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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 1 0of 10/ Ctp.1 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: H6ykaun®, TabaeTKH, IOKPHITHIE NUIEHOYHOIi 06o0uKoii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

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

Cepus Ne § V2500457 O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002856862 Date of Analysis / - 93.03.2025

AHajquTH4YecKMii oTueT No JlaTa aHa/IH3a

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

JlaTa mpou3BoACTBA I'open po

Mfg. License No. / .

TponsBoacTBeHAAS . MNB/05/263 MisFnumber., . JITI-Ne(003654)~(PT-RU)
Homep PY

JuneH3uss Ne

Analysis performed according ND: / Anaau3 nposegen no HJ: JITI-No(003654)-(PT-RU)-101123

Ne |Test/ Iloka3zaTennb

Results/ PesyabTaTthl

Specification / Hopma

Appearance /
1 |Omnncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabyneTku
KancynoBUAHON (HOPMbL, HOKPBITEIE
MJIEHOYHOH 000J0UYKOH OpaHXXeBOro
L[BETa, C PUCKOH Ha OIHOI CTOPOHE;
Ha MOMEPEYHOM paspese — AApo
OeJjioro 1BeTA.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyJoBUAHON
(OpMbI, MOKPLITHIE INIEHOYHOH 0D0NOHUKOH
OpaHXeBOro L[BETa, C PUCKON Ha OJHOI CTOPOHE;
Ha MOIEPEYHOM pa3pese — sapo 6enoro win
o4ty Oesoro yBeTa.

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykT cooTseTcTBYeT TpeOoBanusaM HIT

Opinion : APPROVED
3akmaouenue: OJJOBPEHO

Hara: 23.03.2025

Hara: 23.03.2025

Prepared by / Checked by / Approved by: Manager/Executive
P y pp

[Toaroroeneno: Yogesh - [Tposepeno: Rama kant /Ono6peHo: Menemxep /
Chauhan ,,// Pykosonutens: Amit Knmar
Reprint Date: Reprint Date: Reprint Date:

Hara: 23.03.2025

winesdrreduys.eem




Dr.Reddy’s ":‘
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 10/ Crp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Hoykaun®, Ta6eTKH, NOKPLITHIE IJIEHOUHOH 060/104K0#, 400 Mr + 325 mr

Market/ Pbinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne M0 O6neM ceprH " 800000.0 Tab

Analytical Repo:‘t No / . 040002856862 Date of Analysis / - 93.03.2025

AHanuTuyecKHii oryeT Ne Jarta anaJjn3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030
 aTa rpoH3BOACTBA T'open o

Mfg. License No. / MA number: /

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

Homep PY
JuneHsus Ne

Analysis performed according ND

: / Anasaus nposeaen mo HJI: JITI-Ne(003654)-(PT'-RU)-101123

Complies as prescribed/
CoOTBETCTBYET

2 |Identification /
IMoanuHHOCTH

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 yHepKHBaHMS OCHOBHBIX TIMKOB Ha
XpoMaTorpaMme HCIbITYEMOrO PacTBOPa AOJKHbI
COOTBETCTBOBATH BpeMeHaM YICpPXKUBAHHUS ITHKOB
Ha XpOMAaTorpamMMe pacTBOpa CTaHAAPTHBIX
o6pastioB ubynpodena u napaueramona (pasaei
«Kom4uecTBeHHOE OMpeNeNeHUE)

3 |Average tablets weight / 977.1 mg/977.1 mr

Cpenusst macca Tabj1eToK

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

(970,0 Mr + 3,0 %)

4 |Disintegration / 07 min 24 sec / 07 mMuH 24 cek

PacnagaemocThb

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBETCTBYET TpeboBanuam HJL

Opinion : APPROVED
3akmouyenne: OJOBPEHO

Prepared by / Checked by /
IToaroToBneno: Yogesh 7 ITposepeno: Rama kant
Chauhan 74 -G

L ke

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykogoaurens: Amit Kumar

-

Reprint Date:
Hara: 23.03.2025

Reprint Date:

Reprint Date: ‘
Hata: 23.03.2025

Hara: 23.03.2025

=

Registered Ofiice: 8-2-337, Road Ple. 3, Banjuis Hills, Hvderabad - 505634,

500534 Tai

Tot: 191 40 4500 2800, Fax: +91 40 4900 2999, Emazil maili@drred
CHN: LSS 195ARISGS IPLCO0 1507

