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CERTIFICATE

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +51 63160 56001-02

www.drreddys.com

OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Page 1 0of 10/ Crp. 1 u3 10

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

Ipoaykr: U6ykaun®, Ta6aeTKH, IOKPHITHIE ILIEHOYHOl 0060104K0i, 400 Mr + 325 Mr
pony ) pb

IIpousBoacTeenHas - MNB/05/263
_auuensug Ne

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne V2500244 O6bem cepun " 800000.0 Tab
Analytical Report No/ - 040002811297 Date of Analysis / . 94.02.2025
AHalHTHYEeCKHI oTueT No JlaTa anamM3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa nmpou3BoacTBa Togen go

Mfg. License No. / MA number: /

Homep PY : JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anaans nposegen no H/I: JIII-Ne(003654)-(PT-RU)-101123

Ne |Test/ Iloka3aTeinnb Results/ PesynpTaThl

Specit:lcation / Hopma N

1

Appearance /
|Onuncanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcynoBUIHOU (OPMBL, IOKPLITHIS
[UIEHOUHOH 060J104KOH OpaHKEBOrO
L[BETA, C PUCKOH Ha OMHOH CTOPOHE;
Ha TIONepevyHOM pazpese — sIpo
Oenoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabaeTku KancynaoBUAHON
(hOpMBL, MOKPBITHIE TIJIECHOUHON 000J104KOl
OpaHXXEBOTI'O 1IBETA, C PUCKON Ha OJHOI CTOPOHE;
HA MMONEPEYHOM paspese — spo Oenoro uiu
MouTH OeNoro nBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3akmouenune: OJJOGPEHO

Prepared by / Checked by /

IMoarorosneno: Santosh Kumar

Maurya / p
@—_ T ||' = _T_.'

Approved by: Manag r/Executive

[TpoepeHo: Pardeep Kumar /Onobpeno: Menekep /

Pykosoaurens: Abhjshek C}aauhan
li

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hata: 24.02.2025

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +91 40 4200 2900, fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3IA

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoaykT: M6ykaun®, TabaeTKu, NOKpPbITHIE IUIEHOYHO# 060/104K0ii, 400 MT + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepus Ne V2500244 O6nem cepuu " 800000.0 Tab

Analytical Repo‘}‘t No/ - 040002811297 Date of Analysis / . 24.02.2025

AHaauTHYecKHi oTueT Ne JlaTa aHa/mM3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa Ipou3BOACTBA Togen g0

Mfg. License No. / MA number: /

ITpon3BoacTBeHHast : MNB/05/263 : : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3ust Ne B

Analysis performed ac_cording ND: / Anaan3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

2 |Identification /
IMoaauHHOCTL

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) /
BpeMeHa ynepxMBaHUs OCHOBHBIX IHMKOB Ha
XpOMAaTorpaMMe HCTIBITYEMOT0 PACTBOPa AOJIKHBI
COOTBETCTBOBATh BPEMEHAM YIEPKUBaHUs MUKOB
Ha XpoMaTrorpaMMe pacTBopa CTaHAAPTHBIX
obpasiioB ubynpodeHa u napaueramona (paszneln
«KonnuecTBEHHOE ONpENEICHUE)

3 |Average tablets weight /
CpeaHsisi Macca TabJIeTOK

4 |Disintcgration /
PacnapaemocTh

969.0 mg / 969.0 mr

09 min 35 sec / 09 M1 35 cex

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

Or 940,9 MI Jo
(970,0 mr £ 3,0 %)

999,1 ML

Not more than 30 min /
He 6onee 30 Mmun

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cootBercTBYeT Tpebosanusam HJJ

Opinion : APPROVED
3axaouenune: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh Kumar
Maurya " 31

. -
e

Checked by /

[Iposepeno: Pardeep Kumar

F

|

i
—

Cs—

Approved by: M; nager/Executive
/Onobpeno: Mettenkep
Pykosoautens: Abhish¢k Chauhan

