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CERTIFICATE OF ANALYSIS

br, Reddy's Laboratories Lig,

Formulaticn Unit-6
Vill, Khol, Malagarh Road, Badglj,

WL TR Y5, 00N

CEPTUOUKAT AHAJIM3A

Page 10f6/Ctp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabaeTKH, NOKPHIThIE NJIeHOYHO# 000104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2302294

Batch Quantity / O6bem napTuu : 762.65 Kg

Analytical Report No / AHanuTH4Yeckuii oTder Ne :
040002317142

Date of Analysis / [laTa anaau3za: 07.12.2023

Date of Manufacture / Jlata npousBoaecrsa : 11/2023

Date of Expiry / Cpok rogaoctn : 10/2028

Analysis performed according ND / Ananu3 nposenen no H: IT1N011252/01-160123

CIN, L35195AP1S84PLED0A50T
vavwdrreddys,com

Ne | Test/ IlokaszaTenan Results/ Pe3yabTaThl 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. / TabneTku
KarncyaoBUIAHON (HOpMBI, MOKPHITIE|KANCYIOBUAHONH  (OPMBI,  MOKPBITHIE
TUIEHOYHOH 000JIOYKOH OpaHkKEBOro |IUIEHOYHOH  000JI04YKOH  OpaHXeBOro
IBE€Ta, C PUCKOH Ha OJHON CTOpOHE;|lBETa, C PUCKOH Ha ONHOH CTOpOHE; Ha
Ha [ONEpEeYHOM pa3pe3e — SPO|NONEepPEeYHOM paspese — sfpo Oesoro uinu
Oenoro uBeTa. TIOYTH O€JI0ro IBETA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnuHHOCTE CooTBeTCTBYET 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) /
BpeMmeHa yaepXuBaHUs OCHOBHBIX MHKOB
Ha XpoMarorpaMmme UCITBITYEMOTO
pacTBopa  JOJDKHBl ~ COOTBETCTBOBATH
BpeMeHaM YNEpKWBaHWUs TIHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHJIapTHBIX
obpasioB ubynpodeHa U mnapauneramona
(pazgen «KonnuecTBeHHOE
onpeJeneHue»)
3 |Average tablets weight 970.3 mg/970.3 Mr From 9409 mg to 999.1 mg
CpenHsst mMacca (970.0 mg+3.0 %) /
TabneTok Or 940,9 wmr go 9991 wr
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr cootBercTByeT Tpebopanuam HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: IIpoBepeno: Rama kant Onobpeno: Menenxep / PykoBoaurens
Kushal Kuma@/ MT Amit Kumar /X/-‘\./
/ i /
Reprint Date:. Reprint Date: ' Reprint Date: )
Hara: 07.12.2023 Hara: 07.12.2023 Jara: 07.12.2023
Registered Office: 3-2-237, Road No. 2, Banjara Hills, Hyderabsd - 500034, Telangana, India
Tol: 491 40 4900 2800, Fax: +61 40 4900 2998, Email: maildidireddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page2of 6/ Ctp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNo6yxanH®, TabJeTKH, NOKPBIThIE NUIEHOYHO# 000049K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302294

Batch Quantity / O6bem napTuu : 762.65 Kg

040002317142

Analytical Report No / Ananurudeckuii oruer No :

Date of Analysis / Jlata ananu3za: 07.12.2023

Date of Manufacture / laTa npoussoacrsa : 11/2023

Date of Expiry / Cpok rognoctu : 10/2028

Analysis performed according ND / Anasu3s nposenen no HJI[: II N011252/01-160123

4 |Disintegration /
PacnamaemocTs

09 min 04 sec/ 09 mun 04 cex

Not more than 30 min /
He 6onee 30 Mmun

5 |Dissolution /
PactBopenue

100 % To 103 %

100 % to 103 %

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

He wmenee 70 % (Q) CiHis0;
(bynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He wMenee 70 % (Q) CsHoNO;
(napaneramon) yepe3 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT coorBercTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouyenne: OOBPEHO

Hara: 07.12.2023

Hara: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: IIpoBepeno: Rama kant Onobpeno: Menemxkep / Pykosoaurens
Kushal Kuma@/ Amit Kumar F(;f

_ b
Reprint Date:. Reprint Date: ' Reprint Date:

Mara: 07.12.2023
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Dy, Reddy's Laboratories L

Formulation Unit-o

Vill. Khol, Malzzarh Road, Baddi,
Diat. Solan, HLP, 173 205, INDiA
Tel : +81 98166 52001-02
CERTIFICATE OF ANALYSIS v/ dredive.com
CEPTAUDUKAT AHAJTA3A

