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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page1of 5/ Crp.1u35

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, tadaeri, NOKPBITLIE MJIEHOYHOI 000104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300111

Batch Quantity / O6bem naprumn : 776.0 KG

040001740519

Analytical Report No / Ananutnyecknit otuer No :

Date of Analysis / laTa ananmza: 28.01.2023

Date of Manufacture / [Jata nponsBogersa : Jan-2023

Date of Expiry / Cpok roanocrn : Dec-2027

Analysis performed according ND / Ananus nposemen mo HI: [T N011252/01-300522

= |

Wt_' Test / ITokazarenn

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-

coated one-side scored tablets; on

cross section - white core. /TaGneTku
KaricyJIoBUAHON (OPMBI, MOKPHLIThIE

TUIEHOYHOH 000510UKOl OpaHKeBoro

LIBETa, C PUCKON Ha OJIHOH CTOPOHE;
Ha TIONEPEHHOM paspese
OeJioro uBcra.

— sapo

0€10ro WM NOYTH OEJIOro UBETA.

Capsule-like orange-coloured film-coated

one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  kancynosugHOll  dopmbi,
[TOKPBIThIE MNCHOYHOH 0605104KOMH

OPaHKEBOI'O UBETa, C PUCKONH Ha oaHOMN
CTOPOHE; Ha MOMEPEYHOM paspese — sApo

Remarks : The Product conforms to ND/
Ipumeuanue: [Npoayxr COOTBETCTBYET TpeboBaHusim HJT

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by /
Iloarotosneno: A.nk}l]

(h

Checked by /
Ilposepeno : Naresh Kumar

.

g

Approved by: Manager/Executive
/O nobpeno:Menemxep/Pykosoaur

enb Manoj Kumar ')h}; /
R g

Reprint Date: 28.01.2023
Harta:
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Reprint Date: 28.01.2023
Hara:

Registered Office: 8-2-337, Road Ne. 2 Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +¢1 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@
/ e@ Formulation Unit-6
Dr' Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, TabiieTkn, NOKPLITHIE MJIEHOYHOIi 060104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300111 Batch Quantity / Oobem napruu : 776.0 KG
Analytical Report No / AHanuTuueckuit oTuer Ne : Date of Analysis / /laTa ananu3sa: 28.01.2023
040001740519

Date of Manufacture / Jlata mpoussoicrea : Jan-2023 |Date of Expiry / Cpok rogaoctu : Dec-2027

Analysis performed according ND / Anaau3s nposeaen mo HJI: [1N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
ITonyinHHOCTD 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) /

BpeMeHa yliepKHBaHMs OCHOBHBIX MTHKOB
Ha XpoMaTorpamme UCTIBITYEMOTO
pacTBopa  JIOMKHBL ~ COOTBETCTBOBATh
BpeMeHaM  YAEp)KMBaHMS IIHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTAHAAPTHBIX
oOpaziioB ubynpodeHa u mNapaueTamona

(pa3men «KonuuecreHHOE
ONpeaesIcHHE)
3 |Average tablets weight 974.6 mg/ 974.6 mr 940.9 mg to 999.1 mg
CpenHsis macca (970.0 mg = 3%) /
Ta0JIETOK Or 940,9 wmr gm0 9991 MT

(970,0 mMr = 3 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpamevanue: [Tpoaykr coorBerctByer TpebGosanusM HJI 3axaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosyeHo: it [TpoBepeHo : Naresh Kumar /Ono6peno:Menemxep/Pykosoaur
l .
A @ enb» Manoj Kumar @Lu J’
— =
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykiuu®, TabaeTKH, NOKPBITHIE N1€HOYHOI 060104K0i1, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300111 Batch Quantity / O6bem naprun : 776.0 KG
Analytical Report No / AHaauTHYecKkHii oT4yeT No : Date of Analysis / laTa ananu3a: 28.01.2023
040001740519

Date of Manufacture / Jlata mpon3Boaersa : Jan-2023 [Date of Expiry / Cpok roauocti : Dec-2027

Analysis performed according ND / Anaaus nposenen no HJI: IT N011252/01-300522

4 |Disintegration / 06 min /06 mn Not more than 30 minutes /
Pacnanaemocrs He 6osee 30 MUH

5 |Dissolution / Not less than 70% (Q) C3H30,
PaCTBopeH]/Ie 96 % to 101 % (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) C3His0,
(ubynpoden) yepes 30 mun

Not less than 70% (Q) CsHoNO,
98% to 101 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 MUH

6 [Related substances / 4-aminophenol (paracetamol impurity) /
Poncreennbie npumecu 0.0001 % 4-amMiHodeHon (MpuMech napaneramona)
Method 1 / Meron 1 - not more than 0.005% /