WW LGty s L0
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
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Page 3 of 10/ Crp.3 m3 10

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

MpoayxT: M6ykaun®, Tab/eTkH, HOKPDITHIE IJIEHOYHOH 060/104KOi, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccug

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne | R O6bem cepuH " 800000.0 Tab

Analytical Repo:‘t No/ - 040002856862 Date of Analysis / . 23.03.2025

A”anuTHYecKHii oTyeT Ne Jata ananmsa

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

JaTa npou3BOACTBA Tonen no

Mfg. License No. / MA number: /

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

JuneH3ua Ne

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

5 |Dissolution /

PacrBopenne
98 % to 100 %

97 % to 100 %

after 30 min/
30 muH
after 30 min /

yepes 30 MUH

Not less than 70% (Q) of CizHi302 (ibuprofen)
He menee 70 % (Q) Ci3H 302 (ubynpoden) uepes
Not less than 70% (Q) of CsHoNO: (paracetamol)

He menee 70 % (Q) CgHoNO: (napaueramon)

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykt coorsercTByeT TpeGoBanuaM HJI

Opinion : APPROVED
3axnouenune: OJOBPEHO

Prepared by / i Checked by / Approved by: Manager/Executive
[MoarorosneHo: Yogesh _ | IIposepeno: Rama kant /Onobpeno: Menemxep /
Chauhan (/V / M@ Pykosogurens: Amit Kumar
&, A b II.\\’  —
Reprint Date: Reprint Date: Reprint Date: [
Hara: 23.03.2025 Hara: 23.03.2025 Jara: 23.03.2025
Registered Office: 8-2-337, Road e, 3, Banjara Hills, Hyderabad - 500034, Teinngana, india

Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, En

mail@drreddys.coin

CIN: LS I9EAR98APLCNDE507

WWRALANTEdQys.Lcin
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Dr. Reddy's Laboratories LG
Formulation Unit-5
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 4 of 10/ Cp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxykr: M6ykann®, TabeTKy, IOKPHITHIE MIEHOYHOH 060,1049K0ii, 400 Mr + 325 mr

Market / PIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne : V2500457 O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ . 040002856862 Date of Analysis / - 93.03.2025

AHanuTHYeCKHH oTyeT Ne JlaTa aHan3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030
 JlaTa DpoM3BOACTBA T'onen 10

Mfg. License No. / MA number: /

IlponsBoacTBeHHas : MNB/05/263 ) ;. JIII-Ne(003654)-(PT"-RU)

Homep PY
Junensus Ne

Analysis performed according ND: / Ananaus l'lpOBe)le_H no HJ: JIIT-Ne(003654)-(PI'-RU)-101123

6 |Related substances /
Poacreennble npuMecH
Method 1/ Meton 1

0.0001%

4-aminophenol (paracetamol impurity) - not more
than 0.005% /
4-amutodenon (mpuUMech
oonee 0,005 %

napaueramoia) He

Any individual impurity (of ibuprofen or
Method 2 / Metogn 2 Below BDL / Hixke nopora paracetamol) - not more than 0.3% /

perucrpaiiu Jrobas eaqunuuHas npuMech (MbynpodeHa unu

napaieramoJa) ue 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
. than 0.7% / Cymma npumeceii (Meton 1 + Metozn

0.0001% 2) He 6onee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axnwuenne;: OJJOBPEHO

Prepared by /
IMogrotroeneno: Yogesh
Chauhan

4
[

Checked by /
[TpoepeHo: Rama kant

Jir

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyxoBogutens: Amit Kumar

(N

Reprint Date:
Hara: 23.03.2025

Reprint Date:
Jara: 23.03.2025

Reprint Date: 1

Harta: 23.03.2025

Registered Gfiice: 8-2-337, Road No. 3, Banja

Teb: 491 20 4900 2900, Fav: #5140 48
CIN: LBELREAR

WINLUN S

Ly

@ Hills, Hyderabad - 508034
2999, Email. maii@diredayz.car
LCND4597

LOOG3E, Taie
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 5 of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6ykauu®, Ta6/1eTKH, NOKPHITHIE ILIEHOYHO# 060.104K0ii, 400 Mr + 325 Mr