Page30f6/Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykauH®, Tab1eTKH, NOKPLIThIE NJIEHOYHOH 06071049K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2302294

Batch Quantity / O6bem naptun : 762.65 Kg

040002317142

Analytical Report No / AnanuTuyeckuii oTyer Ne :

Date of Analysis / lara anaamnsa: 07.12.2023

Date of Manufacture / Jlata npousBoacrsa : 11/2023

Date of Expiry / Cpok rogsoctn : 10/2028

Analysis performed according ND / Ananus nposeen mo HJ/I: [T N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

IIpumeyanue: IIpoayxrt coorBeTcTBYET TpeboBanusm HJ

3akmouenue: OJJOBPEHO

PoncTBensbie mpumecu - not more than 0.005 % /
Method 1 / Metop 1 4-amuHo(eHon (puMech Napaueramola)
- He 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobast eIHHUYHAs NPUMECH
(ubynpodena unaM napaueTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- He 6ornee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

JHata: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo; [Tposepeno: Rama kant Ono6peno: Mengmkep / PykoBoaurens
Kushal I{uma@" Mm}‘ Amit Kumar ]X(:‘:\//‘

Reprint Date:. Reprint Date: ' Reprint Date:

Jara: 07.12.2023

JHara: 07.12.2023

Rapistered Cifice: R-2-337, Road No,
Tel, #9120 4900 2880, Fax
CIN, LB51954

3
=,
=01 40 4

wwwdrraddys.com

Banjara Hills, Hyderabad -

500034, Telangana, India

1200 2889, Email: maili@drreddys.com
284PLCON4A507
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Page4 of 6/ Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxanH®, TabJIeTKH, IOKPLIThIE IJ1eHOYHOi 000J104Kk0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302294

Batch Quantity / O6bem napruu : 762.65 Kg

Analytical Report No / Ananutudecknii oryer Ne :
040002317142

Date of Analysis / JlaTta anannsa: 07.12.2023

Date of Manufacture / /laTa npousBoactsa : 11/2023

Date of Expiry / Cpok rogaocty : 10/2028

Analysis performed according ND / Anasu3 nposeaer mo HJI: ITN011252/01-160123

10 |Uniformity of dosage

units /

OnHoponHOCTB Acceptance value (AV) should be not

JIO3UPOBAHUS 1.6 more than 15.0 /

- Ibuprofen /ubynpoden [Toxazarens npuemaeMoctd (AV) noskeH
ObITh He Oonee 15,0

- Paracetamol/ 1.6 Acceptance value (AV) should be not

napaneTamolt more than 15.0 /
[Toxazarens npuemnemoct (AV) noykeH
ObITh He OoJee 15,0

11 [Microbiological purity /

Miukpobuonornyeckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

Ob1uee uncno

a’pOOHBIX

MHKPOOPraHH3MOB

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

yeasts and mould count NA He 6onee 100 KOE/r

/ Obuee yucno

JPOOKEBBIX H

NJIeCHEBBIX IPUOOB

¢) E. eoli NA Shall be absent in 1g / Oicyicisue B

Ir

Remarks : The Product conforms to ND/
IIpumeuanue: [{poayKT cCOOTBETCTBYET TpeboBanusam H]I

Opinion : APPROVED
3axumouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo:. ITpoeepeno: Rama kant OnobpeHo: Menemkep / PykoBoaurens
Kushal Kuma , Amit Kumar A

e? Bl Pos=—
Reprint Date:. Reprint Date: Reprint Date:
Hara: 07.12.2023 Hara: 07.12.2023 Harta: 07.12.2023

Apsicterad Tificer §-7-23

Tol +00 Jd ‘

34, Telangana, ndiz

QYSeCON
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Dy, Reddy's Laboiatories iLid
Formulation Unit-5

Vill, Khol, Malagaris Road, Bad«j,

Distt. Soian, H.P, 1735 205, INCHA

Tet o +91 93166 56001-02

CERTIFICATE OF ANALYSIS vvwdrredcys.com
CEPTUDUKAT AHAJIM3A

PageS5of 6/ CrTp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykamu®, Tab1eTKH, HOKPLITHIE MJIEHOYHOH 0001049K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302294