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: maill@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Formulation Unit-6
Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel: +91 53166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 3 0of 10/ Crp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykt: U6ykaun®, TabaeTKH, IOKPHITHIE IJIEHOYHOH 0060.10uK0i, 400 Mr + 325 mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2500244 OGbem cepuu " 800000.0 Tab

Analytical Report No/ . 040002811297 Date of Analysis / . 24.02.2025

AnaguTH4yeckHii oTueT Ne JlaTa anaausa

Date of Manufacture / . 01/2025 Date of Expiry / - 12/2029

JlaTa npoH3BoACTBA T'open oo

Mfg. License No. / MA number: /

IlpousBoacTBennast : MNB/05/263 ) . JII-Ne(003654)-(PI"-RU)
Howmep PY

Junensus Ne

Analysis performed according ND: / Anain3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

5 |Dissolution / Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
PacTBopenne after 30 min/
9% to 102% He menee 70 % (Q) Ci3HisO, (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO> (paracetamol)
100 % to 103 % Ia{fter 20 min! 0

e me"ee 70 % (Q) CsHoNO: (mapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cooTBETCTBYET TpeboBanuam HJJ 3axoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive
[Toarotoeneno: Santosh Kumar | [Iposepeno: Pardeep Kumar /Ono6peHo: Menejuxep /

Maurya :/ Z . L PykoBoautens: A 11ish7( Chauhan
Reprint Date: Reprint Date: Reprint Date: o

Harta: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Forinulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 95166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 4 of 10 / Cp. 4 n3 10

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

poayxr: U6yknun®, TabaeTku, NOKpbIThIe NUIEHOUHOI 060.104K0iH, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne s V2S0026 O0bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002811297 Date of Analysis / . 24.02.2025

AHaMTHYECKHH oTueT Ne JlaTa aHau3a

Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029

JaTa npoH3BOACTBA TI'open no

Mfg. License No. / )

TpoussoacTBennasn . MNB/05/263 Ly . JIT-Ne(003654)-(PT-RU)
Homep PY

JHneH3usa Ne

Analysis performed according ND: / AHaiu3 np(;B_eueH no H: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoncTBeHHBIE MPUMECH than 0.005% /
Method 1 / Meton | 4-amunodenon (mMpUMech TnNapaleTamona) He
oonee 0,005 %
. Any individual impurity (of ibuprofen or
Method 2 / Metona 2 0.03% paracetamol) - not more than 0.3% /
JIrobast eguHu4Has npuMmech (UOynpodena wnu
naparetamosa) He 6osnee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
V20 than 0.7% / Cymma npuMeceii (Meron 1+ Mertoa
2) He 6onee 0,7 %
7 |Water / Boaa 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJJ

Opinion : APPROVED
3akumouenue: OJOBPEHO

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

[MoarororneHo: Santosh Kumar | [Ipoepeno: Pardeep Kumar /OnobpeHo: MCHC,Z[)Kepf-‘

Maurya @_ PykoBoautens: Abhishgk Chauhan
<>VL"‘ |r Lr‘

Reprint Date: Reprint Date: Reprint Date: ol

Hara: 24.02.2025 Jara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L851954P1984PLCO04507
www.drreddys.com




Forrnulation Unit-6

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

Qe Dr. Reddy's Laboratories Ltd .
®
..

