYecKHii oTyeT No JlaTa anainsa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa Ipou3BOACTBA Togen po
Mfg. License No. / MA number: /
IIpouszBoacTBEeHHAs : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)

Howmep PY

Jaunen3us Ne o

Analysis performed according ND

: / AHajans npOB_ezleH oo HJT: JITI-Ne(003654)-(PT'-RU)-101123

Assay / KosmyecTBeHHoe
onpeaescHHe

10

403.1 mg/403.1 mr

326.10 mg / 326.10 mr

[360.0 to 440.0 mg of Ci3H130: (ibuprofen) per

tablet /

Ot 360,0 Mr o 440,0 mr C13H 3Oz (1Oynpoden) B
Tabnerke

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

Ot 292,5 mr o 357,5 mr CsHoNO, (napaueramost)
B TabneTke

11 | Package / Ymakoska 10 tablets in PVC/Al blister. 1 |10 tabletsin PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 tabnerok |tabaerox B [IBX/Al 6nucrep. ITo 1, 2 wan 20
B [IBX/Al 6auctep. [To 1 Gnuctepy |OnMcTepoB B NA4Ky KapTOHHYIO BMecTe C
B Mayky KapTOHHYH) BMeECTE C |HHCTPYKUHEH MO MPHMEHEHHIO.
HHCTPYKIMEH 110 MPUMEHEHHUIO.
12 | Labeling / MapkupoBka |According to ND. / B coorsercteun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue I[Tpu Temneparype He Bbile 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
roHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akawuenune: OJJOBPEHO

Prepared by /

Maurya

&R

[Moarorosneno: Santosh Kumar

-—

Checked by /
[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyKOBolmTem;\(An}itLISumar

B g

Reprint Date:
Hara: 12.11.2024

Reprint Date:

Jata: 12.11.2024

Reprint Date: ¥
Hara: 12.11.2024




Dr.Reddy’s Q%.'

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A

Page 8 of 10/ Crp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: Uoykaun®, TabsieTkH, NOKPLITHIE NIeHOYHOI 06010uK0i, 400 Mr + 325 Mr

Analysis performed according ND: / Anau3 nposeaen no HJ/I: JITI-Ne(003654)-(PT'-RU)-101123

Market / PoiHOK :Russia / Poccus |

Batch No / - V2402270 Batch Quantity / : 800000.0 tab /

Cepusi N O6bem cepun 800000.0 Tad

Analytical Repourt No/ - 040002724522 Date of Analysis / . 12.11.2024

AHanuTHYecKuii oTyeT Ne Jara anajanza |

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa npoH3BOACTBA I'onen oo

Mfg. License No. / MA number: /

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

anuenzus No |

* 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.

[Tpumeuaniie: CCbLIKH B HOPMATHBHOH QOKYMCHTALIMH ITPHBEACHBI HA I'ed PO XIV.

* [IpOBOAMTCS NPOU3BONTENEM MPH BBINYCKE MEPHOAUYECKHU: /U1 Kax10# 20-0/ cepur WM HE MEHEE 1 pazas
rog. Jloka3zaTtens MOXeT OBbITh HE BKJIFOUEH B cepTH(HKAT aHanH3a QHPMBL.

API name / HaumeHnoBanne ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapauieramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapanietamon
API manufacturer batch number / PIBM240157 4287/24-25

Homep cepun npoussoaureya ADC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIMH IIPDOM3BOAUTEIIS FERA00524 FERA00441

I'JId:

API Manufactured by & country /
Ipouszsoautens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caiftercns Jlnmuren,
HUnnns

Sri Krishna Pharmaceuticals
Limited, India / Illpn Kpumna
dapMmaceioTiKaic JINMHUTEL,
Unpns

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToaroroeneno: Santosh Kumar
Maurya

Checked by /
[IpoBepeno: Pawan Kumar

2

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PykoBonuTens Amitdigmar

—

Reprint Date:
Hara: 12.11.2024

/

Reprint Date:
Hara: 12.11.2024

Reprint Date: v
Jara: 12.11.2024
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A
Page 9 of 10/ CTp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: M6ykann®, Ta61eTKU, MOKPHITHIE MIEHOYHOH 000,104K0ii, 400 mMr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/