Batch Quantity / O6bem naptun : 762.65 Kg

Analytical Report No /
040002317142

AHanaTHYecKHMi oTyeT No : Date of

Analysis / laTa ananuza: 07.12.2023

Date of Manufacture /

Jata npousBoacrsa : 11/2023  |Date of

Expiry / Cpox rognoctn : 10/2028

Analysis performed according ND / Ananu3 nposexen no H/I: [TN011252/01-160123

12 |Assay/
KonnyecTBeHHOE
onpejeneHue

403.0 mg/403.0 mr

327.41 mg/327.41 mr

From 360.0 to 440.0 mg of Cj;3H;30,
(Ibuprofen) per tablet /

Or 360,0 M 10 440,0 Mr C[ngst
(ubynpoden) B TabneTke

From 2925 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO;
(napaneramo) B TabyieTke

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6muctep. Io 1
Onmicrepy B TMauky KapTOHHYHO
BMECTE C  HHCTpyKLUHEH 1o
TIPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerok B IIBX/Al
6mucrep. ITo 1, 2 unu 20 GnucTepoB B
nayky KapTOHHYIO BMECTe c
HHCTPYKLMEH MO MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBetctBuu ¢ H/I.

15 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHHe IIpu Temnepatype He Bbilte 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TOAHOCTH

* 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 TPOU3BOAMUTENEM TIPH
BBIITyCKE MEPHOJNYECKU: Ui Kaxkaoh 20-ol cepun unu He meHee 1 pasa B rog. [lokazaTtens MoxeT ObITh

HE BKJIIOYEH B CEPTHQUK

aT aHaJIu3a GUPMBI

Remarks : The Product conforms to ND/
IIpumevanue: [IpoaykT cootBeTcTBYeT TpeboBaHusM HJ

Opinion : APPROVED
3akiawuenue: OJJOBPEHO

Prepared by /
IToarorosneHo: _—

Kushal Kumar@)/ &}@}d/‘

Checked by /
[Tposepeno: Rama kant

A

Approved by: Manager/Executive/
OnobpeHo: Menemxep / PykoBoaurenb

Amit Kumar ~
=

Reprint Date:.
Hara: 07.12.2023

Reprint Date:
Hara: 07.12.2023

Reprint Date:
Harta: 07.12.2023

Rezistered Office: 2-2-337, Road No. 3, Banjara Hilis, Hvderabad - 500034, Telangana, India

Tol: +81 20 4800 2900, Fax: +81 40 4900 2999, Email:
CIN: L25195APLO8APLCU04507
vavw.drieddys.com

mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Dr. Reddy's Laboratories it
Formulation Unit-6

Vil Khol, Malagarh Road, Badei,
Soian, H.P, 173 205, INDIA

2166 56001-02

Page 6 of 6/ Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxanu®, TabaeTKH, NOKPbITHIE IIEHOYHOH 000/1049K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302294

Batch Quantity / O6bem napTuu : 762.65 Kg

040002317142

Analytical Report No / AHanuTu4yeckuii oryer Ne :

Date of Analysis / JlaTa anaausa: 07.12.2023

Date of Manufacture / lata npouzBoacrsa : 11/2023

Date of Expiry / Cpok roanocts : 10/2028

Analysis performed according ND / Anaam3s nposenen mo HJI: 1 N011252/01-160123

API name (INN) /
Hanmenopaune AOC (MHH):

Tbuprofen / U6ynpoden

Paracetamol / [Tapaueramon

API manufacturer batch number /

Homep cepun npousBogutes PIBM230357, PIBM230356 0323/23-24
ADC:

FP Manufacturer API Batch

number / FEQA00451, FEQA00450 FEQA00438

Howmep cepun cybcTaHuum
npoussoauteasa I'J1D:

API Manufactured by & country /
IIpouseoaurens ADC, crpana:

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

Sri Krishna Pharmaceuticals Ltd.,
India / Llpu Kpumrna
®apmacetotukanc Jita., Uanus

Hunus

Remarks : The Product conforms to ND/

IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanusm HJI
Prepared by / Checked by /

[loarorosneHo: [IpoBepeno: Rama kant

Kushal Kumar@—/ W
2]

Reprint Date:.
Hata: 07.12.2023

Opinion : APPROVED
3axiouenne: OJJOBPEHO

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBogurens

Amit Kumar s
il

Reprint Date:
JHarta: 07.12.2023

Reprint Date:
Hara: 07.12.2023

Repicterod Officer 8-2-337, Road Noe. 3, Banjara Hills, Hyderziad - 506034, Telangana, India
Tol, +91 10 4200 2900, Fax: 491 40 4500 7999, Ernall: maladdrraddys.com
CIp! L8E185AP1884APLCO0AL0Y

wwiwdrreddys.com