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTUDIHKAT AHAJIU3A

Page 5 of 10/ Ctp. 5 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IlponaykT: I/IﬁyKJmH®, Ta6JIETKH, TOKPBITHIE MJIeHOUHOI 060J104K0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / _~ 800000.0 tab /

Cepus Ne s V2500244 O6bem cepun  800000.0 Tab

Analytical Repog‘t No/ - 040002811297 Date of Analysis / . 24.02.2025

ApasuTHYecKHi oTyeT No JlaTa aHaqu3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa mpoH3BoAcTBA T'ogen oo

Mfg. License No. / MA number: /

IIpousBogcTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

Jauuen3usa Ne

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

8 |Uniformity of dosage )
units /
OOHOPOAHOCTE Acceptance value (AV) should be not more than
| no3MpoBaHuUst 1.8 15.0 / Iokasarens npreMiaeMocTd (AV) fomkeH
|- ibuprofen / nbynpoden ObITh He Honee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.8 15.0 /Ilokazatens npuemaemoctu (AV) fomxeH
napaneTamon ObITh He Oonee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Ipoaykr cootBercTBYET Tpebopanusam HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToproropneno: Santosh Kumar | Ilposepeno: Pardeep Kumar /Onobpeno: Meuemigep /
Maurya i': y f PykoBoanTens: Ab; shek Cha?han
— S— t .
Reprint Date: Reprint Date: Reprint Date: '
Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tei ; +91 55166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IpogyxT: I/Iﬁylcﬂnﬂ®, TabJeTKH, MOKPBITbIE JIeHOYHO#H 060J104KOi, 400 Mr + 325 Mr

Market / PbiHok :Russia / Poccus

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

Cepusa No R V2500044 O0bem cepun " 800000.0 Tab

Analytical Report No/ - 040002811297 Date of Analysis / - 94.02.2025
AHaJMTHYECKHI oTuyeT Ne JlaTa aHajm3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

JaTa nmpou3BoacTBa I'onen oo

Mfg. License No. / MA number: /

HpouszsoacrBeHHas : MNB/05/263 Homep PY : JIII-N2(003654)-(PT'-RU)

JanneH3Hs Ne

Analysis performed according ND: / Ananu3 nposeges no HJI: JIII-Ne(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
Muxkpoénojornyeckas
gyncrora*

a) Total aerobic microbial
count / Obee 4ucio
aspobHBIX
MHKpPOOPTaHHU3MOB

b) Total combined yeasts
and mould count / Ob1uee
YHCIIO APOMHOKEBBIX H
JIECHEBBIX IPUOOB

¢) E. coli

NA

NA

NA

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

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

Shall
ir

be absent in 1lg / OTtcyTcTBHEe B

Remarks : The Product conforms to ND/
I pumeuanne: IIpoaykr coorBeTcTBYET Tpebopanuam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo: Santosh Kum
Maurya 1{}\‘

Checked by /

ITpoepeHo: Pardeep Kumar

oL —

Approved by: Manager/Executive
/Onobpeno: Menemiep /

Pykoeoaurens: Abhishek 4hauhan

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

Reprint Date:
Jara: 24.02.2025

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: L85195/A4P1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Forrnulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 n3 10

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

MpoaykT: U6ykaun®, Ta6aeTKH, HOKPLITHIE MJIEHOYHOI 06010uKO, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab /

Cepust Ne i V2500244 O0neM cepHHu * 800000.0 Tab

Analytical Repo:‘t No/ - 040002811297 Date of Analysis / . 24.02.2025

AHaJMTHYeCKHH oTueT No JlaTa aHaJim3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa npou3BOACTBA TI'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBeHHAA : MNB/05/263 ’ ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY

JinIeH3ust Ne

Analysis performed according ND: / Anann3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

10 |Assay / KosinuecTBeHHOE 360.0 to 440.0 mg of C13Hi3O; (ibuprofen) per
onpejeneHue tablet /
396.9 mg/396.9 mr Ot 360,0 mMr o 440,0 mr C13H1302 (u6ynpocen) B
tabnerke
292.5 to 357.5 mg of CgHyNO; (paracetamol) per
tablet /
328.21 mg /328.21 mr 071292,5 mr 1o 357,5 mr CsHoNO; (maparnieramonn)
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. / ITo 10 Tabnerox |Tabnetok B [IBX/Al 6mucrep. Ilo 1, 2 unn 20
B [IBX/Al 6nuctep. [To 1 6mucrepy |6nucTepoB B MayKy KapTOHHYIO BMECTE C
B Mauky KAPTOHHYK) BMECTE€ C |HHCTPYKLIMEH IO NPUMEHEHHUIO.
UHCTPYKIIHEH N0 NPHIMEHEHUIO.
12 | Labeling / MapkupoBka |According to ND. /B cootBerctBuu ¢ HI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne Ipu Temnepatype He Bbiiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
TOXHOCTH

