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CERTIFICATE OF ANALYSIS
CEPTUMHKAT AHAJIU3A

Page 1of S/ Crp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxann®, TabaeTkH, NOKPLIThIE NIEHOYHOI 000104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300097

Batch Quantity / O6bem napiuu : 776.0 KG

040001740791

Analytical Report No / AvaanTnyeckuii oruer No :

Date of Analysis / JTaTa ananuza: 31.01.2023

Date of Manufacture / Jlata nponsgoacrsa : Dec-2022

Date of E

xpiry / Cpok rogaoctn : Nov-2027

Analysis performed according ND / Ananus nposesen no HJI; [T NO11252/01-300522

=]

Ne Test / IloxazaTenan

Results/ PesyabTaTnr

Specification / Hopma

1 |Description/ Onucanne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KarcyJsaoBHAHONR (OPMBI, MOKPLITHIE
TUICHOYHOH 000N0YKOH OpaHKeEBOro
LBETa, C PUCKOH Ha OJHOM CTOPOHE;
Ha TOMEPEeYHOM paspe3e — SApO
Oesoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerku KarncyJloBUAHON hopmsl,
TIOKPbIThIE IIEHOYHOH obos04Koit
OPAaHXXEBOI'O LBETA, C PUCKOH Ha OnHOIA
CTOpOHE; Ha MOMNEPEYHOM pa3pese — AApo
Oesnoro uau noutu Genoro LBeTa.

Remarks: The Product conforms to ND/
IIpumeyanue: IponykT cooTsetcTBYET TpeboBanusam HJI

Opinion: APPROVED
3akmwuenue: OJJOGPEHO

Prepared by /
IoaroroeneHo: Pardeep

Kumar "
=

Checked by /
ITpoepeno: Himesh Kumar

g

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoauT

b : Manoj Kumar '/
[,b’lhitl‘f.,f‘

Reprint Date: 31.01.2023
Jara:

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Hara:
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Vill. Khol, Nalagarh Road, Baddlj,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 2 of 5/ C1p. 2 u3 5

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

HOyraun®, TabaeTku, NOKPHITHIE NIEHOYHOI 060.104K0ii, 400 mr + 325 mr
Batch No / Cepus Ne : V2300097 Batch Quantity / O6wem napTun : 776.0 KG
Analytical Report No / Ananutuuecknii orger No : Date of Analysis / lata anaauza: 31.01.2023
040001740791
Date of Manufacture / Jlata nponssoaersa : Dec-2022 Date of Expiry / Cpoxk roanocrn : Nov-2027
Analysis performed according ND / Anaaus nmposeaen mo HI: [TN011252/01-300522
2 Identification/  * [Complies as prescribed/ The retention times of the main peaks on
IoanuunocTs Coorserctyer 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 ynepxxuBaHusi OCHOBHBIX MHKOB
Ha Xpomarorpamme HCIIBITYEMOTO
pacTBopa  JO/DKHBI  COOTBETCTBOBATH
BDEMEHaM  YIEPXHBaHHMS T[IMKOB Ha
XpOMaTOrpaMMe pacTBOpPa CTAHAAPTHbIX
obpasuos ubdynpodesa u napaieramona
(pazmen «KonuecreeHHoe
OIpeJieNeHrne»)
3 |Average tablets weight 971.8 mg/971.8 mr 940.9 mg to 999.1 mg
Cpeansst macca (970.0 mg £ 3%) /
TabieTok Ot 940,9 M JI0 9991 MT
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanne: [Tpoaykr cooTBeTcTBYET TpeGoBanHsm HJT 3axmogenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Pardeep IIpoBepeno: Himesh Kumar /Ono6peHo:Menenxep/PykoBoaut
Kumar enb : Manoj Kumar /
Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023

Jarra: Jlara: Hara:

Registered Office: 8-2-337, Road Na. 5, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Page3 of 5/ Crp.3u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyranH®), TabaeTKH, NOKPbITHIE IeH0YHOIH 060.104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300097 Batch Quantity / O6bem naprun : 776.0 KG
Analytical Report No / AHanuTn4eckuii oTuer No : Date of Analysis / Jlata ananusa: 31.01.2023
040001740791

Date of Manufacture / [lata npousBojictsa : Dec-2022 |Date of Expiry / Cpok roanocts : Nov-2027

Analysis performed according ND / Ananus nposesen mo HJL: [T NO11252/01-300522

4 ‘Disintegration / 09 min /09 mu Not more than 30 minutes /
Pacnanaemocts He donee 30 muH

5 |Dissolution / Not less than 70% (Q) C;3H ;3O
PaCTBOpeHI/Ie 96 % to 102 % (Ibuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) CiHiO,
(nbynpoden) yepes 30 mun

Not less than 70% (Q) CsHoNO,
98% to 104 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO,
(napaneramon) uepes 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoncreeHHble npumecu 0.00002 % 4-amuHoderon (MpUMech Mapaneramona)
Method 1/ Meron 1 - not more than 0.005% /

