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CEPTHDUKAT AHAJIM3A

Page 1ofS/Crp. 1 m35

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyrAuH®), TabneTku, HORPLITHIE MIEH04HOIT 060104K0il, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2300182

Batch Quantity / O6bem naprun : 727.5 KG

040001753850

Analytical Report No / Ananutnyeckuii oruer No :

Date of Analysis / laTa anannza: 07.02.2023

Date of Manufacture / lata npoussoacrsa : Jan-2023

Date of E

xpiry / Cpox roauoctu : Dec-2027

Analysis performed according ND / Auanns nposeaen no HJ: ITNO011252/01-300522

Ne Test / TloxazaTesnb

Results/ PesyabraTnt

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
Cross section - white core. /Tabnetku
KarncynoBuaHoOH (opMbl, MOKpbIThie
TUIEHOYHOH 000J104KOH OpaHXkeBoro
LiBeTa, ¢ PIUCKOH Ha OfHOH cTopoHE;
Ha ronepedyHoM paspeze — sIpo
Oenoro 1gera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  kancynoBmaHoi ¢opmei,
TTOKPBIThIC NIEHOUHOH obonoukoii
OpaHKEBOr0 LBETA, ¢ PUCKOM Ha omHOM
CTOPOHE; Ha MONEPEYHOM pas3pese — Spo
0eJ1oro UK NouTH HeNoro LBeTA.

Remarks: The Product conforms to ND/
Ipumeyanue: Ipoaykr cooTsercTByeT TpeGosaunsm HJT

Opinion: APPROVED
3axawouenue: OJJOBPEHO

Prepared by /
IToarorosneHo: Naresh

Kumar 4}

-

Checked by /
ITposepeHo: Pardeep Kumar

L

Approved by: Manager/Executive
/Ono6peno:Menemkep/PykoBoaut
enb : Amit Kumar

A.; N
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Reprint Date: : 07.02.2023
JHara:

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: L85195AP1984PLC0O04507
www.drreddys.com



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

CERTIFICATE OF ANALYSI§ WWw-drreddys.com

CEPTHOHKAT AHAJIH3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykana®, Tadaerkil, NOKPLIThIE J1eHo4HOi 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300182

Batch Quantity / OGbem naptuy : 727.5 KG

040001753850

Analytical Report No / AnannTuyecKkuii oT4eT Noe : Date of Analysis / Jlata ananusa: 07.02.2023

Date of Manufacture / Jlata npoussogcrsa : Jan-2023 |Date of Expiry / Cpox roanocts : Dec-2027

| Analysis performed according ND / Anasnn3 nposesen no HJL: 1 N011252/01-300522

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

Bpemena yAepXMBaHUsl OCHOBHBIX MHKOB
Ha XpomaTtorpamme HCIBITYEMOTO
pactBopa  JOJDKHBI  COOTBETCTBOBATH
BpeMeHaM  yAEpXHMBaHUs ~ THKOB  Ha
XpOMarorpaMMe pacTBopa CTaHAapTHBIX
obpasnos ubynpodeHa u napaueramorna

Cpenusis Macca

(paznen «KonuuecTBeHHOE
OTpesieICHUED)
3 |Average tablets weight 973.8 mg/973.8 Mr 940.9 mg to 999.1 mg

(970.0 mg + 3%) /

TabJeTOK Or 940,99 wmr po 9991 Mmr
(970,0 Mr + 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeuanue: [Ipoaykr coorsercTsyer TpedoBanuam HIL 3akxmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
HOLLFOTOBneHO:/Naresh IMposepeno: Pardeep Kumar /Ono6peno:Meneukep/PyKoBOUT
Kumar (M enb : Amit Kumar
Reprint Date: 07.02.2023 Reprint Date: : 07.02.2023 Reprint Date: : 07.02.2023
Hata: Hara: Jlara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

NOyRAMN®), TaB1eTKH, HOKPLITBIE MIEHOYHO 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300182 Batch Quantity / O6bem naprim : 727.5 KG
Analytical Report No / AnaauTnyeckuii oryer No Date of Analysis / lata ananmza: 07.02.2023
040001753850

Date of Manufacture / lata npoussoactsa : Jan-2023 |Date of Expiry / Cpok rogaoctn : Dec-2027

|Analysis performed according ND / Ananns nposegen mo HI: ITN011252/01-300522

4 Disintegration / 08 min /08 mu
Pacnapnaemocts

Not more than 30 minutes /

He 6onee 30 muu

> [Dissolution /
PacrBopeniie 97 % t0 99 %

100% to 103 %

Not less than 70% (Q) Ci3H 40,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) C;3HyiO,
(ubynpoden) uepes 30 Mun

