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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +51 88166 56001-62
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 10f 10/ Cp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6yknnu®, Ta6eTkn, MOKPLITHIE MIEHOUHOI 060.104K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 800000.0 tab /

Cepus Ne Al Oo0nem cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002816708 Date of Analysis / . 97.02.2025

AHajuTH4YecKHH oTueT No Jlara aHanu3a

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

JarTa npou3BoacTBa I'ogen o

Mifg. License No. / MA number: /

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

JuneH3us Ne

_Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIH_-N9(003654)-(PF -RU)-101123

No

Test / Iloka3aTen

Results/ Pe3yabTaTthl

Specification / HopM_a

Appearance /
1 |Onucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyJIOBUHOH (HOpMBbI, NOKPHITHIE
IUIEHOYHOH 000JI04YKOH OpaHKEBOIO
11BETa, C PUCKON Ha OJTHOH CTOPOHE;
Ha MOMEPEYHOM pa3pese — AApo
6enoro nera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancyaoBUAHOM
(hOpMBI, MOKPLITHIE MIEHOYHOH 060104KOH
OPaH)KEBOIo LIBETa, C PHCKOH HA OJHOM CTOPOHE;
Ha MOTEPEUHOM pazpe3se — ANpo OeNoro MiH
noyTH 6esioro UBeTa.

Remarks : The Product conforms to ND/
IIpumeyanne: Ilpoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
Zaruwaenne: OJJOBPEIIO

Jara: 27.02.2025

Hata: 27.02.2025

Prepared by / Checked by / Approved by: Manager/Executive
[loarorosneno: Rama Killt [Iposepeno: Santosh Kumar /Onpobpeno: Menemxep /
ML}L 3 Maurya % PyxoBoauteis: Amjt Kumar
ré = [\/:/
Reprint Date: Reprint Date: Reprint Date: V

Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 00034, Teiangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emaik: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

- ac
Tel: +51 981E6 5600102

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product :

Ibuclin, film-coated tablets, 400 mg + 325 mg
IIponykr: H6ykaun®, TabeTKU, OKPBITHIE IJIEHOYHOH 060.10uK0i, 400 Mr + 325 mr

Market / PoiHok .Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab/

Cepnst Ne s V2500297 Oo6beMm cepuu " 800000.0 Ta6

Analytical Repourt No/ - 040002816708 Date of Analysis / . 27.02.2025

AHaJHTHYECKHH oTueT No JlaTta ananuza

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

JlaTa npon3BoacTBa TI'onen po

Mfg. License No. / MA number: /

IlponsBoacTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT"-RU)
Howmep PY

Junen3us No

Analysis performed according ND: / Auanu3 nposeaex no HJI: JITII-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CoOoTBETCTBYET

" 2 |Identification /
IopmmHHOCTH

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 yaepxHBaHHsS OCHOBHBIX IMKOB Ha
XpoMaTorpaMMme UCIBITYEMOro pacTBOPA JOJKHBI
COOTBETCTBOBATH BpeMEHAM yIep>KHBaHWs TIHKOB
Ha XpomarorpaMme pacTBOpa CTaHJapTHBIX
obpasuor ubynpodeHa U napaueramona (paszaen
«KonuuecTBEeHHOE ONpEACIEHNEY)

3 |Average tablets weight / 971.7 mg/971.7 Mmr 940.9 mg to 999.1 mg
Cpennss macca TabneTok (970.0 mg + 3.0 %) /
Or 940,9 MT Jo 999,1 MI

(970,0 Mr = 3,0 %)

4 |Disintegration / 08 min 20 sec / 08 muH 20 cex

PacmagaemMocThb

Not more than 30 min /
He 6onee 30 muu

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykt cootBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by /
[ToarotoBieHo: Rama Ka

ngv\ LL// Maurya "2:__

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive

/Onpo6peHo: Meunempxep /

Pykosoautens: Amit Kumar
i

Reprint Date:
Hata: 27.02.2025

Reprint Date:
Hara: 27.02.2025

Reprint Date:(
Hara: 27.02.2025

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

CIN: L§5195AP1984PLC004507

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 : +61 38156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 3 0of 10/ Ctp. 3 u3 10

