®e
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 AHAJIN3A

Page10f6/Crtp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, Tab1eTKH, NOKPHITHIE IJ1IeHOYHOMH 060;104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400214

Batch Quantity / O6pem naprun : 763.8Kg

040002439287

Analytical Report No / Ananutnyeckuii otyer Ne :

Date of Analysis / lara ananuza: 04.03.2024

Date of Manufacture / laTa nponssogersa : 02/2024

Date of Expiry / Cpok roasoctn : 01/2029

Analysis performed according ND / Anasu3s nposeaen mo HJ/I: ITTN011252/01-160123

ITpumeuanne: [Iponykr coorBeTcTByeT TpeboBanusam HJT

No  |Test / [Tokazarenn Results/ PesyabTaThl Specification / Hopma
1 |Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the cross-section. ./ Tabnerku|core at the cross-section. / Tabnerxku
KarcyJOBUAHOH (OPMBI, MOKPBITHIE|KANCYJIOBUAHON  (GOPMBI,  MOKPBITHIE
IJIEHOYHOH 000JI0UKO} OpaHwXeBOro|MJIEHOYHOH  OOOJIOUKOM  OpaHKeBOro
1IBeTa, C PUCKON Ha OJHOM CTOPOHE;|lIBETa, C PUCKOW Ha ONHOH CTOpOHE; Ha
Ha TIONEPEYHOM paspe3e — SAPO|MONepeyHOM paspese — Apo Genoro uim
6enoro yperTa. noyrtu 6enoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
ITopiMHHOCTD CootBercTByeT 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 ynepxxuBaHisl OCHOBHBIX IHAKOB
HA XpOMaTOrpaMMe UCTIBITYEMOTO
pacTBopa  JOJDKHBI ~ COOTBETCTBOBATE
BpeMEHaM  YIEP)KHBaHHS IHUKOB Ha
XpomaTorpaMMe pacTBOpa CTaHAAPTHBLIX
oOpasuoB ubynpodeHa u mapaieramona
(pasmen «Konn4ecrseHHOE
OnpeleneHe)
3 |Average tablets weight 963.1 mg/963.1 mMr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg+ 3.0 %) /
TabneToK Or 9409 wMr 1o 999,1 MT
(970,0 mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3aknrouenne: O/IOBPEHO

Onobpeno: Menemkep / PykoBoaures
Manoj Kumar E ig

Prepared by / /A Checked by / Approved by: Manager/Executive/
IToagrororneno: IIpoBepeno: Ra ant

Ankit L W

Reprint Date:. Reprint Date: ! Reprint Date:

Hara: 04.03.2024 Hara: .04.03.2024 Hata: 04.03.2024

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykauu®, TabaeTku, NOKPLITHIE TIeHOYHOM 06oa04Kkoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400214

Batch Quantity / O6nem mapTim : 763.8Kg

Analytical Report No / Ananutuyeckuii oruer Ne :
040002439287

Date of Analysis / [lata ananuza: 04.03.2024

Date of Manufacture / JaTa npoussoacrea : 02/2024

Date of Expiry / Cpok rogxocrn : 01/2029

Analysis performed according ND / Anaauns nposeaen no HJI: [T N011252/01-160123

4

Disintegration /
Pacnapaemocts

1 07 min 50 sec/ 07 muH 50 cek

Not more than 30 min /
He 6oee 30 mun

Dissolution /
PactBopeHune

98% To 102 %

95 % to 101 %

Not less than 70% (Q) of C;3H;50,
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) uepes 30 mun

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramoin) yepes 30 MyuH

Ci13H;30,

CsHyNO,

Remarks : The Product conforms to ND/
Hpnmeuanne: [Mpoaykr COOTBETCTBYET TpeboBaHusM HJ[

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / x Checked by / Approved by: Managcr/Exccutive/
[Toarotorneno: ﬂ ] ITpoBepeno: Rama Ono6peno: Menemxep / Pykogoaurens
Ankit - mt Manoj Kumar @
Reprint Date:. Reprint Date: = Reprint Date: =

