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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AH

AJTU3A

Page 1 0f 10/ Ctp. 1 13 10

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

ITpoayKT: Woyikaun®, TabaeTKH, NOKPbITbIE reHouHoii ofoaouKoii, 400 mr + 325 mr

—

Market / PeiHOK :Russia / Poccust

Batch No/ . Batch Quantity / ~ 800000.0 tab/

Cepusi Ne S O6beM cepuu * 800000.0 Tab

Analytical Report No/ . 040002806741 Date of Analysis / . 11.02.2025

AHAJMTHYECKHIT 0TYeT Ne JlaTa aHaJIM3A

Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029

Jlara npou3BOACTBA Tojen 5o

Mfg. License No. / MA number: /

IIpou3BOACTBEHHAsA : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Howmep PY

auuenzus Ne i .

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

Ne |Test/ TlokasaTeb Results/ Pe3yabTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucanue one-side scored tablets; white core at |scored tablets: white or off-white core at the

the cross-section. / TabneTku
KancylosugHoN GOpMbl, OKPLITHIC
[JIEHOUHOH 000JIOUKOI OpaHXEBOT0
11BeTa, C PACKOH Ha OJIHOW CTOPOHE;
Ha MonepeyHoM paspese — AApo
0eoro LBETA.

cross-section. / TaBneTKu KancyIoBUAHON

¢ opmBl, MOKPBITHIE UTEHOYHO# 0007109KON
OpaHXEBOTO LBETA, C PUCKOH Ha O/IHOH CTOPOHE;
Ha [ONepeyHOoM pa3spese — AApo 6enoro uiu

[ouTH Genoro LBeTa.

|

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoyKT COOTBETCTBYCT TpeboBannam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[ToaroToByeHO: Sant%Kumar ITposepeto: Pardeep Kumar

/Opmo6peHo: MeHexep /

Approved by: Manager/Executive

Maurya f PykoBoauTens: yAmit Kumar
= S S

Reprint Date: Reprint Date: Reprint Date: V

Jara: 12.02.2025 Jara: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India

Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email:

mail@drreddys.com

CIN: L85195AP1984PLCO04507

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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page 2 of 10/ Ctp. 2 3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg __|
Ipoaykr: Woykaun", TabAeTKH, NOKPLITHIC nleHouHo# 060m04K0ii, 400 MT + 325 mr
Market / PpIHOK :Russia / Poccust
Batch No/ . V2500117 Batch Quantity / ; 800000.0 tab /
Cepnist Ne O6neM cepuH 800000.0 Tab
Analytical Rep0“rt No / 040002806741 Date of Analysis / . 11.02.2025
AnaanTuueckuii oryer No JlaTa aHaJIM32 o
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029
JlaTa npou3BOACTBA Tonxen Ao
Mfg. License No./ .
ITpousBoACTBENHAsE : MNB/05/263 MA number: / - JITI-Ne(003654)-(PT-RU)
Homep PY
mensmae e p e o1
Analysis performed according ND: / Anajin3 npoBeieH Mo HA: JIH-N9(003654)-(P1"'-RU)—101123 |

Complies as prescribed/
CoOTBETCTBYET

2 Identiﬁcati_onT o T_

IMoaAHHHOCTDH

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 yHepkuBaHis OCHOBHBIX MHKOB Ha
XpOMATOrpamMMe HCTIBITYEMOro pacTBopa JIOTIKHBI
COOTBETCTROBATH BpeMeHaM ylepiKHBaHia MHKOB
Ha XpoMarorpaMMe pacrsopa CTaHIapTHBIX
06pastos ubynpodena 1 mapaueTamona (paspen
«KonuuecTBEHHOE OHPCI.{,E.?IEHHC»)

3 | Average tablets weight / 971.7 mg/ 971.7 mr

Cpenuss Macca TabaeToK

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

Or 940,9 M o 999,1 Mr
(970,0 mr £ 3,0 %)

4 |Disintegration /
L PacnagaeMocTh

06 min 44 sec / 06 MuH 44 cex

Not more than 30 min /

E 6onee 30 MUH

Remarks : The Product conforms to ND/
Hpumeuanne: [1pogyKT COOTBETCTBYCT tpeGopanusaM HIL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Togrotopneno: Santosh Kumar [IposepeHo: Pardeep Kumar /Opno6peHo: Menenxep /