Market / PolHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Nt g MO O0nem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002856862 Date of Analysis / - 93.03.2025

AHanuTHYecKHi 0T4eT No Jara ananu3a

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

JaTa npousBoacTBa I'onen ao

Mfg. License No. / MA number: /

IlpousBoacTrBeHHas . MNB/05/263 : ;. JIIT-Ne(003654)-(PT-RU)
Homep PY

JuuneHsus Ne

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

8 |Uniformity of dosage
units /
OnHOpPOIHOCTE
JI03UPOBAHUS

- ibuprofen / ubynpoden

- paracetamol /
naparneTramon

1.8

1.7

Acceptance value (AV) should be not more than
15.0 / Ilokasarens npuemneMocT (A'V) nomkeH
OBITE HE Doee 15,0

Acceptance value (AV) should be not more than
15.0 /oka3zatens npuemiieMocT (AV) 1oikeH
ObITh He Goee 15,0

Remarks : The Product conforms to ND/
ITpumeyanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axsuouenue: OAOBPEHO

Prepared by /

Chauhan

ToarotosneHo: Yogesh

Vi

Checked by /
ITpoeepeHo: Rama kant

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Pyxosoautens: Amit Kumar
Nz

Reprint Date:
Jara: 23.03.2025

Qg
Reprint Date:

Hata: 23.03.2025

Reprint Date: t

Jara: 23.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderobad - SC0034, T2iangana, Indiz

Tol: 451 40 1900 2900, Fax: +91 40 4900 2999, Email
CIN: L85195ARPI984PLCUCAS0T

WL AT eday s Lo

maii@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
TIponyxr: N6yknnn®, TabaeTKH, HOKPITHIE MJIEHOYHOIl 060.104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / : Batch Quantity / ~ 800000.0 tab /

Cepus Ne Rtk O6nem cepuu ~ 800000.0 Tab

Analytical Repo:‘t No/ . 040002856862 Date of Analysis / . 93.03.2025

AHaJMTHYECKHH oTueT No JlaTa aHaau3a

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

JlaTa npou3BoACTBa T'onen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAs : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)
Homep PY

Juned3us No -

Analysis performed according ND: / Ananu3 npoBeaes no HJI: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /

Muxkpo6uoaoruyeckas

YyHeToTa*

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob11iee 4ucno He 6o7ee 1000 KOE/r
a3poOHBIX

MHKPOOPTraHu3MOB

b) Total combined yeasts NA Not more than 100 CFU/g/
and mould count / O61ee He 6onee 100 KOE/r

YHCIIO APOXIKEBBIX U
MJIECHEBBIX FpI/IGOB

¢) E. coli NA Shall be absent in 1lg / OtcyrcrBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr cootserctyet Tpebosanusim HJT 3axmoyenue: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Yogesh > [Iposepeno: Rama kant /Ono6peno: Menemxep /
Chauhan Y - d-d_\ Pykopoautens: Amit Kumar
Reprint Date: = Reprint Date: Reprint Date: '
Hata: 23.03.2025 Hara: 23.03.2025 Hara: 23.03.2025

Registered Office: 8-2-337, Road Me. 3, danjaiz Hills, Hvdorabad - GO0034, Teiangana, indis
Tel: +91 10 4900 2609, Fax +01 40 4200 2999, Email i
SAPISGAPLCNOIS07




Dr.Reddy’s ":‘

Dr. Reddy's Laporatories L.

Vill, Kho

Disti, So

MWL GO A5, CON

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
[ Ilpoayxt: U6ykann®, TabeTKH, NOKPLIThIE NJIEHOYHO# 060,104K0i, 400 Mr + 325 mMr

Market / PoiHox :Russia / Poccus

Batch No / ; Batch Quantity / _ 800000.0 tab/

Cepusi Ne | VTR O0beMm cepun " 800000.0 Tab

Analytical Report No/ - 040002856862 Date of Analysis / - 9303.2025

AHanuTHYECKHI oTHeT No JaTa aHanu3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa NpoH3BOACTBA TI'ogen no

Mfg. License No. / MA number: /

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

Homep PY
Juuen3us No

Analysis performed according ND: / Auasnus nposeaex no HJI: JIIT-Ne(003654)-(PT-RU)-101123

