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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 1 of 10/ CTp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| IpoaykT: H6ykann®, TableTKH, NOKPBITHIE IUIEHOYHOIT 0601049K0ii, 400 mr + 325 mr

Market / PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne + V2500362 O0bem cepun " 800000.0 Tad

Analytical Repo:‘t No/ - 040002843363 Date of Analysis / . 13.03.2025

AHanuTu4yecKuii oTyeT No Jarta anasu3a

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

JaTa npousBojcTBa [onen no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAN : MNB/05/263 ) : JII-Ne(003654)-(PI'-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Ananns nposenen mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

Ne |Test/ Iloka3zareab

Results/ PesyabTaThi

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarncyJioOBUIHOH (HOpMBI, MOKPBITHIE
TUIEHOUHOH 000J104KOH OpaHXeBOro
1[BETA, C PUCKOH Ha OHOMH CTOPOHE;
Ha IONEPEYHOM pa3pese — 1Apo
6enoro ugera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyJIoBUIHON
(OpMBI, TIOKPBITHIE IEHOYHOH 060/104KOH
OpaHXeBOro LBeTa, C PUCKOIl Ha OHOM CTOPOHE;
Ha MoTIepeyHOM paszpese — sApo Oenoro win
nouTy 6€10ro uBeTa.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Prepared by /

[Toarotorneno: Yogesh Qhauhan

Checked by /

ITpoBepeHo: Santosh Kumar

/Onobpero: Menemkgp /

Approved by: Manag}rtﬂixeculive

|
\

Hara: 13.03.2025

Jata: 13.03.2025

A / Maurya & Pykopoaurens: Abhishek Chauhan
Reprint Date: - Reprint Date: Reprint Date:

Hara: 13.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol: +91 40 1900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
poxykr: U6yknnn®, Ta61eTKH, MOKPLITHIE UIEHOUHOH 0601049K0#, 400 Mr + 325 mr

Market / PeiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne $ V2500362 O6nbem cepun ' 800000.0 Tab

Analytical Repovrt No/ . 040002843363 Date of Analysis / - 13.03.2025

AHauTHYeCKHH 0TYeT No JlaTta apannza

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

JaTa mpou3BoACTBA Tonen no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas! : MNB/05/263 " ) : JII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed aa)rding ND: / Anasu3s nposegen no HJI; JITI-Ne(003654)-(PI-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 yJepKUBaHHS OCHOBHBIX IIMKOB Ha
XpOMaTOrpaMMe UCHBITYEMOTrO PaCTBOPA JOJIKHEI
COOTBETCTBOBATh BpeMEHAM YIepXXHBaHHs ITHKOB
Ha XpoMmarorpaMMe pacTBOpa CTaHZapTHBIX
obpasuoB uHbOympodeHa U napamneramona (pazaen
«KonuuecTBeHHOe ONpeaeIcHUEe))

3 |Average tablets weight / 970.2 mg / 970.2 mMr

Cpeanss Macca Tab/1eToK

940.9 mg to 999.1 mg
(970.0 mg+ 3.0 %) /

Or 940,9 M b1 (o)
(970,0 mr + 3,0 %)

999,1 Mr

4 |Disintegration / 07 min 00 sec / 07 mun 00 cex

PacniagaemocTths

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBeTcTByeT TpeboBaHusM HJ{

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoaroTosneno: Yogesh Chauhan

1

Maurya

[TporepeHo: Santosh Kumar

Approved by: Manager/Executive

/Onobpeno: Menempgep /
Pykosoaurens: Abhjishek CFﬂﬁauhan

Reprint Date:
Hata: 13.03.2025

Reprint Date:
Jara: 13.03.2025

Reprint Date:
Hara: 13.03.2025

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 1500 2900, Fax: +91 40 4200 2992, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

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

Hpoaykr: M6ykann®, Ta6neTKy, NOKPbITHIE IIEHO4UHOH 0601049K0i, 400 Mr + 325 mr

JHIeH3us Ne

Market / PbiHOK :Russia / Poccnst

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne + V2500362 Oo0beM cepun " 800000.0 Tab