Maurya PyxopoauTe]s: Amit Kumar
Reprint Date: Reprint Date: Reprint Date'

Hara: 12.02.2025 Jara: 12.02.2025 Hara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Formulation Unit-6

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

.. ® Dr. Reddy's Laboratories Ltd.
=g

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 3 of 10/ Cp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: Hoykann®, Ta6/1eTKH, TOKPHITHIE NUIEHOYHOIi 060J1049K0ii, 400 Mr + 325 Mr

Market / PpiHOK :Russia / Poccus

Batch No / - V2500117 Batch Quantity / ~ 800000.0 tab /

Cepust Ne ' O6bem cepun ' 800000.0 Tab

Analytical Repourt No/ - 040002806741 Date of Analysis / - 11.02.2025

AHanMTngecKnu oTyeT No JlaTa aHaM3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

JaTa npou3BoacTBa Togex g0

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / AHanu3 nposenex no H/: JII-Ne(003654)-(PT-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
Pacreopenue s after 30 min/

96 % to 101 % He menee 70 % (Q) Ci3HisO: (ubynpoden) uepes
30 muH

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

98 % to 101 % He menee 70 % (Q) CsHoNO, (mapaieramon)
yepes 30 MHH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Ipoaykt coorseTcTBYeT TpeboBanusam HJT 3axmouenue: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

IToarororneHo: Santo%(umar [Tposepeno: Pardeep Kumar /Ono6peno: Menemxkep /

Maurya Pykosongutens: Amit Kumar

Reprint Date: Reprint Date: Reprint Date: !
JlaTa: 12.02.2025 Jata: 12.02.2025 Harta: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 29C0, 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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHANHM3A

Page 4 of 10 / Ctp. 4 u3 10

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

IIpoayKT: [‘Iﬁ}’KﬂlIll@, Ta0/eTKH, MOKPbITHIE IUIeHO4HOH 060104uKo0ii, 400 Mr + 325 mMr

Bl

Market / PbIHOK :Russia / Poccus

Batch No / ; Batch Quantity / ~ 800000.0 tab /

Cepus Ne § V2500117 O6nLeM cepiii " 800000.0 Tab

Analytical Report No/ . 040002806741 Date of Analysis / - 11.02.2025

AnanpTHdecKkuii oTueT No JlaTa apaJKu3a

Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029

JlaTa npoH3BOJCTBA Topen 10

Mfg. License No. / ]

IIpoH3BOACTBERHAS . MNB/05/263 MA number: / . JIII-Ne(003654)-(PT-RU)
Homep PY

Junen3usg No

Analysis performed according ND: / Auaans nposejen mo HJL: JITI-Ne(003654)-(PT-RU)-101123

6 | Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIE TPUMeECH than 0.005% /
Method 1/ Metog 1 4-amuHodeHon (IpUMECH napaueramona) He
oonee 0,005 %
Method 2 / MeTon 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not mo}se than 0.3%/
DEGUCTRaliiid Jliobas enHHuHas npumecs (MOynpodena WIn
napaneramora) He 6onee 0,3 %
0.0002% Total impurities (Method 1+ Method 2) - not more
: ° than 0.7% / Cymma npuwmeceii (Meron 1 + Meron
| 2) He Gonee 0,7 %
7 |Water / Boga 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: [1pojlyKT COOTBETCTBYCT tpebopanusm HJL

Opinion : APPROVED
Baxutouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarorosneno: Santosh Kumar | [TpoBepeHo: Pardeep Kumar /Ono6peno: Menemxep /

Maurya PykoBoauTeNp: Amti’i,Kumar
Reprint Date: Reprint Date: Reprint Date: '

Jara: 12.02.2025 Jata: 12.02.2025 Tara: 12.02.2025

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘f:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

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

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

Page 5 of 10 / C1p. 5 u3 10

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

Mpoayxr: Uoyknun®, Ta6aeTKH, HOKpPLITHIE NIEHOYHOI 060104K0, 400 Mr + 325 Mr

Market / Poinox :Russia / Poccus
Batch No / . Batch Quantity / . 800000.0 tab/
Cepus No V2SN Obbem cepun " 800000.0 Tab
Analytical Repourt No/ - 040002806741 Date of Analysis / . 11.02.2025
AHanuTHYecKHit oTyeT Ne Jara ananuza
Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029

| lata npoussojacrea T'ogen o
Mfg. License No. / MA number: /
IlpousBoacreenHan : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)