He bonee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enunu4Has
npUMECh (nbynpocdena WITH

napauneramora) - not more than 0.3% /
He bonee 0,3 %

Total impurities (Method 1+ Method 2) /
0.03% Cymma npumeceii (Meron 1 + Merog 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpnmeyanne: [poaykT cootBeTcTBYET Tpebopanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarotoBneno: Pardeep IIposepeno: Himesh Kumar /Onobpeno:Menemxkep/PykoBoauT
Kumar Q}”D enb : Manoj Kumar )
Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023

Hara: JHara: Jara:

Registered Office: 8-2-337, Road Neo. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Lig.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Paged4 of 5/ Crtp. 4u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrann®, rabaeTku, NOKPLITHIE ILIEHOYHO 000J104Kk0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300097

Batch Quantity / O6bem naptun : 776.0 KG

Analytical Report No / AHanuTHueckuii oruer Ne :
040001740791

Date of Analysis / {aTa anaansa: 31.01.2023

Date of Manufacture / Jlata nponseojcrsa : Dec-2022

Date of Expiry / Cpok roguocrs : Nov-2027

Analysis performed according ND / Anain3 nposesen no HI: TTNO011252/01-300522

a) Total aerobic
microbial count /
O61wee yncIo
a3poOHBIX
MHKPOOPTraHU3MOB

b) Total combined
yeasts and mould count
/ Obee uncno
JIPOJOKEBBIX U
IJIECHEBBIX IPUGOB

¢) E. coli

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

Less than 5 CFU/g /
Menee 5 KOE/r

Ahsent in 1g / QreyteTryeT R 11

7 |Water/ Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.6 more than 15.0 /
OnHOPOAHOCTE ITokasarens npremiaemMoct (AV) nomken
JIO3UPOBAHUS ObITb He GoJiee 15,0
- Ibuprofen /u6ynpoden
Acceptance value (AV) should be not
1.8 more than 15.0/
- Paracetamol/ [TokasaTens npuemnemocty (AV) nomken
napaietTamon 651TH He Gonee 15,0
9 |Microbial limits /
Muxkpobuonorugeckas
4pCTOTA

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

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

Shall be aboont in Ig / Orcytersie s
Ir

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoayKT COOTBETCTBYET Tpedoeanuam HJT

Opinion: APPROVED
3akmouenue: OJJOGPEHO

-

Prepared by / Checked by /

[ToarotosneHo: Pardeep ITporepeno: Himesh Kumar

Kumar — | e
C L' =, =

Approved by: Manager/Executive
/Ono6peHo:MeHemkep/PykoBo auT
enb : Manoj Kumar

Lt

~

Hara:

Reprint Date: 31.01.2023

Reprint Date: 31.01.2023
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJII3A

PageSof5/Crp.5u3 5

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg |
Hoykaun®, taduerkn, NOKPLITHIE MVIEHOYHOI 060109K0ii, 400 Mr + 325 Mmr

Batch No / Cepus Ne : V2300097 Batch Quantity / O6bem naprud : 776.0 KG
Analytical Report No / AuanuTnyeckuii oTuer No ; Date of Analysis / lata ananuza: 31.01.2023
040001740791

Date of Manufacture / Jara npoussojcrsa : Dec-2022 Date of Expiry / Cpok roamocrn : Nov-2027

Analysis performed according ND / Anauus nposenen no HJ: T1 N011252/01-300522

[ 10 [Assay/ 360.0 to 4400 mg of C,,H;50,
Konnyecrsennoe 390.2 mg /390.2 mr (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 Mr no 440,0 mr C3H;50,

(nbynpoden) B Tabnerke
‘ 2925 to 3575 mg of CsHoNO,
321.82mg/321.82 mr (Paracetamol) per tablet /
Ot 2925 mMr go 3575 wmr CsHoNO,
N (napaueramod) B Tabnertke
11 | 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 |ina carton. / Ilo 10 ta6netok B IIBX/Al
TabneTox B [IBX/Al 6ancrep. ITo 1 |6aucrep. Ilo 1, 2 umn 20 6nucrepos B
Omictepy B mauky KapTOHHYIO |nayky KapTOHHYIO BMecTe c
BMECTE C HHCTPYKLHEH UHCTPYKUMEH 110 MPUMEHEHHIO.
0 TIPHMEHEHHUIO.
12 | Labeling / Mapkiiposxa According to ND. / B cootBeTcTBHY C HJI.
13 | Storage conditions / At temperature not more than 25 °C. /

Xparenne [1pn Temnepartype He BbIe 25 °C.
14 | Shelf life / Cpok 5 years /5 ner

rogocTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanne: [poxykr COOTBETCTBYET Tpeboranusam HJT 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
ITonrorosneno: Pardeep Ipoepeno: Himesh Kumar /Onobpeno:Menenxep/PykoBoaut
Kumar ejb : Manoj Kumar ,
Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023
Hara: Jara: Hara:

Registered Office: 8-2-327, Road i, &, Banjara Hills, Hyderabad - 500034, Telangana, India
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