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

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

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive
[Toarotosneno: Santosh Kumar | Ilpoeepeno: Pardeep Kumar /Ono6peno: Meuemiep /

Maurya Hél QL., PykoBozutens: Abhfshek hauhan
Reprint Date: Reprint Date: B Reprint Date:

JHata: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 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. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10 / Cp. 8 u3 10

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

Npoaykr: U6ykann®, TabneTkn, MOKpHITHIE MIeHOYHOH 060/104K0#, 400 Mr + 325 mr
pony Y P

Market / PeiHoK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne 8 V250004 O6beM cepun " 800000.0 Tab

Analytical Repo:’t No/ - 040002811297 Date of Analysis / . 24.02.2025
AHaJuTHYecKHH oTueT No Jata aHasm3a

Date of Manufacture / - 01/2025 Date of Expiry / . 12/2029

JlaTa mMPOM3BOACTBA I'onen no

Mfg. License No. / MA number: /

IIpounzBoacTBEeHHAs : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PI'-RU)

JHIeH3nsa Ne

Analysis performed according ND: / AHasin3 npoBeaen no HJI: JIII-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.

ITpumeuanue: CCbUIKH B HOpMaTHBHOM JOKyMeHTalMH npuBefeHsl Ha ['® PO XIV.

* [TpOBOMTCS IPOU3BOIAUTENEM MIPH BBITYCKE MEPHOANYECKHU: AJlsl Kaxaol 20-ol cepuu WK He MeHee 1 pasa B
roj. ITokazaTens MOXET GBITh He BKIIIOYEH B CEPTUHUKAT aHANM3a (PUPMBL

API name / HaumeHoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
INN / MHH: Ibuprofen / 6ynpoden Paracetamol / [1apaneramon
APL manufacturer batch number / PIBM240211, PIBM240215 0547/24-25

Homep cepun npoussogureas ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIUMH NPOH3BOAHTEIIH FERAO00683, FERA00729 FERA00534
rJId:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa JkTuB Limited, India / IlIpu Kpuimna
Hpouszsoaureas ADC, cTpana: ®apma Caiiencns Jlumuresn, ®dapmaceroTukanc Jlumures,
Wupus 15020050

Remarks : The Product conforms to ND/
IIpumeyanme: [TpoaykT cooTBeTcTBYET TpeOoBaHusam HJ

Opinion : APPROVED
3aknouyenne: OJIOBPEHO

Prepared by / Checked by /

Maurya m I

[

Approved by: Managey/Executive

[Toarotosneno: Santosh Kumar | Ilpoepeno: Pardeep Kumar /Ono6peno: Menemxep /

PykoBoautens: Abhi

Reprint Date: Reprint Date:
Jlara: 24.02.2025 Jlara: 24.02.2025

Reprint Date:
Hara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India

Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@
! ‘.. Formulation Unit-6
Dr. Reddy B ® Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 9 of 10/ Cp. 9 m3 10

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

Ilpoaykr: H6ykann®, Ta61eTKH, MOKPHITHIE IJIEHOYHOI 060.104K0#, 400 MT + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne ? ViZon0zad O0neM cepun " 800000.0 Tab