Analytical Report No/ . 040002843363 Date of Analysis / . 13.03.2025
AHaJiuTHYecKHIi oTyeT Ne Jarta anaiuza

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

JaTa npon3BOACTBa T'onen no

Mfg. License No. / MA number: /

Ilpou3BoacTBEHHAS : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Ananu3 HpOB_e):leH mo H: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacTtBOpenue

99 % to 101 %

98 % to 102 %

Not less than 70% (Q) of CisHizO- (ibuprofen_)'
after 30 min/

He menee 70 % (Q) Ci3Hi302 (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO, (mapaneramonn)
qepe3 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJ|

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Prepared by / Checked by /

Approved by: Managej/Executive

JlaTa: 13.03.2025 Jara: 13.03.2025

[Moaroroeneno: Yogesh Chauhan | [IpoBepeno: Santosh Kumar /Onobpeno: Menemiep /
Maurya Pykosomurens: Abhishek Chauhan
A /:-/ L —— I' )
Reprint Date: e Reprint Date: Reprint Date: - '

Hara: 13.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2599, Email: mail@drreddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 4 of 10/ Crp. 4 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykt: H6yknnn®, TabeTku, nOKpbIThIE MIEHOUHO 060/104K0M, 400 Mr + 325 Mr

Market / Prinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne + V2500362 O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ . 040002843363 Date of Analysis / - 13.03.2025

AHanuTHYecKHi oT4eT No JlaTta apayinsa

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

JlaTa OpoH3BOACTBA T'onen oo

Mfg. License No. / MA number: /

IIpou3ssoacTBeHHAs! : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3ns Ne

Analysis performed acc_ording ND: / Ananu3s nposeged mo H/I: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacrBenHbie npuMecH than 0.005% /
Method 1/ Meton 1 4-amuHOodeHoN (NpuUMech MapaueTaMmolia) He
6onee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 Below BDL / Huxe nopora paracetamol) - not more than 0.3% /
REFUCTRATIHA Jio6as enuHUYHAs npuMeck (uOympodeHa uin
napaieramora) He 6oxee 0,3 %
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceil (Meron 1 + Meton
0,
OIO00K 2) He 6onee 0,7 %
7 |Water / Boaa 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykT coorBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3axmoyenne: OJOBPEHO

Prepared by / Checked by /
[MoarorosneHo: Yogesh Chauhan

7

Maurya

[Tpoeepeno: Santosh Kumar

&

Approved by: Manager/[Executive
/OnobpeHo: MeHemlcepff
Pykosoautens: Abhishék Cha)#han

o

Reprint Date:
Hara: 13.03.2025

Reprint Date:
Hata: 13.03.2025

Reprint Date:
Hara: 13.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Labaratories Ltd
Formulation Unit-6

vViil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 172 205, INDiA
Tel:+51 95165 5600i-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 5 of 10/ Cp. 5 u3 10

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

Mpoayxr: H6ykaun®, Ta6aeTKH, NOKPBITHIE MJIEHOUHOH 0060/104K0i, 400 Mr + 325 Mr

Ilpou3BoACTBEHHAS : MNB/05/263
aunen3ust Ne

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne V2500362 O6bem cepuH " 800000.0 Tab
Analytical RepOft NQ / - 040002843363 Date of Analysis / . 13.03.2025
AHaJMTHYECKHH oT4deT Ne JlaTa aHanu3a

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030
JlaTa nnpousBoacTBa TI'open go

Mfg. License No. / MA number: /

Homep PY © JIXI-No(003654)-(PT-RU)

_Analysis performed according ND: / Anaau3 nposeien no H/IL: JII-Ne(003654)-(PI-RU)-101123

8 |Uniformity of dosage

units /
OnHopoaHOCTE Acceptance value (AV) should be not more than
JIO3UPOBAHUS 1.5 15.0 /ITokazatens npueMaeMocTH (AV) fomkeH
- ibuprofen / ubynpoden ObITH He Honee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.4 15.0 /Ilokazarens npuemMieMocTd (AV) jomxen
napareramon 6bI1Th He H6osee 15,0