Product ; Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: U6ykaun®, Ta6ieTkn, MOKPHITHIE MJIEHOUHOI 060.104K0ii, 400 Mr + 325 Mr

Market / PoiHoKk :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne : V2500297 O6bem cepuu " 800000.0 Tab

Analytical Rep0ft No/ - 040002816708 Date of Analysis / - 27022025

AHajuTHYecKHH oTyeT Ne JlaTa anajamM3a

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

JlaTa npoun3BoAcTBa I'open oo

Mfg. License No. / MA number: /

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

JuneH3us Ne .

Analysis performed according ND: / Anain3 npOBeueTn_o HJI: JITI-Ne(003654)-(PT" -R_U)-101123

5 |Dissolution /
PacTrBOpenne

99% to 101 %

98 % to 103 %

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min /
He menee 70 % (Q) Ci3H 130, (ubynpoden) yepes
30 muH
Not less than 70% (Q) of CgHoNO: (paracetamol)
after 30 min /
He menee 70 % (Q) CsHoNO; (mapaueramon)
yepe3 30 MUH

Remarks : The Product contorms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeSoBaHMAM H]I

Opludon : APPROVED
Jaxmouenne: OJOLT'EIIO

Prepared by /
IMoarotosneno: Rama Kant

Bl

Checked by /
[TpoeepeHo: Santosh Kumar

Maurya }

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

A~

Reprint Date:
Hata: 27.02.2025

Reprint Date:
Hara: 27.02.2025

Reprint Date: ¥
JHara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4600 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
Tei : +91 $6166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Page 4 of 10/ CTp. 4 u3 10

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

Hpoayxr: Uoyknun®, TabneTKH, NOKPLIThIE NIeHOUYHOH 060.10uK0ii, 400 Mr + 325 mMr
1ipoay A p

Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab/
Cepus Ne e O0nem cepun " 800000.0 Tab
Analytical Report No / . 040002816708 Date of Analysis / - 27.02.2025
AHAaJUTHYECKHH 0TueT Ne JaTa anajanza
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa mpou3BOACTBA T'ogen no
Mfg. License No. / MA number: /
IIpousBoacTBeHHas . MNB/05/263 Howmep PY . JITI-Ne(003654)-(PI'-RU)

Junen3us Ne

Analysis performed accordinEND: / AHanns l'lpOBeIle_H no HI[ .JIII—.N'R003654)-(PF-RU)-101 123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacrBenHble MpUMecH than 0.005% /
Method 1 / Metogn 1 4-amuHodeHONn (OpuMech MapaueTramona) He
oonee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.02% paracetamol) - not more than 0.3% /
Jlobast emunpnyHas npuMech (ubympodeHna wmm
napareTramosa) He 6onee 0,3 %
. Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceii (Meton 1 + Merton
2) ue 6onee 0,7 %
7 |Water / Boaa 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/

IIpumeuanue: IIpoaykrt coorsercTByeT Tpeboanusam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /

IlogroroeneHo: Rama Kant

BHE

Maurya

IIposepeno: Santosh Kumar

./.

Approved by: Manager/Executive
/Opnobpeno: Menemxep /
\ PykoBoauTen: Amit Kumar

Reprint Date:
Hara: 27.02.2025

Reprint Date:
Hara: 27.02.2025

Reprint Date: |
Jlara: 27.02.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA
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981€6 56001-02

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

Mpoaykr: U6ykaun®, TabaeTKU, NOKPBITHIE ILIEHOUHOI 000104K0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccusg
Batch No / . Batch Quantity / ~ 800000.0 tab/
Cepusi No Ve O6bem cepun " 800000.0 Tab
Analytical Repo:‘t No/ - 040002816708 Date of Analysis / - 97.02.2025
AHAJIUTHYECKHIT oTueT Ne JlaTa aHaH3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030

JlaTa mpon3BoOACTBA T'onen no
Mfg. License No. / MA number: /
[IpousBoacTBEHHAS : MNB/05/263 : . JIII-Ne(003654)-(PI'-RU)

