Dr.Reddy’s ":‘

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page10of5/Crp. 1 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Fi0y kunu®, 1a04e1KH, HOKPBHITHIE IIEHOYHOH 000,104K0#, 400 Mi* + 3Z5 mr

Batch No / Cepus Ne : V2400663

Batch Quantity / O6bem naprun : 764.3 Kg

040002502801

Analytical Report No / Ananutu4yeckuii oraer Ne ¢

Date of Analysis / lara ananuza: 29.04.2024

Date of Manufacture / /lata apon3soacrsa : 04/2024

Date of Expiry / Cpok rogaocts : 03/2029

|Analysis performed according ND / Ananu3 nposeasen no HJI: [1N011252/01-160123

Ne  |Test/IlokazaTenn

Results/ Pe3yabTaThl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./  Tabncrkn
KancyJaoBHAHOH (GOpMBL, MOKPEITLHE
MUIEHOYHOH 000JI04KO# OpaHXeBoro
UBETa, ¢ PHCKOH Ha ORHOM CTOPOHE;
Ha TONEepeyHOM paspe3e — SIpo
H¢iioro LBETA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tab6netrku
KamcynoBUAHOH  (GOpPMBl,  NOKPBITHIE
IIEHOYHOH  06onoukoll  opaHXeBoro

[[BETa, ¢ PUCKOH Ha ONHOH CTOpPOHE; Ha
TONepeyHoM paspese — Aapo 6eIoro uiu
o4TH Senoro HgeTa.

2 |Identification /
ITopMHHOCTE

Complies as prescribed/
CooTtBeTcTBYET

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 ynepxHBaHUs OCHOBHBIX ITMKOB
Ha XpOMaTorpaMme HCIBITYEMOro
pacTBopa  JOMXKHBI  COOTBETCTBOBATH
BpPEMEHaM  YIOEPXXHBaHHA I[HKOB  Ha
XpOMaTorpaMMe pacTBOpa CTAHAAPTHBIX
obpa3nos ubynpodeHa U mnapaleramona
(pasgen «KonuyecTseHHOE
OTIPENCNEHHE)

3 |Average tablets weight
1CpenHs Macca
TabneTok

964.7 mg / 964.7 mr

From 9409 mg to 999.1
(970.0 mg +3.0 %)/
Or 9409 wmr

(970,0 MI'+ 3,0 %)

mg

pile] 999,1 mr|

Remarks : The Product conforms to ND/
IIpnmeuanne: IlponykT coorBercTByeT TpeboBanusM HT

Opinion : APPROVED
3aknoyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ogprorosneno: Santosh | ITpoBepeno: Pardeep Kumar /Onobpeno: Menemxep /

Kumar Maurya Q«; [ Pyxoroaurens Manoj Kumar M
Reprint Date: Reprint Date: Reprint Date:

Jata: 29.04.2024 Hara: 29.04.2024 Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fax; +91 40 4900 2999. Fmail* maii@drraddys com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [ tg.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Selan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIM3A

Page2 of 5/Crp. 2 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, Ta0JeTKH, NOKPLITHIE IEHOYHOMH 0601049K0i, 400 Mr + 325 Mr