10 |Assay / KonudecTtBeHHOE

ornpeneieHue

394.5 mg/ 394.5 mr

324.50 mg / 324.50 mr

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

Ot 360,0 mMr 10 440,0 mr C13H 302 (MOynpoden) B
TabieTke

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

OT1292,5 mr 10 357,5 mr CsHyNO, (napaueramon)
B TabJieTKe

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6nuctep. [To 1 6nucrepy
B IauKky KapTOHHYIO BMECTE C
WHCTPYKLUEH MO IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetok B IIBX/Al Gmucrep. Ilo 1, 2 nau 20
OnucTEpOB B MauKy KapTOHHYKO BMeCTe C
HUHCTPYKIHEH 110 MPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBeTcTBun ¢ H]I.
13 | Storage conditions / At temperature not more than 25 °C. /

Xpanenue [Ipu Temnepatype He Bbie 25 °C. g
14 | Shelf life / Cpox 5 years / 5 net

TOJIHOCTH

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

Remarks : The Product conforms to ND/
Ipumeuanune: [Ipoaykr coorBercTByeT Tpebopanusam HJ

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / _
IloaroToneHo: Yogesh

Chauhan ((/V'/

Checked by /
[TpoBepeHo: Rama kant

M

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBoauTenb: Amit Kumar

it\(---’__ >

e

Reprint Date:
Hara: 23.03.2025

Reprint Date:
Jara: 23.03.2025

Reprint Date: {
Hata: 23.03.2025

WL AT OGY5.Com

Registered Office: 8-2-337, Road Mo. 3, Banjaia Hills, Hycderabud - 08034, Temngans, Iadis
Tol: £G1 40 4900 2600, Fav: 21 40 42070 2999, Email maiid

CHM: LERLOSAP LG34PLCIY 4507

Sdrisdayz com




Dr.Reddy’s ":

Dr. Reddy's Lavoratories Lid.
Formulazion Unit-6

Vill. I
Distt.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

WY

Woi, Nalagarh Road, Eaddi
Soian, P, 173 205,

PE— T
128160 Solui-ul

Ldriertays.com

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: M6ykaun®, TaGeTk, MOKPHIThIE IIEHOYHOH 06010uK0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne R O6nem cepun " 800000.0 Tab

Analytical Repo“rt No/ . 040002856862 Date of Analysis / - 93.03.2025

AHanuTHYEeCKHH oTyeT No JaTa aHanmsa

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

JlaTa npou3BOACTBA I'ogeH go

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Anajiu3 npoBejeH mno HI[ JITI-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.

[Tpumeuanue: CchUIKH B HOPMATHBHOH AOKyMeHTaluyu npyuseneHsl Ha 'O PO XIV.
* [IpOBOMMTCS MPOU3BOAUTEINIEM TTPH BBIMYCKe NEPUONHUECKHU: Js Kax ol 20-0i cepuH WM He MeHee 1 pasza B
rozi. [TokazaTenb MOXKeT ObITh He BKJIFOYEH B CEPTH(HUKAT aHaIM3a QUPMBIL.

API name / HaumenoBanue ADC: Ibuprofen / oynpoden Paracetamol / Ilapanieramon
INN / MHH: Ibuprofen / Ubynpoden Paracetamol / [1apaneramon
API manufacturer batch number / PIBM240221 APAP/24081243
Homep cepuu npoussoguresist ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIMH NIPOH3BOJHTEIS FERAO00741 FERA00703

rJId:

API Munufactured by & couniry /
lipouszBogurtens ADC, ctpana:

Solara Active Pharma Sciences
Liwited, ludia / Cunapa Onins
®@apma LaiteHcHs JluMuTen,
Hnnus

Grauules India Limited, India /
1 panynec Uuans Jlumuren, Mnaus

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusaM HJT

Opinion : APPROVED
3aknaouenne: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toprotosneno: Yogesh - [TpoBepeno: Rama kant /Ono6peno: Menemxkep /
Chauhan oz ny\/tﬂ | Pykoroautens: Amit Kumar.

|
Reprint Date: Reprint Date: Reprint Date: \
Hata: 23.03.2025 Hara: 23.03.2025 Hara: 23.03.2025

Registered Office: $-2-337, Road Io. 3, Banjara Hills, Hyderabad - 500034, Teinngana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Enail: mail@drredays.com