Hara: 04.03.2024 Jara: .04.03.2024 Hara: 04.03.2024
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CERTIFICATE OF AN ALYSISwww.drreddys.com
CEPTUOHUKAT AHAJIN3A

Page3 of 6/ Crp.3u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykanu®, TabaeTKH, NOKPHITHIC MIeHOYHO obostoukoit, 400 mr + 325 mr

Batch No / Cepust Ne : V2400214 Batch Quantity / O6bem nmaprun : 763.8Kg
Analytical Report No / Ananntudeckuii oruer No : Date of Analysis / lata anannza: 04.03.2024
040002439287
Date of Manufacture / lata npousBoacrea : 02/2024  |Date of Expiry / Cpox roguocrs : 01/2029
Analysis performed according ND / Anasius nposenen no HI: [TN011252/01-160123 ]
76 [Related substances / E 4-aminophenol  (paracetamol impurity)
Poncreennsie npumecu 0.0002% - not more than 0.005 % /
Method 1 / Merog 1 4-amuHoceHon (npuamech napaneramorna)

Method 2 / Merogn 2 0.04% Any individual impurity (ibuprofen or

- He Oonee (0,005 %

paracetamol) - not more than 0.3 % //
Jlrobas eIMHNYHasI NpUMeECh
(uGynpodena nnu napauneramona) - me
6oitee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceii (Meroa 1 + Metoz 2)
- He 6onee 0,7 %

9 |Water/Boga 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeyanne: [poayxr coorsetctByer TpeGosanusam HJ | 3akmouenne: OJJOBPEHO

Prepared by / | Checked by / Approved by: Managei/Cacculive/
IToaroroeneno: / | IlpoBepeno: Rama t ﬁ Ono6peno: Menemkep / Pykogopures
Ankit | M Manoj Kumar {@

Reprint Date:. Reprint Date: i Reprint Date:

Hara: 04.03.2024 Jara: .04.03.2024 Jara: 04.03.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad —.500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCC0OA507
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabeTKH, NOKPHIThIE MJEHOYHOH 000104K0#, 400 mr + 325 Mr

Batch No / Cepust Ne : V2400214

Batch Quantity / O6pem naptun : 763.8Kg

040002439287

Analytical Report No / Anajgutu4yeckuii otyet No :

Date of Analysis / JlaTa ananusa: 04.03.2024

Date of Manufacture / lata npoussoacrsa : 02/2024

Date of Expiry / Cpok rognoctu : 01/2029

Analysis performed according ND / Anann3s nposegen mo HJI: I N011252/01-160123

10 |Uniformity of dosage

c) E. coli

units /

OpHOpPOAHOCTH Acceptance value (AV) should be not

JI03UPOBaHUs 14 more than 15.0 /

- Ibuprofen /n6ynpoden [TokazaTens npuemaeMocTy (AV) nomkeH
OpITh He Oonee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

napaueTramorni more than 15.0 /
[Toxazarens npuemneMoctd (AV) nomkeH
ObITh He OoJee 15,0

11 [Microbiological purity /

Mukpobuosnoruueckas

yrcrora* NA

a) Total aerobic Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

Ob1ee yucio

a’pOBOHBIX

MHKPOOPraHU3MOB NA

b) Total combined Not more than 100 CFU/g /

yeasts and mould count He 6onee 100 KOE/r

/ Obuiee yucio

JIPOMOKEBBIX U

JIECHEBBIX TPHOOB NA

Shall be absent in 1g / OrcyrcTBuE B
Ir

Remarks : The Product conforms to ND/
IIpumevanne: IIpoaykt cootseTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmoyenue: OJIOBPEHO

Hara: 04.03.2024

Jlata: .04.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
IMToarorosneHo: ﬁ IIporepeno: Ram t <r OnobpeHo: MeHemxkep / PykoBQauTeb
Ankit 7~ | Manoj Kumar @iﬁ y
Reprint Date:. Reprint Date: o Reprint Date:

Jata: 04.03.2024
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

PageSof 6/ Crp. 5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
A6yxnnn®, Tabierkn, NOKPLITHIE 11EHOYHOI 000a04koii, 400 mr + 325 mr