_l}_z_ttch No / Cepus Ne : V2400663

Batch Quantity / O6bemM naptuu : 764.3 Kg

Analytical Report No / Avanuru4eckuii oTdet No :
040002502801

Date of Analysis / JlaTa anaau3za: 29.04.2024

Date of Manufacture / Jlata npousBojicrsa : 04/2024

Date of Expiry / Cpok rogunocts : 03/2029

Analysis performed according ND / Ananus nposenen no HI: [T N011252/01-160123

I pumeuanue: [IpoaykTt cooTreTcTBYeT TpeboBanusam HJ|

4 Disintegration / 08 min 03 sec/ 08 muu 03 cex  |Not more than 30 min /
Pacnanaemocts He 6omee 30 MuH
S |Dissolution / 97 % To 102 % Not less than 70% (Q) of CiHj;0;
PacTBopenne {(Ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3Hj;0,
(ubynpoden) yepes 30 Mux
101 % to 105 % Not less than 70% (Q) of CgHyNO,
(Paracetamol) after 30 min /
He w™ewee 70 % (Q) CsHoNO,
(nmapaneramon) yepe3 30 MUH
6 |Related substances / 3 4-aminophenol (paracetamol impurity)
PoncreeHHbIe IPUMECH 0.001% - not more than 0.005 % /
Method 1/ Meton 1 4-amuHoteHoN (IpUMECH apaleTaMosa)
- He 6onee 0,005 %
Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Method 2 / Meron 2 0.04 % JIrobas eIMHUYHAS NPUMECEH
(nOynpodeHa wnu mnapaineramMona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.07 % - not more than 0.7 % /
Cymma npumeceit (Metox 1 + Meroz 2)
- He bonee 0,7 %
9 |Water/ Boza 1.4% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Saxkmouenne: OJOBPEHO

Jlata: 29.04.2024

Prepared by / Checked by / Approved by: Manager/Executive
Ioxgrorosneno: Santgsh | [Tpoepeno: Pardeep Kumar | /OnoGpeno: Menemxkep /

Kumar Maurya ’(’ﬁ\ Qﬁ/ PykoBoautens Manoj Knmarw
Reprint Date: Reprint Date: Reprint Date:

Jara: 29.04.2024

Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hil's, Hyderabad - 500034, Telangana, [ndia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q‘:'.

Dr. Reddy's Labaratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

Page3 of 5/Crp.3 u35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HMGykaun®, TabneTKH, NOKPHIThHIE NICHOYHOH 0001049K0i, 400 mr + 325 Mr

[Batch No / Cepust Ne : V2400663

Batch Quantity / O6sem naptuu : 764.3 Kg

040002502801

Aanalytical Report No / AHanuTHYecKkHii oTyeT Ne :

Date of Analysis / Jara ananu3sa: 29.04.2024

Date of Manufacture / /laTa npoussoacrsa : 04/2024

Date of Expiry / Cpok ropsocrs : 03/2029

| Analysis performed according ND / Anauns nposeaen no HJI: ITN011252/01-160123

[ 10 [Uniformity of dosage
units /

OXHOPOAHOCTD
JI03MPOBAHHSI

- Ibuprofen /ubynpoden

- Paracetamol/
napaueramoi

12

1.2

Acceptance value (AV) should be not
more than 15.0 /

[Toxasatens npuemneMocTd (AV) nomxeH
obITh HE bonee 15,0 -

Acceptance value (AV) should be not
more than 15.0 /

[Noxasatens npuemnemMoctd (AV) fomkeH
6biTh He HGonee 15,0

11 [Microbiological purity /
Muxkpobronorinyeckas
4yucToTa*

a) Total aerobic
microbial count /
Ob61ee yucIo
a3pobHBIX
MHKpPOOPTaHM3MOB

b) Total combined
yeasts and mould count
/ Obiee uncio
LPOXOKEBBIX U
NJieCHEBBIX TPUOOB

c) E. coli

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

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

Absent in 1g / OtcyTcTBYeT B 1T

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

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

Shall be absent in 1g / OrcyrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanne: [poaykr coorBerctByeT Tpeboranusm HJL

Opinion : APPROVED
3axunrogenune: OJJOBPEHO

Prepared by /
[loaroroeneno: Santosh
Kumar Maurya

lieprint Date:
Jlara: 29.04.2024

Checked by /
[Tposepeno: Pardeep Kumar

Reprint Date:

lata: 29.04.2024

Approved by: Manager/Executive

/Onobpeno: Menemxep / ‘9

PykoBogutens Manoj Kumar

Reprint Date:
Iarta: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel, 491 40 4900 2900, Maa. +91 40 4300 2999, Eijiail. 1ugil@uiieddys.cunt

