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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | t4.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badg;,
Distt. Solan, H.P., 173 205, IN DA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIM3A

Page 10f5/Cyp. 1135

Product: Ibu

clin, film-coated tablets, 400 mg + 325 mg

N6ykann®, TabieTkH, NOKPHITHIE IIEHOYHOH 0601049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300184 Batch Qu

antity / O6pem naptan : 776.0 KG

Analytical Report No / AHannTHYeckuii oTyer Ne : Date of A
040001754050

nalysis / lata anannza: 07.02.2023

Date of Manufacture / JlaTa npoussoacrsa : Jan-2023

Date of Expiry / Cpok roasoern : Dec-2027

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

Ne  [Test / IlokazaTensn Results/ PesyabTaTh!

Specification / Hopma

1 |Descrip

tion/ Onucanue |Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KanCYNOBHIHOU (OPMBbI, MOKPHITHIE
NIEHOYHORK 000JI0UKO OpaHKEBOTO
1BE€Ta, C PHCKON Ha OHOM CTOPOHE;
Ha TIIOIepeyHOM pa3pese — sSOpo
©eJioro LBera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KancyJOBHIHOH dopmbi,
NOKPbITBIE TUIEHOYHOH o60o0uKoH
OpaH)KEBOTO [IBETa, C PHUCKOH Ha omHOM
CTOPOHE; Ha TONEPEYHOM paspese — sapo
6enoro wiu no4Ty Henoro HBeTa.

Remarks: The Product conforms to ND/
ITpumeyanne: [Tpoaykr coorBeTcTBYET TpeGoBauusIM HJT

Opinion: APPROVED
3axmouenune: OJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Naresh 11posepeHo: Pardeep Kumar
Kumar /

3 D[;J

Approved by: Manager/Executive
/Ono6peno:Menenxep/PyxoBoaut
enb : Amit Kumar
—

e

Hara:

Reprint Date: 07.02.2023 Reprint Date: : 07.02.2023

Hara:

Reprint Date: : 07.02.2023]]ata:
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Page2 of S/ Crp.2u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykaun®, Ta6ieTKH, NOKPHITHIE IIeHOYHOH 060104K0#, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300184

Batch Quantity / O6bem naprau : 776.0 KG

040001754050

Analytical Report No / AHajaTRYecKHii oTyer Ne :

Date of Analysis / [laTa anann3a: 07.02.2023

Date of Manufacture / /lata npouspoacTna : Jan-2023

Date of Expiry / Cpok rojuocts : Dec-2027

Analysis performed according ND / Ananus nposenen no HJI: TI N011252/01-300522

2 Identification /
IlogmuHuocTsb

Complies as prescribed/
COOTBETCTBYET

The retention times of the main peaks on
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 ynepXKHBaHUSA OCHOBHBIX ITHKOB
Ha XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa  JOJKHBl  COOTBETCTBOBAThH
BpeMeHaM  YHCp)XMBaHHi THKOB Ha
XpOMarorpaMMe pacTBopa CTaHJapTHBIX
obpasuor ubynpodeHa u napaneramona
(paszen «KonuuecTBeHHOE
OTIpENIENEHUER)

3 |Average tablets weight
CpenHsia Macca
TabIeTOK

969.5 mg / 969.5 mr

940.9 mg to 999.1 mg
(970.0 mg £ 3%) /

Ot 9409 wMr gmo  999,1 MT
(970,0 mr + 3 %)

Remarks: The Product conforms to ND/
ITpumeuanue: IIpoayKT cooTBETCTBYET TpeboBanmsam HJL

“Opinion: APPROVED

3akmouende: OJOBPEHO

Prepared by /
TMoarorosaeno: Naresh
Kumar :

3

Checked by /
[TpoepeHo: Pardeep Kumar

]

. [

Approved by: Manager/Executive
/Ono6peno:Menexep/PykoBoaut
enn . Amit Kumar

Reprint Date: 07.02.2023
JlaTa:

Reprint Date: : 07.02.2023
Jlara:

Reprint Date: : 07.02.2023/]ara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauu®, TabaeTKH, TOKPIThIE N1eHOYHOH obonoukoii, 400 mr + 325 mr

Batch No / Cepnst Ne : V2300184 Batch Quantity / O6bem naprau : 776.0 KG
Analytical Report No / AraanTH4eckuii or4aer Ne : Date of Analysis / Jlata anamu3a: 07.02.2023
040001754050

Date of Manufacture / lata npoussojcrsa : Jan-2023 |Date of Expiry / Cpox rognocrs : Dec-2027

Analysis performed according ND / Ananus nposeaen no HJL: ITN011252/01-300522

4 |Disintegration / 06 min /06 Mu Not more than 30 minutes /
PacnanaemocTb He 6onee 30 MuH
5 |Dissolution / Not less than 70% (Q) Ci3HisO2