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBercTBYeT Tpeboanusam HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Bxecutive
[MoaroroeneHo: Yogesh Chauhan | ITposepeno: Santosh Kumar /OnobpeHo: Menemxep
g Maurya (P PyxoBomutens: Abhish¢k Chaphan
7 i - r
Reprint Date: e Reprint Date: Reprint Date:
Hara: 13.03.2025 Hara: 13.03.2025 Hara: 13.03.2025
Reaistered Offica: 8-2-337, Road Ne. 3, Banjara Hilis, Hyderabad - 500034, Telansana, India

Tl 491 40 43860

2000, Fas: <83 40 1000 2999, Email: mail@drreddys com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
tei; +91 96166 5000i-02
www.drreddys.corm

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

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

Ilpoaykr: H6yknun®, Ta6neTkH, NOKPbITbIE NIEHOUHOMH 0605104K0ii, 400 Mr + 325 Mr

JUuueH3Hda Ne

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No V2500362 O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002843363 Date of Analysis / . 13.03.2025
AHaguTHYECKHH oT4yeT No JlaTa aHajm3a

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

JaTa npou3BoACTBa I'opeH o

Mfg. License No. / MA number: /

IIpou3BoAcTBEHHAs : MNB/05/263 Howmep PY ¢ JITI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Anasiu3s npoeegex no H/: JITI-Ne(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
MukpobHoJsoruyeckas
yucroTa*

a) Total aerobic microbial
count / Ob1wee yucno
adpOOHBIX
MHKPOOPraHUu3MOB

NA

b) Total combined yeasts NA
and mould count / Obmee
YUCJIO APOXKEBBIX U
MJIECHEBBIX TPHOOB

¢) E. coli NA

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

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

Shall
1r

be absent in 1lg / OTtcyrctBue B

Remarks : The Product conforms to ND/
ITpumeyanue: [lponykt cootBeTcTBYET TpeboBaHusAM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /

Hara: 13.03.2025 Jata: 13.03.2025

TIoaroroesneHo: Yogesh Chauhan | IIpoBepeno: Santosh Kumar
A 5 Maurya :
sl ain
Reprint Date: b Reprint Date: Reprint Date:

Jata: 13.03.2025

Registered Office. 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 300034, Telangana, Indio

Tel: +97 40 4900 2900, Fax: +87 40 4500 2899, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei: +51 96166 56C01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoxyxT: I/IﬁyK.nmi®, Ta6JIeTKH, NOKPbITbIE JIEeHOYHOi 060J104K0ii, 400 Mr + 325 Mr

Market / PoiHoOK :Russia / Poccus
Batch No / ) Batch Quantity / ~800000.0 tab /
Cepust Ne e O6nem cepuu ' 800000.0 Tab
Analytical Repourt No/ . 040002843363 Date of Analysis / . 13.03.2025
AHaJuTHYeCKHH oTyeT No Jara anannsa
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2030

aTa NPOM3BOACTBA Togel po
Mfg. License No. / MA number: /
IIponsBoacTBeHHas : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)

Homep PY

JauneHsus Ne

Analysis performed according ND: / AHanu3 nposegen no HJT: JIII-Ne(003654)-(PT'-RU)-101123

10 |Assay / KonnuecTBeHnHOE

onpeaejeHHe

400.3 mg /400.3 mr

321.42 mg/321.42 mr

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

Ot 360,0 mr 10 440,0 mr C3Hi30: (ubymnpocen) B
Tabnerke

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

Ot 292,5 mr xo 357,5 mr CsHeNO; (mapaneramon)
B Tabnerke

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 6auctep. [o 1 6mucrepy
B IauyKy KapTOHHYID BMECTE C
WHCTPYKLMEN MO IPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B IIBX/Al 6mucrep. Ilo 1, 2 nmu 20
6/MMCTEPOB B TMayKy KapTOHHYHO BMECTE C
UHCTPYKLHMEH 110 TPUMEHEHHUIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBeTctBum ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHue ITpu Temnepatype He Boliue 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOXHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuyanue: IIponykr coorBercTByeT TpeboBanusam HJ{