CiN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s €€

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A Page 4 of 5/Crp. 4 u3 5
Eroduct : Ibuclin, film-coated tablets, 400 mg + 325 mg
MbykauH®, Ta0IeTKH, IOKPLITHIE TNIEHOYHOH 000J04KOH, 400 Mr + 325 mr
ﬁatch No / Cepus Ne : V2400663 Batch Quantity / O6sem naptun : 764.3 Kg
Analytical Report No / Ananutudeckuii order No Date of Analysis / laTa ananu3a: 29.04.2024
040002502801
Date of Manufacture / lara mpoussoncrsa : 04/2024 Date of Expiry / Cpok rognoct : 03/2029
Analysis performed according ND / Anayius nposefient 00 HI: TIN011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of Ci;3H;30;
KonuyecTrenHOE (Tbuprofen) per tablet /
oTpeieNieH e 393.0 mg/393.0 mr Ot 360,0 mr mo 440,0 mr Ci;3H;50,
(ubynipoden) B Tabnerxe
From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
324.94 mg /324.94 mr Or 292,5 mr po 357,5 mr CgHoNO,
(napaueramon) B TabieTke
13 | Package/ Ynakoska |10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 |in a carton. / [To 10 Tabnetox B IIBX/Al
tabnetok B I[IBX/Al 6nucrep. [To 1 |6nucrep. Ilo 1, 2 unmu 20 6nucrepos B
O6nMcTepy B Mauyky KApTOHHYKO |Madky KapTOHHYIO BMecTe c
BMECTE C  HMHCTPYKUMEH M0 |HHCTPYKLMEH 10 NPUMEHEHHIO.
TIPUMEHEHHIO.
14 | Labeling / Mapkuposka | According to ND. / B cootsercTerE ¢ H]L.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHne TIpu Temnepatype He Bhiie 25 °C.
16 | Shelflife / Cpok S years / 5 net
TOTHOCTH

* 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. / [IpoBoanTCcs NpOU3BOAUTENEM TIPH
BBINYCKE NEPHONMHECKH: IS Kaxaol 20-0it cepun uiM He MeHee 1 pasa B roa. [Tokasatens MOXET OBITH
HE BKJIIOYEH B CEPTH(HKAT aHaTH3a QUPMBL

Remarks : The Product conforms to ND/
ITpuMeuanne: IlponykT coorBeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

Kumar Maurya

[Toarorosneno: Santosh

G

Checked by /
ITpoBepeHo: Pardeep Kumar

.

=

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBozautens Manoj Kumar

Reprint Date:
Hata: 29.04.2024

Reprint Date:

Hara: 29.04.2024

Reprint Date:
Hara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 191 10 1900 2000, Fme 191 10 1900 2099, Cmail: mpii@drreddys.ocom

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Dr. Reddy's Laboratories (tq,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDia
Tel : +91 98166 556001-02
www.drreddys.com

Page Sof 5/Crp. 5 uz 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hioyxanu®, Ta0JeTKH, MOKPbIThIE IVIEHOYHOH 000/104K0H, 400 mr + 325 Mr

Batch No / Cepua Ne : V2400663

Batch Quantity / O6bem naptan : 764.3 Kg

040002502801

Analytical Report No / AnanuTuyeckuit order No :

Date of Analysis / JlaTa aranssa; 29.04.2024

Date of Manufacture / laTa npousBoacTsa : 04/2024

Date of Expiry / Cpok roguocts : 03/2029

Analysis performed according ND / Ananus nposenen o HJI: T N011252/01-160123

API name (INN) /

npoussogutesst I'JIP:

| Hanvenonanme ADC (MHH): Ibuprofen / U6ynpodett Paracetamol / [lapaueramon
API manufacturer batch number / PIBM230464 1167/23-24, 1208/23-24
Homep cepun npouspoanteasa A®C:

FP Manufacturer API Batch number /

Hownep cepun cy6craniuu FERAO00050 FERA00085, FERA00158

API Manufactured by & country /
IIponspoautens ADC, ctpana:

Solara Active Pharma Sciences

Cariencusz Jlumuren, Unaus

Limited, India / Conapa Sktur Dapma

Sri Krishna Pharmaceuticals Lid.,
India / Iilpu Kpumna
®apmacetotukainc Jita., Uuaus

Remarks : The Product conforms to ND/
IIpumeuanme: [Tpoaykt cooTeeTcTBYET Tpebosanmsam HJI

Opinion : APPROVED
3akawoyenne: OJOBPEHO

Prepared by /
[NogroroBneno: Santosh

Kumar Maurya :
o0

Checked by /
IIpoBepeno: Pardeep Kumar

=L

Approved by: Manager/Executive
/OnobpeHo: Mernenxep /
PyxoBogutens Manoj Kumar

e

Reprint Date:
ITara: 29.04.2024

Reprint Date:
Harta: 29.04.2024

Reprint Date:
Jara: 29.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, kmail: mali@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