Not less than 70% Q) CsHyNO,
(Paracetamol) dissolved in 30 minutes /
He menmee 70 % (Q) CsHoNO,
(mapaueTtamon) yepes 30 muH

6 |Related substances /
PoncTeenHblie npumecH 0.0002 %
Method 1/ Merton 1

Method 2 / Meton 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodenon (npumech napaneraMmona)
- not more than 0.005% /

He Ooxee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas  emMHHYHAs
npHMech (udynpodena HIH
napaugeraMona) - not more than 0.3% /

He Gonee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meron 1 + Meroz 2) -
nnt mare than 0.7% ( 11e Goneo 0,7 %,

Remarks: The Product conforms to ND/ Opinion: APPROVED
[ pumeyanue: [Iponykr cootsercThyet TpeGosanmnsm HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ioarotosneno: Naresh [TposepeHo: Pardeep Kumar /Onobpeno:Mene mxep/PykoBoaut
Kumar 4/ s enb : Amit Kumar
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykauH®, TaGJeTKH, NOKPBITHIE IJIeHOYHOi 060104K0MH, 400 mr + 325 Mr

Batch No / Cepus Ne : V2300182

Batch Quantity / O6bem nmaptun : 727.5 KG

040001753850

Analytical Report No / Auanurydueckuii oruyer Ne :

Date of Analysis / /lata anannsa: 07.02.2023

Date of Manufacture / laTa npousBogcrsa : Jan-2023

Date of Expiry / Cpok rogHoctH : Dec-2027

Analysis performed according ND / Auanu3 nposeaen no H/: [1N011252/01-300522

/ Ob1uee ynucno
JIPOXOKEBBIX H
IIJIECHEBBIX TprUOOB

c¢) E. coli

Absent in 1g/ OTcyTcTBYET B 1T

7 |Water/ Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.0 more than 15.0/
OnHOPOOHOCTD [Toxazatens npuemnemocty (AV) nomxeH
JIO3UPOBAHUS ObITh HE Gonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.1 more than 15.0/
- Paracetamol/ Ioxazatens npuemieMocTd (AV) nomxeH
napaueTamon ObLITE He 6onee 15,0
9 |Microbial limits /
Mukpobuosnorudeckas
YHUCTOTA
a) Total aerobic 10 CFU/g/ {Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r
O61ee 4yucno
aspobHbIX
MHKPOOPTaHU3MOB
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

Shall be absent in lg / OtcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: [lpoaykt coorBeTcTBYeT TpeboBauusam HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoxrotosneno: Naresh

Kumar A)
=

Checked by /
[IpoBepeno: Pardeep Kumar

-

=

Approved by: Manager/Executive
/O nobpeHo:MeHnemkep/Pykosoaur
enb : Amit Kumar

-
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CEPTUDUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykanH®, TabaeTKH, NOKPBIThIE NIEHOYHOH 00004K0#, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2300182

Batch Quantity / Oobem naptum : 727.5 KG

040001753850

Analytical Report No / Ananurudecknii order Ne :

Date of Analysis / laTa ananansa: 07.02.2023

Date of Manufacture / Jlata npousBoacTa : Jan-2023

Date of Expiry / Cpok roanoctn : Dec-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: ITN011252/01-300522

10 |Assay/
KonnuectBeHHOE
ornpeaeneHue

397.1 mg/397.1 mr

321.84 mg/321.84 mr

360.0 to 440.0 mg of C;His0;
(Tbuprofen) per tablet /

Or 360,0 mr go 440,0 mr C;3HisOs
(nbynpoden) B Tabnetxe
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO»

(mapaweTamon) B TabJeTKe

of CsHoNOz

11 | Package / Ynakoska

leaflet

10 tablets in PVC/Al blister. 1
blister and a patient information
in a carton.
tadnerox B TIBX/Al 6muctep. 1o 1
6nucTepy B MavKy KapTOHHYHO
BMECTE C HHCTPYKLHEH

110 IPUMEHEHHIO.

/ Tlo 10

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Tlo 10 Tabnetox B [IBX/Al
oaucrep. Tlo 1, 2 unn 20 Gauncrepos B
na4yky KapTOHHYIO BMECTE c
MHCTPYKUMEH 110 NPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootsetcteun ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C./

Xpanenue [Ipu Temnepatype He Bbiile 25 °C.
14 | Shelf'life / Cpox 5 years /5 net
TOIHOCTH

Remarks: The Product conforms to ND/

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusam HJL

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
IMoarorosne”o: Naresh

Kumar &

—

Checked by /
[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/O no6peHo:Menemxep/PykoBoaut
enb : Amit Kumar

—
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