Batch No / Cepust Ne : V2400214

Batch Quantity / O6nem napran : 763.8Kg

040002439287

Analytical Report No / AnanuTnueckuii otuer Ne :

Date of Analysis / lata anamusa: 04.03.2024

Date of Manufacture / Jlata npon3Bojcrsa : 02/2024

Date of Expiry / Cpok roanocrs : 01/2029

Analysis performed according ND / Anamus nposenen no HJI: ITN011252/01-160123

[ 12 Assay / 398.4 mg/398.4 mr From 360.0 to 440.0 mg of C;3H;50,
KonunuectBennoe (Ibuprofen) per tablet /
ornpeaesieHue Or 360,0 mr mo 440,0 mr CpiHj;0,
(ubynpoden) B Tabnetke
321.18 mg/321.18 mMr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO,
(napaneramon) B TabeTke
13 | Package / ¥nakoska 10 tablets in PVC/Al blister. 1 [10 tablets in PVC/AI blister. 1, 2 or 20

blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6ucrep. ITo 1
Gnuctepy B mauky KapTOHHYIO
BMECTE C  HHCTPyKUHeH IIo
TIpPHMEHEH IO,

blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
6mucrep. Ilo 1, 2 mwm 20 6nucrepos B
nayKy KapTOHHYIO BMecCTe c
HUHCTPYKLHEH IO NPHMEHEHHUIO.

14 | Labeling / Mapknposka According to ND. / B cootsetctauu ¢ H]I.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpauenne [Tpu Temnepatype He Boime 25 °C.
16 | Shelflife / Cpok 5 years /5 ner
FOJAHOCTH

* 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. / [IpoBoauTcs npousBoautenem pH
BBINIYCKE MEPHOAMHECKHU: I Kax1oi 20-0H cepuu Ui He Menee 1 pasa B rog. [Toka3aTeb MOXeET GbITh
HE BKJIFOYEH B CEPTUQUKAT aHak3a GUPMEI

Remarks : The Product conforms to ND/
Hpumeyanue: [TpoayKr cooteTcrByeT TpeboBaHusiM HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 04.03.2024

Hara: .04.03.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[Moarororneno: ﬁ | IIpoBepeno: Rama Kant OmobpeHo: Menemxkep / PykoBautens
Ankit d .Qui‘@@ Manoj Kumar ‘,h‘ lé!ﬁ-nj—

Reprint Date:. Reprint Date: T Reprint Date:

Hara: 04.03.2024
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CEPTHD®HKAT AHAJIM3A

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 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykanu®, TabaeTkn, noKpsIThIe ILIeH0YHO ob6os0uKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400214

Batch Quantity / O6bem naprun : 763.8Kg

040002439287

Analytical Report No / Aranutuyeckuii oruer Ne :

Date of Analysis / laTa ananusa: 04.03.2024

Date of Manufacture / lata npomspoacrsa : 02/2024

Date of Expiry / Cpox roguocru : 01/2029

Analysis performed according ND / Ananus nposegen mo HJI: TIN011252/01-160123

API name (INN) /
HaumenoBauue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /
Homep cepun npoussoauTeis
ADC:

PIBM230405

0994/23-24

FP Manufacturer API Batch
number /

Homep cepun cyGeranuun
npousBognTesst [JID:

FEQA00583

FEQA00651

API Manufactured by & country /
IIpounssoauTens A®C, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa Dxtus
®apma Caitencus Jlumuren,
Wupaus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpu Kpuuina
Dapmacerotukanc JIta., Uugus

Remarks : The Product conforms to ND/ Opinion : APPROVED

I pumeuanue: [poaykr coorseteTByeT TpeGoBannsam HJ | 3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exceulive/
IToarorosneno: ﬁ _—"| IlpoBepeno: Ram t Onobpeno: Menemxkep / PykoBoaurens
Ankit - m Manoj Kumar A

Reprint Date:. Reprint Date: i Reprint Date:

Hata: 04.03.2024 Hata: .04.03.2024 JHara: 04.03.2024
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