CIN: L85195AP 1 UEAPLCO04507
www.drredays.com




@ Dr. Reddy's Laboratories Ltd
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N y . . Mmooty DAt Dapdel
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 9 of 10/ Cp. 9 u3 10

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

Hpoaykr: M6ykaun®, TabjaeTky, HOKPLITHIE IJIEHOUHOI 06010uK0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne e O6beM cepiin " 800000.0 Tab

Analytical Repo:‘t No/ . 040002856862 Date of Analysis / - 93.03.2025

AHaIUTHYECKHIT 0TyeT No Jata anayin3a

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

JlaTa mpon3BoACTBa TI'ogen go

Mfg. License No. / MA number: /

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

JuneH3us Ne _ _

Analysis performed according ND: / Anasu3 npoeeaen mo HJL: JITI-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) /

HaunmeHoBaHHe, axpec, THUNEH3HA 1A I-p Pennu’c Jlaboparopuc JIta., Unaus, IponssoacTeenHoe
IIpouseoacTBennasn miaomanka / Ilnomaaka noapasaenenue-6, Bumin. Kxons, Hanarapx Poyn, bapnu, Jluctpukt
KOHTpOJIA kadecTBa / IL1omaaka Belmycka Conan, X.I1., 173205, Ungus (nuuenszus 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».

3aKiII04eHHe 0 COOTBeTCTBHH: «HacTosmuM s MOATBEPXKAl0, UTO MPUBEACHHAsA BbIle HHPOPMALIUA ABIAETCSA
JIOCTOREPHON W TOYHOW. DTa cepus MPOAYKLUMM MPOU3BECHA (BKIIOYas yMAaKOBKY (MapKHpOBKY) M KOHTPOIb
KauecTRa) HA BRINIEYKA3aHHOW TMPOM3BOJCTBEHHON IUiomaake (MomM@anKax) B IOJHOM COOTBETCTBUH C
Tpe6oBanuamu [IpaBun Hauexaieil npou3BoACTBEeHHON npakTuky EBpasuiickoro skoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u Tpe6oBaHUAMH KOHTPOJIA KaUeCTBA JIEKapCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [TpoayKT cooTBETCTBYET TpeboBauusam HJ 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Togrorosneno: Yogesh - [Tpoeepeno: Rama kant /Onobpeno: Menemxep /
Chauhan WV -- PykoBoaurens: Amit Kumar
v~ @“(GJ/‘ o A\/;i‘---@
Reprint Date: Reprint Date: Reprint Date:
JTara: 23.03.2025 Hara; 23,03.2025 Hara: 23.03.2025
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[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

TIpoayxt: M6ykaun®, Ta6/1eTKH, NOKPHITHIE IJIEHOYHOH 060104K0i, 400 Mr + 325 Mr
Market / PbiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepusi Ne + V2500457 O0neM cepuu " 800000.0 Tab
Analytical Rep0ft No/ - 040002856862 Date of Analysis / . 23.03.2025
AHanuTHYECKH oTyeT No JlaTa ananunza
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030
JlaTa mpoH3BoACTBA T'ogeH no
Mfg. License No. / MA number: /
IIponsBoacTBeHHAsS : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)

Homep PY

JuneH3us Ne _

Analysis performed according ND: / Auaan3 nposeged nmo H/I: JITI-Ne(003654)-(PI'-RU)-101123

a TaKXX€ B COOTBETCTBHU CO cneuud)m(auuﬂmu, coacpXXaluMUCA B PETUCTPALIMOHHOM JOChE CTPAHBI-UMIIOPTEPA.
3amucu no [IPOU3BOJACTBY, YIIAKOBKE U aHAJIN3y MPOBEPEHEI, U YCTAHOBJICHO UX COOTBETCTBUEC Tpe6OBaHI/I}IM HpaBHH
Hajaexallei I'lpOI/I3BO}_'[CTBeHHOI71 MMpaKTHUKH EBpa3HﬁCKOFO 3KOHOMHYECKOT'0O COrO3a».

Remarks : The Product conforms to ND/
Ipumeuanune: [Tpoaykr coorsercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

[TogrotoBieHo: Yogesh 7 ITpoeepeno: Rama kant /OnobpeHo: Menenxep /

Chauhan 7 _ Q—“‘{ PyxoBoauTeb: Amit Kumar
vz pl it K
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