Howmep PY

annensns Ne

Analysis performed according ND: / Anaaus nposenen no HJI: JI-No(003654)-(PI-RU)-101123

8 |Uniformity of dosage
units /
OnHOPOIHOCTE
JIO3UPOBaHHUs

- ibuprofen / ubynpoden

1.8

- paracetamol / 1.9

napaneTamMmor

Acceptance value (AV) should be not more than
15.0 / INoxkazatens npuemiaemoctu (AV) nomkeH
OBITH He Gonee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazatens npuemiemoctd (AV) gomkeH
OBITE He Gosee 15,0

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

Opinion : APPROVED

3aknouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
Hoaroroeneno: Santosh Kumar | [Tposepeno: Pardeep Kumar /OnobpeHo: Menemxkep /

Maurya PyxoBonureng: Amif Kumar
Reprint Date: Reprint Date: Reprint Date:

Hara: 12.02.2025 Hata: 12.02.2025 Hara: 12.02.2025

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

CIN: L85195AP1984PLC004507
www.drreddys.com




D R dd , S Dr. Reddy's Laboratories Ltd.
® . .
I. e Formulation Unit-6
& y s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A

Tel : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 6 of 10/ Crp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
ITpoaykT: Hoykaun®, TabneTkH, NOKPLITHIE IUIeHouHo# 060104Koii, 400 Mr + 325 mMr

Market / Poinok :Russia / Poccus

Batch No / - V2500117 Batch Quantity / ~ 800000.0 tab /

Cepusn Ne ) O6beM cepHH " 800000.0 Tab

Analytical Repo‘f't No / . 040002806741 Date of Analysis / - 11.02.2025

AnanuTHdeckuii oTuer Ne JaTa aHaJH32

Date of Manufacture / - 12/2024 Date of Expiry / - 11/2029

Jlara npou3BoACTBA Topen 0o

Mfg. License No. / .

ITpou3BOACTBEHHAS : MNB/05/263 MA number: / . JITI-Ne(003654)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / AHaJIM3 NPOBE/ICH IO HJI: JITT-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* / '

Mukpo6Hoa0rHYecKast

YHCTOTA®

a) Total aerobic microbial Not more than 1000 CFU/g/
count / Obiiee 4ucnIo NA He 6onee 1000 KOE/r
a’poOHBIX

MUKpPOOPTaHU3MOB

b) Total combined yeasts Not more than 100 CFU/g/
and mould count / Ob1wee NA He 6onee 100 KOE/r

YUCJIO APOACKEBBIX H
TIECHEBBIX rpruboB

¢) E. coli NA Shall be absent in 1lg / OTtcyrcTBHE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykt cootseTcTByeT Tpebopanuam HJL 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Moarotosneno: Santosh Kumar | ITposepeno: Pardeep Kumar /Ono6peno: Menemxep /
Maurya gg Gf-" Pykosoantens: Amit Kumar
Reprint Date: Reprint Date: Reprint Date?
Hara: 12.02.2025 JMara: 12.02.2025 Jara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

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

Ipoaykr: Woykann®, TabaeTKH, DOKPbITLIE nieHouHoi 0600uKoii, 400 Mr + 325 Mr

| Market / PpiHOK :Russia / Poccus
Batch No / - V2500117 Batch Quantity / ~800000.0 tab/
Cepust Ne ' OobeM cepiin " 800000.0 Tab
Analytical Repovrt No/ - 040002806741 Date of Analysis / . 11.02.2025
AHauTHYecKHi oTyeT Ne Jlata aHaIM32
Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029
Jarta npoH3BOACTBA I'oxen 10
Mifg. License No. / MA number: /

IIpousBoacTBEHHASA : MNB/05/263

anuensus No

Homep PY . JITI-Ne(603654)-(PT-RU)

Analysis performed according ND: / Ananns nposenen no HJI: JITT-Ne(003654)-(PT-RU)-101123

10 | Assay / KotnyecTBeHHOE

omnpejejienye
394.8 mg/394.8 mr

319.09 mg /319.09 mr

360.0 to 440.0 mg of C;3HisO2 (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C13Hs0: (ubynpoden) B
TabneTke

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

Ot292,5 mr g0 357,5 mr CsHyNO: (mapateTamonn)
B TabJieTKe

11 | Package / YnakoBka 10 tablets in PVC/Al blister.
blister and a patient information |a patient information leaflet in a carton. / Tlo 10
leaflet in a carton. / ITo 10 Tabnetok |Tadnetok B TIBX/Al 6auctep. Ilo 1, 2 nnmn 20
B [IBX/Al 6nmcrep. ITo 1 6auctepy |[6nucTepoB B nauky KapTOHHYIO BMECTC ¢
B Mauky KapTOHHYIO BMECT€ C |MHCTPYKLHEH MO NPYMEHEHHIO.