Homep PY

Jaunes3us Ne -

Analysis performed according ND: / Anaans nposexes no HJL: JITI-Ne(003654)-(PI-RU)-101123

8 |Uniformity of dosage
units /

OnHOpPOXHOCTE
JIO3UPOBaHUA

- ibuprofen / ubynpodex

1.7

- paracetamol / 1.9

napaneTamo

Acceptance value (AV) should be not more than
15.0 / Iloka3atens npremineMocTH (AV) qosnkeH
OLITE He OoJee 15,0

Acceptance value (AV) should be not more than
15.0 /Iloka3arenb npueMiaeMocTH (AV) N0KeH
ObITE He Hoee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: TIPOAYKT COOTBETCTBYET TpeSosanuaM HJI

Opinion : APPROVED
Jarmwaenne. OJOLILEITIO

Prepared by / Checked by /
[Toarorosneno: Rama Kant

Qb

Maurya

[MpoBepeno: Santosh Kumar

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

N

Reprint Date:
JHata: 27.02.2025

Reprint Date:
Hara: 27.02.2025

Reprint Date:
Hara: 27.02.2025

Y

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
lel: +9'L 40 440U 290U, FaX: +91 40 49500 2999, Bindll. inali@di reddys.cuin
CIN: L85195AP1984PLLC004507
www.drreddys.com




Dr. Reddy’s ":‘.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel:+91 29166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykaun®, TabuieTKH, NOKPLIThIE IVIEHO4HOI 060.104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepus Ne A O6nem cepuu " 800000.0 Tab

Analytical Report No/ - 040002816708 Date of Analysis / - 97.02.2025

AnajuTH4eckHii oTyer Ne JlaTa anaynza

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

JaTa mpou3BOACTBA T'open no

Mfg. License No. / MA number: /

IIpousBoACTBEHHAs : MNB/05/263 ) . JHII-Ne(003654)-(PI'-RU)
Homep PY

Jaunensus Ne

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

9 |Microbiological purity* /
Mukpobuonoruieckas
qyueToTa®

a) Total aerobic microbial
count / Obuiee 4yucno
a3pOOHBIX
MHKPOOPraHH3MOB

b) Total combined yeasts
and mould count / Ob1ee
YHCIIO IPOMXOKEBBIX U
MJIECHEBBIX rPUOOB

¢) E. coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 05 CFU/g/
Menee 05 KOE/r

Absent in 1g / OtcyTcTBYET B I

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 / OtcyrcTBHe B

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykt coorBercTBYeT TpeboBauusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
ITonrorosneno: Rama Kant

L

Checked by /

IIposepeno: Santgosh Kumar
Maurya ( %

Approved by: Manager/Executive

/Ono6peHo: Menemxep /

Pykosoautens: Amit Kumar
;:_,/

Reprint Date:
Hara: 27.02.2025

Reprint Date:
Hara: 27.02.2025

Reprint Date:"
Jata: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




I 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 981G6 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 7 of 10/ Crp. 7 w3 10

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

Mponykr: Hoykiaun®, TabieTkn, HOKPHITHIE IJIEHOYHOH 060J109K0ii, 400 Mr + 325 Mr
poay M P

Market / PpIHOK :Russia / Poccus

Batch No / ) Batch Quantity / . 800000.0 tab /

Cepus Ne Mt O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ - 040002816708 Date of Analysis / . 27.02.2025

AHaJHTHYeCKHH oT4eT Ne JlaTa aHaau3a

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

JaTa mpou3BOACTBA T'onen no

Mfg. License No. / MA number: /

ITpon3soacTBeHHas : MNB/05/263 ) ;. JITI-Ne(003654)-(PT'-RU)
Homep PY

JIMHeH3ust Ne

Analysis perfor;ed according ND: / Ananns nposenen no HJI: JIII-Ne(003654)-(PTI" -RU)-10f123