PacTropeHue 98 % to 101 % (Tbuprofen) dissolved in 30 minutes /

He MCEHEE 70 % (Q) Ci3Hi502
(u6ynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO,
96 % to 102 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaueramo) uepes 30 MHH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PozcTBeHHbIE TIPUMECH 0.0002 % 4-amyuHO(eHON (IPUMECh Mapaneramona)
Method 1/ MeTog, 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / MeTon 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / JliobGas  efnHHUHAA
[IpUMECH (ubynpodena 003!

napaueramona) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.04% Cymma nipumeceit (Meron 1 + Meroz 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanmue: [Ipoaykr cooTBeTcTBYeT Tpedosannam HIT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarororneHo: Naresh ITposepeno: Pardeep Kumar /Ono6peno:Menemxep/PyKoBOAUT
Kumar @( P enb . Amit Kumar

< C>J—’—'j" Pé\y’
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CEPTUDOHUKAT AHAJIU3A

Page 4 of 5/ Crp. 4n3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Ta6neTKH, NOKPLIThIE IIeHOUHO0H 060.104K0i, 400 Mr + 325 mr

Batch No / Cepna Ne : V2300184

Batch Quantity / O6pem naptun : 776.0 KG

Analytical Report No / AHanuTHYecKHil oTyeT N
040001754050

Date of Analysis / lata apannsa: 07.02.2023

Date of Manufacture / Jlata nponsBojctsa : Jan-2023

Date of Expiry / Cpox roguocts : Dec-2027

Analysis performed according ND / Anayiu3 npoBesies 1o HJI: [1N011252/01-300522

a) Total aerobic
microbial count /
Obuiee yucno
a3poOHBIX
MHMKPOOPraHW3MOB

b) Total combined
yeasts and mould count
/ Ob1Liee Yucio
JPOKKEBBIX H
IUIECHEBBIX IpudoB

¢) E. coli

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

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

Absent in 1g/ OrcyTcrBYeT B lr

7 |Water/ Boga 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.0 more than 15.0 /
ORHOPOXHOCTD [loxazaTeb npuemieMoct (AV) nonxeH
JI03UPOBAHUS 6bITH He Gonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.6 more than 15.0 /
- Paracetamol/ [MokazaTens npuemieMocTd (AV) nomken
apayeTaMmor ObITH He 6onee 15,0
9 |Microbial limits /
Muxpoburonornueckas
YHUCTOTA

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

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

Shall be absent in 1g / OTcyrcTBHE B
1r

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusamM HJT

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[Moarotosnedo: Naresh
Kumar

/
&

-

Checked by /
Iposepeno: Pardeep Kumar

ol

Approved by: Manager/Executive
/Opo6peHo:Menemkep/PykoBoauT
enb : Amit Kumar

e

Reprint Date: 07.02.2023
Hara:

Reprint Date: : 07.02.2023

Reprint Date: : 07.02.2023 {ara:
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CEPTHOUKAT AHAJIU3A

Page5of 5/ Cxp. 5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykauH®, Tab1eTKH, NOKPHITHIE NJIeHOYHOH 06010uK0i, 400 Mr + 325 mr

Batch No / Cepns Ne : V2300184

Batch Quantity / O6sem naprus : 776.0 KG

040001754050

Analytical Report No / AHanTuTHYecKuif oTdeT N :

Date of Analysis / Jlata ananunsa: 07.02.2023

Date of Manufacture / lata npon3Boacrsa : Jan-2023

Date of Expiry / Cpok roanocts : Dec-2027

Analysis performed according ND / Auanu3 nposenen no HJI: IT N011252/01-300522

blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nuctep. 1o 1
6micTepy B mMadKy KapTOHHYIO
BMECTE C MHCTPYKUMEH

MO IPUMEHEHMUIO,

[ 10 [Assay/ 360.0 to 4400 mg of CyH;0,
KonnuectseHHoE 391.8 mg/391.8 Mmr (Ibuprofen) per tablet/ |
onpeneneHue Or 360,0 mr go 440,0 mr Ci;3H;zO;
(ubynpoden) B Tabnerke
2925 to 3575 mg of CyHoNO,
323.24 mg / 323.24 mr (Paracetamol) per tablet /
Ot 292,5 Mr mo 357,5 mr CgHyoNO,
(napaiietTamon) B TabJIETKE
11 | Package / Ynakoska 10 tablets in PVC/AIl blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / Ilo 10 Tabierox B [1BX/Al
6nuctep. Ilo 1, 2 wm 20 6aucrepor B
HauKy KapTOHHYIO BMECTE c
MHCTPYKUMEN 10 IPHMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B cootsetrcrun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue [Tpu temmneparype e Boie 25 °C,
14 | Shelf life / Cpok 5 years / 5 net
rOOHOCTH

Remarks: The Product conforms to ND/
Ilpumeuanne: [Ipoaykr cootBeTcTBYeT TpeGoBanusm HJI

Opinion: APPROVED
3akmouenue: OJJOGPEHO

Prepared by /
Iloarorosneno: Naresh

Kumar [ :
i
-

Checked by /
IIposepeno: Pardeep Kumar

o
(::.'J-/""""

Approved by: Manager/Executive
/Ono6peno:Menemxep/Pykooaur
enb : Amit Kumar

P
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