WHCTPYKLEi 10 NPHMEHEHHIO.

1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and

12 | Labeling / MapkupoBka |According to ND. /B cOOTBETCTBHA C HJL.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHue [Tpi Temmeparype He Boiue 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/
Ipumeyanne: [IpogyKT COOTBETCTBYET TPEOOBAHHAM HJL

Opinion : APPROVED
3axaoyenue: OJOBPEHO

Prepared by / Checked by /

[Toarotoneno: Santosh Kumar | [Tposepeno: Pardeep Kumar /Opo6peno: Menemxep /

Approved by: Manager/Executive

Reprint Date: Reprint Date:
Hara: 12.02.2025 Jata: 12.02.2025

Maurya @ (;L/ Pyxoaoamem}:\@i{_ﬁumar

Reprint Date: !
Tara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




D R dd , Pe Dr. Reddy's Laboratories Ltd.
@ k .
r. e s Formulation Unit-6
- y -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

Tel : 91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

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

HpoaykT: U6ykaun”, TabaeTKH, IOKPbIThIe MJIEHOYHOH 060/104KOi, 400 mr + 325 mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne 3 V2S00 OGbeM cepHH " 800000.0 Tab

Analytical Repovrt No/ . 040002806741 Date of Analysis / - 11.02.2025

AnanaTHyeckuii oryer No JlaTa aHa/IM3a

Date of Manufacture / . 12/2024 Date of Expiry / - 11/2029
JlaTa npou3BOJACTBA Tougen go

Mfg. License No. / MA number: /

IIponsBoacTBEHHAN : MNB/05/263 ) . JIII-Ne(003654)-(PT-RU)

Howmep PY
sunensus Ne

" Analysis performed according ND: / Ananus nposenen no HJ[: 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.

ITpumeuanne: CcbUlkH B HOPMATHBHOM JIOKYMEHTALIMM TIPHBECHEI Ha I'® PO XIV.

* [TpoBOAUTCS NMPOU3BOIANTENEM IPH BBIIYCKE EPHOAMHECKH: 1A kaxnoit 20-olf cepiu HITH He MeHee 1 pa3a B

roj. [Tokasatens MOXKET ObITh HE BKJIIOUYEH B cepTH(KAT ananusa GUPMBL.

API name / HaumenoBanue A®C: Ibuprofen / Ubynpoden Paracetamol / [lapaueramoin
INN / MHH: Tbuprofen / U6ynpoden Paracetamol / [1apaieTamodn
APL manufacturer batch number / 1201/23/A-0569, 1101/24/A-3443 APAP/24091294
Homep cepuu nponssogutens ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIIHM NPOU3BOAHTENS FEQA00083, FERA00604 FERAO00539
TJID:

IOL Chemicals and

Pharmaceuticals Limited, India /
HOJI Kemukarnc 311
WapMacbrrukaie Jnmuiea,

API Manufactured by & country /
Ilpouzeoaurens ADC, cTpana:

Granules India Limited, India /
I'panynec Unaus JTumuren, Muaus

Wupus
Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khiol,
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Ipoaykr coorsercTyeT Tpedosanusm HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moxroroeneno: Santosh Kumar | ITIposepeHo: Pardeep Kumar /Ono6peno: Menemxep /
Maurya & - PykooauTenb: pAmit Kumar
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 12.02.2025 Hata: 12.02.2025 Jara: 12.02.2025

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

CIN: L85195AP1984PLCOC4507
www.drreddys.com




Formulation 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 Laboratories Ltd.
@

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

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

IpoayKT: Hoykauu®, TabaeTKH, DOKPLIThIE IeHouHoi o6onouKoii, 400 mr + 325 mr

Market / PoIHOK :Russia / Poccus

Batch No / - V2500117 Batch Quantity / ~ 800000.0 tab /

Cepnn Ne ) O6beM cepun " 800000.0 Tab

Analytical RepOj't No/ . 040002806741 Date of Analysis / - 11.02.2025

AHATHTHYECKHH 0TYeT No Jlata anaJan3a

Date of Manufacture / - 12/2024 Date of Expiry / . 11/2029

JlaTa npoM3BOACTBA Toaen g0

Mfg. License No. / .