Analytical Report No/ - 040002811297 Date of Analysis / . 24.02.2025

AHanHTHYeCKH# oTueT No JlaTa ananu3a

Date of Manufacture / . 01/2025 Date of Expiry / . 12/2029

JlaTa NpoU3BOACTBA T'onen A0

Mfg. License No. / MA number: /

HpoussoacTeeHHAs : MNB/05/263 ’ : JIII-Ne(003654)-(PT'-RU)
Homep PY

_IuneH3us Ne

Analysis performed according ND: / Anaau3s nposegen no HJI: JIII-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) /

HaumeHoBaHue, agpec, JHHEH3IHA NS I-p Pennu’c Jlaboparopuc JIta., Mnaus, [IponssoacTBenHOe

IIpouseoacTeerHas njomanaka / [lnomanka nonpasnenenue-6, Bunn. Kxons, Hanarapx Poyn, bannn, J{uctpukrt
KOHTpOJIA kadecTBa / [liomaaka Beinmycka Conan, X.I1., 173205, Uanus (muuensus 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».

3ak/04eHHe 0 cooTBeTCTBHH: «HacToAwMM s MOATBEPXKAAI0, YTO NPUBEAEHHAS Bhille HHPOPMALIKS ABIAETCS
JIOCTOBEPHON M TOYHOW. DTa cepus NMPOIAYKLMH MpoU3BeleHa (BKIOYAs yNakoBKY (MapKMpOBKY) H KOHTPOIb
KauecTBa) Ha BBIEYKA3aHHON MPOU3BOACTBEHHON IUTomajke (IUIOMAAKaXx) B TOJHOM COOTBETCTBHH C
Tpe6oBanusamu [lpaBun Hayiexameil NPOM3BOACTBEHHON NMpakTHKKM EBpasHicKoOro sKOHOMU4ecKoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTsi6ps 2022) u Tpe60BaHUAMH KOHTPOJIA KQ4eCTBa JIEKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorsercTByet TpeGosanusaM HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toprorosneno: Santosh Kumar | IlpoBepeno: Pardeep Kumar /OpnobpeHo: MeHeKkep

Maurya & ) Pykosoautens: Abhish¢k C hay{han
Reprint Date: Reprint Date: Reprint Date:

Jara: 24.02.2025 Iara: 24.02.2025 Jara: 24.02.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJU3A
Page 10 of 10 / CTp. 10 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykaun®, Ta61eTKH, HOKPLITHIE IVIEHOYHOIi 060/104KOii, 400 Mr + 325 Mr
Market/ PoiHOK :Russia / Poccus
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepusi Ne » V2500244 0O6beM cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002811297 Date of Analysis / - 94.02.2025
AHaJMTHYeCKHIT oTueT No JlaTa anann3a
Date of Manufacture / - 01/2025 Date of Expiry / - 12/2029
JlaTa mpou3BoacTBA Tonen o
Mfg. License No. / ]
IpouseoxcTReNHAR . MNB/05/263 gigsnuribeg; / . JITI-Ne(003654)-(PT-RU)
Homep PY

Juunensus Ne o
Analysis performed according ND: / Anasin3 nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

a TaKKe B COOTBETCTBHH CO crnielUpUKALMAMHU, COIEPXKALIUMHUCH B PETMCTPALIMOHHOM J0ChE CTPaHbI-UMIIOpTEpa.
3amnucu 1o Npou3BOJCTBY, YNaKOBKE U aHANNU3Y IPOBEPEHBI, H YCTAHOBJICHO HX COOTBETCTBHE TpeboBaHusaM [IpaBun
HaaJexaliei npon3BoICTBEHHON PakTUKU EBpazuicKOro SKOHOMUYECKOTO COKO3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Ipoaykr coorBercTByeT TpeboBanmsaM HJI 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Managg¢r/Executive

IMoarorosneno: Santosh Kumar | ITpoBepeno: Pardeep Kumar | /Opo6Gpeno: Menemikp /

Maurya @ f PykoBoauTtens: Abl}'" shek C}fuuhan
L C o— | s

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.02.2025 Hara: 24.02.2025 Hara: 24.02.2025
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