Cepus Ne § eageeg Oo0bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002724522 Date of Analysis / . 12.11.2024
AvaanTHYecKHii oTder Ne JaTa anajusa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

Jata npon3BoacTea I'onen o

Mfg. License No. / MA number: /

IlpousBoacTBeHHAN : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

Homep PY
JuneH3Hs Ne _
Analysis performed according ND: / Anaiau3s nposeaen mo HJI: JIII-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) /

HauMmeHoBaHue, aapec, JHLEH3Hs I I-p Pennw’c Jlabopatopuc JIta., Hunus, IlpoussoacteeHnoe
IpouspoacTBennas naomanka / Ilmomanka noapasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bannu, Juctpuxr
KOHTDOJ1s KavecTBa / Ilnomaaxa Beinycka Conan, X.I1., 173205, Muaus (nuuensust 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».

3akiaroyenue o cooTBeTcTBUH: «HacTosiluuM s MOATBEpIKAalo, YTO MpUBEJIeHHas Bblille HHQOpPMALIUA ABJSAETCS
JOCTOBEPHOM U TOYHOH. DTa cepus NpPOAYKLUMM NpOU3BeAeHa (BKIIOYas YMaKOBKY (MapKMpPOBKY) W KOHTpPOJIb
KayecTBa) Ha BBIIICyKa3aHHOM MNpPOM3BOJACTBEHHON mulomaake (MUIolaaKax) B IIOJIHOM COOTBETCTBHUM C
TpeGoBanusmu [IpaBun Haanexaluei npou3BOACTBEHHOH NpakTHkM EBpasuiickoro skoHoMuueckoro coro3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceuTsibps 2022) u TpeOOBaHUAMHU KOHTPOJISl KAYECTBA IEKAPCTBEHHEBIX CPE/ICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeOGOoBaHuaM HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarororneno: Santosh Kumar | [IpoeepeHo: Pawan Kumar /Onmobpeno: Menemxep /
Maurya @ Pykoroaurens A\,I_]Et Kumar

& £, o i
Reprint Date: Reprint Date: ! Reprint Dale:
Hara: 12.11.2024 Jara: 12.11.2024 Hara: 12.11.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 10 of 10 / Ctp. 10 u3 10

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

TpoayxT: Moykanu®, TaGJIeTKH, MOKPBIThIE MJIeHO4HO 060/109K0i, 400 mr + 325 mr |

Market / PpiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne R i Odbem cepun ~ 800000.0 Tab

Analytical Rep()}'t No / . 040002724522 Date of Analysis / . 12.11.2024

AHaJIHuTHYECKHii oTUeT Ne JlaTa ananuza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa npou3BoACTBA I'onel go

Mfg. License No. / .

IIpoH3BoACTBeHHAs - MNB/05/263 e MURDE - JITI-Ne(003654)-(PT-RU)
Homep PY

numenz s Ne o |

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

a TAKKE B COOTBETCTBUM CO CEUU(PHUKAUUAMH, COACPKALMMHUCA B PETHCTPALIMOHHOM JOChE CTpaHbI-UMIIOpPTEPA.
3alkcH 10 MPOM3BOACTBY, YAKOBKE H aHANIU3y IPOBEPEHBI, U YCTAHOBIIEHO UX COOTBETCTBHE TpeboBaHmaM [Tpasun
HajJIeXKallel Npou3BOACTBEHHOMN NpakTHKN EBpasMHCKOro 9KOHOMUUYECKOTO COMO3a).

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr cootsercTByeT TpeboBanusam HJL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Santosh Kumar | [Ipoeepeno: Pawan Kumar /Ono6peno: Menemxep /
Maurya %7 i PykoBonuteny Amit Kumar
4:‘ [N—i—
Reprint Date: Reprint Date:  / Reprint Date"
Hara: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024
Registered Office: 8-2-327, Read Neo 3, Banjarva Hilis, Hyderabad - 500034, Talangang, Indiz
Tol: +91 40 4000 29060, Fax: +01 410 2900 2202, Eraail: mail@direddys com
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