Opinion : APPROVED
3axknwuenune: OJIOBPEHO

Prepared by /

IToarotosneHo: Yogegh Chauhan

I/

Checked by /

Maurya

[TposepeHo: Santosh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemkep)
PykoBoaurens: Abhish

Reprint Date:
Hara: 13.03.2025

Reprint Date:
Jata: 13.03.2025

Reprint Date:
Jata: 13.03.2025

Registered Office: 8-2-

7, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

337
Tel: +91 40 4900 290C0, Fax: +81 40 4500 2999, Email: mail@drreddys.com
CIN: L851.95AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3ZA

Page 8 of 10/ Cp. 8 u3z 10

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

Tpoayxr: M6yknun®, Ta61eTKH, NOKPLITHIE MIeH0YHOl 06004K0ii, 400 Mr + 325 mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne e O6beM cepuH " 800000.0 Tab

Analytical Rep0ft No/ . 040002843363 Date of Analysis / . 13.03.2025

AHanuTHYECKHIi oTyeT No Jata apaiuza

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

JaTa Mpou3BOACTBA I'oaen oo

Mfg. License No. / MA number: /

IIpou3BoacTBeHHasA : MNB/05/263 ) 1 JIII-Ne(003654)-(PT-RU)
Homep PY

Junensns Ne o _ |

| Analysis performed according ND: / Ananu3s nposesen no HJL: JIH-NQ(_003654)-(PF -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.
[MTpumeuanue: CchlIKH B HOPMATHBHOH JOKYMEHTaLMH NpuBeneHsl Ha I'D PO XIV.
* [IpOBOAUTCS NPOM3BOUTENEM TIPH BBITYCKe MEPUOANUECKH: 1S Kax ol 20-oif cepuu uiM He MeHee 1 pasa B
rog. IlokazaTens MoxeT OBITh HE BKJIIOYEH B cepTU(hUKAT aHaIu3a QUPMBI.

API name / HanmenoBanne A®C: Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / PIBM240216 APAP/24081243
Homep cepuu npounspoautensa ADC:
FP Manufacturer API Batch number /

FERA00730 FERA00703

Homep cepuu cy6cTaHIHM NPOU3BOAUTENS
IJd:

API Manufactured by & country/
IIpouzBogurens A®C, cTpana:

Solara Active Pharma Sciences
Limited, India / Conmapa 2%THR
®apma CaiicHens JInmurca,
Nunus

Granules India Limited, India /

I'panynec Unnus Jiumuten, Muaus

Remarks : The Product conforms to ND/

IIpumeuanue: ITpoaykrt cooTBeTcTBYeT TpeboBanusam HJ{

Opinion : APPROVED
3akaouenue;: O/IOBPEHO

Prepared by /
IToarorosieHo: Yoggsh Chauhan

Lz

Maurya

Checked by /
IIpoeepeHo: Santosh Kumar

Approved by: Manager/E
/Opno6peHo: Menemxkep /
PykoBoaurens: Abhishek Chafhan

ecutive

L-_J =

Reprint Date:
Jara: 13.03.2025

Reprint Date:
Hara: 13.03.2025

Reprint Date:
Hara: 13.03.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4509 2999, Email: mail@drreddys.com
CIM: L85195AP1984PLCO04507

www.drreddys.com




‘. @ Dr. Reddy's Laboratories Ltd.

! . Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Cp. 9 u3 10

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

TIponyxr: M6ykaun®, Ta6ieTKH, NOKPLIThIE MIEHOYHO 060.10uK0i, 400 Mr + 325 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne SRS O0bem cepun * 800000.0 Tab
Analytical Report No/ . 040002843363 Date of Analysis / . 13.03.2025
AHanaTHYecKHii oTHeT Ne JaTta aHaan3za
Date of Manufacture / . 02/2025 Date of Expiry / - 01/2030
JlaTa npon3BOACTBA Tonen 10
Mfg. License No. / MA number: /
IlpousBoacTBeHHasA : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)

Howmep PY

JHueH3HsA Ne )
Analysis performed according ND: / Anasin3 nposeaes mo HJI: JITT-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
MNB/05/263) /

J-p Peanu’c JTaboparopuc JIta., Muaus, IlpoussoacteenHoe
noapasaenenue-6, Bumn. Kxons, Hanarapx Poya, bannu, JIuctpukr
Comnan, X.I1., 173205, Uuans (unen3us Homep MNB/05/263)

site /

HaumeHoBaHHe, aapec, JHIEH3US A
IponzsoacTBeHHas miuomanka / [lnomaaxa
KOHTPOJIsI kadecTBa / Ilmoniagka BeINYCKAa

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».