IIpousBoacTBEHHAS : MNB/05/263 MA number: / : JITI-Ne(003654)-(PI'-RU)
Homep PY

auuensns Ne

Analysis performed according ND: / Ananus nposejes mo HJI: JITI-Na(003654)-(PT-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumMeHoBaHHe, agpec, THIXEH3Us A5 II-p Penw’c JlaGoparopuc JITA., Muaus, ITpou3BOJACTBEHHOE
Ilpon3BoacTBeHHAs IUIOMIAKA / IlmomanKa noapasaenetue-6, Bui. Kxone, Hanarapx Poyn, banau, JAMCTpUKT
KOHTpOJs KauecTa / [liomaika BuUTYCKA Conan. X.I1.. 173205, Muaus (nuuensus somep 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».

3akmouenne o cooTBercTBHN: «HacToswum s MOATBEPK/AIO, YTO TPUBEACHHA ghille WHGOpPMALIMs ABIAETCA
JOCTOBEPHOIl ¥ TOUHOI. DT1a cepusi MPOAYKUMH MPOH3BEACHA (BKIIOUAs YNAKOBKY (MApKUPOBKY) M KOHTPO/b
KayecTBa) HA BBINIEYKA3AHHON TMPOM3BOJICTBEHHOH NJIOIMAAKE (nnom@azkax) B MOJHOM COOTBETCTBUH C
ipeGopannamu [IpaBun napnexamer [POM3ROICTREHHNIT MPAKTHKA EBpasuiicKoro SKOHOMHHYECKOTO coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) 1 TpeboBaHUAMH KOHTPOIIA KadecTBa NIEKapCTBEHHbIX CPEICTB,
a TAKOKe B COOTBETCTBUM €O CrieLbUKaLUsIMK, CONEPKAINUMHUCA B PETUCTPALUOHHOM JI0CHE CTpaHbl-UMNOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [TpojyKT COOTBETCTBYET TPEOOBAHMAM HJT 3akmoyenune: OJJOBPEHO

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

[MoxrorosneHo: Santosh Kumar | I[TposepeHo: Pardeep Kumar /Ono6peno: Menemxep /

Maurya & OL_—E_ PyxoBoauTens: Am:tnglmar
ol

Reprint Date: Reprint Date: Reprint Date: /

Jlara: 12.02.2025 Hara: 12.02.2025 Jata: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Formulation Unit-6

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

... Dr. Reddy's Laboratories Ltd.
@

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

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

IIpoaykr: I/IﬁyKJIHH®, Ta6NEeTKH, IOKPbITbIE IIeHO4HO# 0bom0ukoii, 400 mr + 325 mr

Market / PriHOK :Russia / Poccus

Batch No/ ; Batch Quantity / ~ 800000.0 tab /
Cepnst Ne $ V2500117 Q6bem cepun " 800000.0 Tab
Analytical Report No/ . 040002806741 Date of Analysis / - 11.02.2025
AHanuTHUYeCKHH oT4eT Ne | JlaTa anaja3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2029

JlaTa npou3BoAcCTBA I'onen oo
Mfg. License No. / MA number: /
IIpou3sBoacTBeHHAN : MNB/05/263 ) : JITII-Ne(003654)-(PT'-RU)
Homep PY

| IHueHsus Ne -
Analysis performed according ND: / Ananu3s nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

3articH 1o MpoU3BOACTRY, YIIAKOBKE M aHaNIU3Y [IPOBEPEHEI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusM [IpaBun
HaJUIeXallel MpoU3BOACTBEHHOH NPAKTHKH EBpa3sHHCKOro 3KOHOMUYECKOI0 COK3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeyanue: IIpoaykT cooTBeTCTBYeT TpeGoBaHuaM HJI 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moxrotosneno: Santosh Kumar | [IpoepeHo: Pardeep Kumar /Onobpeno: Menemxep /

Maurya ql PykoBoautens: Amit @mar
Reprint Date: Reprint Date: Reprint Date: V

Harta: 12.02.2025 Jara: 12.02.2025 JHara: 12.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