He 6osee 0,005 %

Method 2 / Merog 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jhiobas ennHWYHas
PUMECH (ubynpodena HJH

napaueramoa) - not more than 0.3% /
He Oonee 0,3 %

Total impurities (Method 1+ Method 2) /
0.03% Cymma npumeceit (Meton 1 + Merog 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpameuane: [poaykr cootBeTcTByeT Tpebopanuam HJT 3akmodenne: OJOBPEHO

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

[Toarotoeneno: Ankit ITpoBepeHo : Naresh Kumar /Ono6peno:Menemkep/PykoBoaur
ZA J{: enb Manoj Kumar M
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Paged of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Novkann®, TabJeTKH, HOKPBITLIE MIECHO4YHOI 060m04K0it, 400 Mr + 325 mr
Batch No / Cepusg Ne : V2300111 Batch Quantity / O6nem mapTum : 776.0 KG
Analytical Report No / Ananutuueckuii oraer No : Date of Analysis / lata ananu3a: 28.01.2023
040001740519
Date of Manufacture / lata NMPOn3BOACTEA : Jan-2023 [Date of Expiry / Cpok roanocru : Dec-2027
|Analysis performed according ND / Ananns nposenen o HJ1: [T NO11252/01-300522 T
9 [Water/Bona 1.5 % Not more than 5.0% /
He 6onee 5.0 %
10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0/
OuHopoaHoCTD IToxazarens npuemnemocty (AV) nomxen
JIO3UPOBaHMS OBITE He Gonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.1 more than 15.0/
- Paracetamol/ I[loka3aress npuemnemoctu (AV) nomken
napaueraMmon ObITh He Goee 15,0
11 [Microbial limits /
Muxpobuonornyeckas
YUCTOTA
a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
Obuiee yncno
a3pObHBIX
MHKPOOPraHH3MOB
b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Obuee uncno
IPOXOKEBBIX H
MUTECHEBBIX rpuGOB
¢) E. coli Absentin 1g/ OrcyrcTByer B 1T Shall be absent in Ig / Orcyrcteue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Tpoaykr cootsercTayeT Tpedosannsm HJl 3akmoyenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ioaroroeneno: Ankit ITposepeHo : Naresh Kumar /Oz[06peHo:MeHez[}1cep/PyKOBOLLHT
/ 4 [Aé enb Manoj Kumar hﬁf_ﬁ‘__(_g
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CERTIFICATE OF ANALYSIS
CEPTHUDHKAT AHAJTH3A

PageSof 5/ Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUGykauu®, rabnerkH, NORPLITHIE ILICHOYHOKH 000104K0i1, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300111

Batch Quantity / O6wem naptiu : 776.0 KG

040001740519

Analytical Report No / ABanuTu4eckuii oryer N :

Date of Analysis / Jata ananuza: 28.01.2023

Date of Manufacture / lata NpoH3BoAcTRA : Jan-2023

Date of Expiry / Cpoxk rognoctn : Dec-2027

&alysis performed according ND / Ananns IpoBeaeH 1

o HA: TI N011252/01-300522

12 |Assay/
Konnyectrennoe
OnpeneneHlie

398.1 mg/398.1 mr

324.48 mg / 324.48 mr

360.0 to 4400 mg
(Ibuprofen) per tablet /
Or 360,0 MI' a0 440,0 Mr C]}H]gOz
(nbynpoden) B TabneTKe
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 Mr po 357,5 wmr CsHoNO,
(napaueramon) B Tabnerke

of C13H1303

of CsHoNO,

13 | Package / Vnakorka

10 tablets in PVC(/Al hlister 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6nucrep. ITo 1
OiaucTepy B nayky kapToHHYyIO
BMECTC C  HMHCTPyKuUHMell 1o
MPUMEHEHHIO,

10 tablets in PVC/Al blister. 1, 2 ui 20]
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
Ommcrep. ITo 1, 2 unn 20 Onuctepos B
nauKy KapTOHHYIO BMeECTE c
MHCTPYKLMEH 110 NPUMEHEHMUIO.

14 | Labeling / Mapkuposka

According to ND. / B cooTBeTcTBHH ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenie [pu Temneparype He Boime 25 °C.
16 | Shelflife / Cpox 5 years/ 5 ner
POJIHOCTH J

Remarks : The Product conforms to ND/
Ipumeyanne: [poayxr COOTBETCTBYET TpeboBanmsam HJ[

Opinion : APPROVED
3akaodenue: OOBPEHO

Prepared by /

Iloarorosneno: Aﬁt

Checked by /
Iposepeno : Nares(h Kumar

Approved by: Manager/Executive
/OmobpeHo:Mene moxep/PyKoBOIUT
(A enb Manoj Kumar

i
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