3akil0ueHHe 0 cOOTBeTCTBHM: «HacTosAluM 5 MOATBEPKAAL0, YTO NPUBEJCHHAA BbIIIE WHGOPMALIMA ABJISAETCS
JOCTOBEPHOH M TOYHOM. DTa cepus NPOIYKUMH NPOU3BEAeHa (BKIOYas YNAakoBKY (MapKMpOBKY) W KOHTpOJIb
KayecTBa) HA BBILIEYKA3aHHOM TMPOM3BOJACTBEHHON IUIOMAAKe (NIOLIAAKaX) B TIOJIHOM COOTBETCTBHH C
TpeGoBanuaMy [IpaBui HajUlexKalell NpOM3BOACTBEHHO NpakTHKU EBpasuiickoro skoHoMudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOoBaHUAMU KOHTPOJIS KaYECTBA JICKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [poaykT cooTBeTcTBYET TpeGoanusam HJI 3axmogenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Ekecutive
IMoarotoeneno: Yogesh Chauhan | [IpoeepeHno: Santosh Kumar /Opo6peno: Menemxkep /
;/ ' / Maurya ¢§3 PyxoBoautens: Abhishe leauhan
s - L
Reprint Date: Reprint Date: Reprint Date:
Hara: 13.03.2025 Jara: 13.03.2025 Jata: 13.03.2025

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 23999, Email: mail@drreddys.com
CiIM: L85195AP1984PLLCO04507
www.drreddys.com
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CEPTU®UKAT AHAJIU3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Npoayxr: M6ykaun®, TaGneTKH, HOKPHIThIE MIEHO4HOH 060104K0i, 400 mr + 325 Mr

Market / PpiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusz Ne : V2300362 Ob6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002843363 Date of Analysis / . 13.03.2025
AHasMTHYECKHIT 0TYeT No Jara anaau3za

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

JaTa npoH3BoACcTBa T'onen 10

Mfg. License No. / MA number: /

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

Homep PY

HueH3mus Ne ) o
Analysis performed according ND: / Anaaus nposenen nmo HJI: JIII-Ne(003654)~(PI'-RU)-101123

a TaKkXe B COOTBETCTBHUH CO CHCHH(bI/IKaLII/IﬂMI/I, COoACpXKallMMHUCS B PErTMCTPalMOHHOM JOCBC CTPAHBI-UMIIOPTEpPA.
3anucu no NMPON3BOACTBY, YIIAKOBKE U aHAJIU3Y NPOBEPCHBI, 1 YCTAHOBJICHO UX COOTBCTCTBHUC TPCGOBaHI/IﬂM HpaBI/IH

HajJiexaliei Npou3BOICTBEHHON NPaKTUKKA EBpasuiCKOro 3KOHOMH4ECKOro COro3an.

Remarks : The Product conforms to ND/
ITpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by / Checked by /
[MoaroroeneHo: Yogesh Chauhan

/i

iz

Maurya

[TpoBepeno: Santosh Kumar

é.‘
—
-

Approved by: Manager/Executive
/Onobpeno: Meuemxep//
Pyxosonurens: Abhishek Chiauhan

Reprint Date:
Hara: 13.03.2025

Reprint Date:
Hara: 13.03.2025

Reprint Date:
Jara: 13.03.2025

Registered Office: 8-2-337, Road No
Tel: +92.-10 4900 2900, ax:

+4

CiM: L85195AP1984PLCO04507
wwv.Ldireddys.com

3, Banjara Hills, Hyderabad - 500034, Telangana, Ir:dia
1401909 2999, Email: mail@drreddys.com