Assay / KoaudecTBenHoe
onpeeeHHe

10

401.7 mg/401.7 mr

329.49 mg /329.49 mr

360.0 to 440.0 mg of C3HsO: (ibuprofen) per
tablet /

Ot 360,0 mr mo 440,0 Mr C13H 302 (ubynpoden) B
TabneTke

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

Ot 292,5 mr 1o 357,5 mr CsHoNO;, (maparietamon)
B TabneTke

11 | 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 |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / [To 10 Tabnetok |Tabnerok B [IBX/Al 6mucrep. 1o 1, 2 unu 20
B IIBX/Al 6auctep. [lo 1 6nucrepy |OnucTepoB B Nadyky KapTOHHYIO BMECTE ¢
B IayKy KapTOHHYK) BMeCTe€ C |HHCTPYKLHeH Mo MPUMEHEHHIO.
MHCTPYKLMEH 10 NPHMEHEHHUIO.
12 | Labeling / MapxupoBka |According to ND. / B cootBerctBuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe Ilpu TemMnepatype He Bhile 25 °C.
14 | Shelf life / Cpox S years / 5 net
FOHOCTH

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

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoayxT cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3aximouenue: OJJOBPEHO

Prepared by / Checked by /
Iloarorosneno: Rama Kant

o

Maurya

ITposepeHo: Santosh Kumar

p FEA.

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
Py Koso,u'n"renb'\ﬁmit Kumar

o gt

Reprint Date:
Hara: 27.02.2025

Reprint Date:
JHara: 27.02.2025

Reprint Date:
Hata: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.co

m
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Dr. Reddy’s ‘

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

vVill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 98166 560C1-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

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

MpoaykT: U6ykann®, TabneTkn, NOKpLITHIE ILIEHOYHOI 060,104K0ii, 400 Mr + 325 mMr
 11poay \ p

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne $ V2500297 O6beM cepun " 800000.0 Tab
Analytical Repo:‘t No/ . 040002816708 Date of Analysis / - 97.02.2025
AHanuTH4ecKH# oTueT No JlaTa aHa/au3a

Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JlaTa mpoun3BoAcTBa Togen go

Mfg. License No. / MA number: /

IIpouzsoacTeeHHas : MNB/05/263
JuneH3us Ne

Homep PY ¢ JII-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Auannz nposenen no HJI: JITI-Ne(003654)-(PT-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.

INpumeuanue: CChUIKM B HOPMATHBHOM TOKyMeHTalu npuBeseHsl Ha ' PO XIV.

* [IpoBogUTCS MPOM3BOAUTENEM MPH BBITTyCKe NIEPHOAUUECKH: JUIS KaxKaol 20-0i cepuu Mk He MeHee 1 pasa B
rof. ITokasaTesib MOXeET OBITh HE BKIIOUEH B CEPTUMKAT aHanM3a GUPMBL.

API name / HaumenoBanne APC: Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
INN / MHH: Ibuprofen / M6ynpoden Paracetamol / [1apaueramon
il [ANIACIICK DACCHEDEE PIBM240216 APAP/24091297, APAP/24081243

Homep cepun npoussoautes ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIMH IPOH3BOAMTEIS FERAO00730 FERA00541, FERA00703
IJd:
Solara Active Pharma Sciences
API Manufactured by & country / Limited, India / Conapa OxTuB Granules India Limited, India /
IIpouseogutens ADC, cTpana: ®apma Caitencus Jlumuren, I'panynec Unaus Jlumuren, Mnaus
Nunus

Remarks : The Product conforms to ND/
ITpumeuanne: I1poaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

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

[ToaroToBneno: Rama Kant IIposepeno: Santogh Kumar /Ono6peHo: Menemxep /
W Maurya &' PYKOBOHHTCHBﬁEI@_mar

Reprint Date: | Reprint Date: Reprint Date: |

Hara: 27.02.2025 Hata: 27.02.2025 Jata: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, Indig
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




S Dr. Reddy's Laboratories Ltd.

! ‘. Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUDPHMKAT AHAJIM3A

Page 9 of 10/ Ctp. 9 u3 10

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

Mpoayxr: U6ykaun®, TabreTKu, NOKPHITBIE NUIEHOYHOM 060.104K0ii, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne AL O6nem cepu " 800000.0 Tad

Analytical Repovrt No/ . 040002816708 Date of Analysis / . 97.02.2025

AHajquTHYecKHH oTueT Ne JlaTa ananun3za

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

JlaTa mpoH3BOACTBA TI'ogen no

Mfg. License No. / MA number: /

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

JinueH3us Ne

Analysis performed according ND: / Anaau3s nposenex no HJI: 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) /

HaumeHnoBaHue, aapec, NMUeH3HA JJIA J-p Pennu’c Jlabopatopuc JIta., Uuans, IpousBoacTBeHHOE
HponzpoacTeenHas miomaaka / Ilnomaaka nojpazaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagau, JJHCTpUKT
KOHTPOJIA kadecTBa / Ilnomaaka BolmycKa Conan, X.I1., 173205, Unaus (munensus 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».

3aKJ/l09eHHe 0 COOTBETCTBHM: «HacTosmM 1 MOATBEpXK a0, YTO NPUBENEHHAs BbILIE MHPOPMaLUA SBIAETCA
JIOCTOBEPHOM M TOYHOU. DTa cepus MPOAYKLMM TpOW3BEeIeHA (BKIIOYAs YNakoBKY (MapKMpOBKY) M KOHTpOJb
KauecTBa) Ha BHIIICYKa3aHHOW IMPOM3BOACTBEHHOM IUIOWaAKe (TUIOLIAKaX) B IOJHOM COOTBETCTBUH C
TpeGoBaHusaMH [IpaBuNl Hajsexalleil MpoU3BOACTBEHHOH MpakTuku EBpasuiickoro skoHomMuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6psa 2022) v TpeOOBaHUSMHU KOHTPOJIS KA4E€CTBA JIEKAPCTBEHHEIX CPE/CTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Ipoaykr cootseTcTBYeT TpeboBanusam HJIT 3axmoyenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToaroroeneno: Rama Kant [IpoBepeHno: Santosh Kumar /OnobpeHo: Menemxep /
! L;,L"' Maurya 1?)-__ PykoBoautens: Amit Kumar

t —
Reprint Date: Reprint Date: Reprint Date: !
Hara: 27.02.2025 Hara: 27.02.2025 Hara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
|Hpoaykr: U6yknuu®, Ta61eTkH, NOKPHITHIE IJEHOYHON 060/104K0ii, 400 Mr + 325 Mr
Market / PoiHOK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne e O6beM cepHH © 800000.0 Tab
Analytical Repourt No/ - 040002816708 Date of Analysis / . 97022025
AHaJuTHYeCKHH oTdeT Ne Jara aHau3a
Date of Manufacture / - 02/2025 Date of Expiry / - 01/2030
JaTta npousBoacTBa Togen no
Mfg. License No. / )
IIpon3BoscTBeHHAs! - MNB/05/263 ISR el - JINI-Ne(003654)-(PT-RU)
Homep PY
JHOeH3Hs Ne - -
_Analysis performed according ND: / Ananus nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

a TakKe B COOTBCTCTBHH CO CHCI_U/I(bI/IKaLU/ISIMI/I, COICpKAMMHUCA B PErUCTPAallMOHHOM J0ChE CTpaHbl-MMIIOPTEpPA.
3arnucu 1o MPOU3BOACTBY, YITAKOBKEC X aHAJTU3y NPOBEPEHEL, X YCTaHOBJICHO UX COOTBETCTBHUC TpC6OBaHI/IﬂM HpaBI/l.II
HajJexanieh HpOHSBOﬂCTBCHHOﬁ MpaKTHKH EBpa3HﬁCKOFO 3KOHOMHYECCKOTI'O CO03a».

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusam HJL

Prepared by /
IToarotosneHo: Rama Kant

-

Checked by /
[IposepeHo: Santosh Kumar
Maurya

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
PyxoBogutens: Amit \Iﬁjmar

Reprint Date:
Hara: 27.02.2025

Reprint Date:
Hara: 27.02.2025

Reprint Date: |
Jara: 27.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Teiangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Emaik: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




