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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page1of S/ Ctp.1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoykauH®, Tabs1eTKH, NOKPbITbIE MJeHOYHOH 000J104Ko0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300124

Batch Quantity / Oobem naptuu : 727.5 KG

040001741633

Analytical Report No / AnaauTuueckuii oTyet No :

Date of Analysis / lata ananusa: 30.01.2023

Date of Manufacture / lata npouspoacrtna : Dec-2022

Date of E

xpiry / Cpok roaHocTu : Nov-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: [T N011252/01-300522

Ne Test / Iloka3arenn

Results/ PesyanTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KancynoBuaHOW (opMbl, MOKPHITHIE
NJIEHOYHO!I 000JI0UKOH OpaHXKeBOro
1BeTa, ¢ PUCKO} Ha OJHOI CTOpOHE;
Ha TIOMEPEeYHOM paspese — SApO
OeJoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KancynoBUAHOH  dopmbl,
NIOKPBITBIE NJIEHOYHOH obonoukoit
OpaH)KeBOrO 1[BeTa, ¢ PUCKONl Ha oJHOM
CTOpOHE; HA TIOMEPEYHOM paspese — Apo
6eyoro uiy nout 6esoro usera.

Remarks : The Product conforms to ND/
ITpumeuyanue: [IpoaykT cooTBeTcTBYeT TpeboBanusim HJI

Opinion : APPROVED
3akmouenne: OJIOBPEHO

Prepared by /
IToaroTorneno: Pardeep

Kumar Cﬁ/

Checked by /
[IpoBepeno : Himesh Kumar

.

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

enb : Manoj Kumar i 2

Reprint Date: 30.01.2023
Jlara:

Reprint Date: 30.01.2023
Jara:

Reprint Date: 30.01.2023
JlaTa:

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
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CERTIFICATE OF ANALYSIS
CEPTH@®HKAT AHAJIM3A

Page 2 of 5/ Crp. 2 u3 §

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyrimu®, TabieTki, HOKPLITHIE ILIEHOYHOI 000710uK0ii, 400 mr + 325 mr

Batch No / Cepusa Ne : V2300124

Batch Quantity / O6bem naprum : 727.5 KG

Analytical Report No / AnannTHueckuii oryer No :

Date of Analysis / JIata ananuza: 30.01.2023

ITopnunBOCTE

CootBercTByer

040001741633

Date of Manufacture / lata npoussogersa : Dec-2022 |Date of Expiry / Cpok roanocru : Nov-2027

Analysis performed according ND / Ananus nposesen 1o HI: ITN011252/01-300522 |
2 Identification / Complies as prescribed/ [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 ynepxuBaH#is OCHOBHBIX ITHKOB

Ha XpomMmarorpamme HCTIBITYEMOTO
pacTtBopa JOJIDKHbI COOTBETCTBOBAThH
BpCMCHAM YACPpANBaHNA HAUKUB Hd

XpOMaTorpamMme pacTBOpa CTaHAapPTHBIX
ob6pasuos ubynpodeHa u napaueramona
(paznen «KonuecTeenHoe
OIpEACNICHHEY)

Average tablets weight
Cpennss macca
TabeTok

973.6 mg/973.6 mr

940.9 mg to 999.1 mg
(970.0 mg £+ 3%) /
Ot 940,9 M- JI0 9991 MI

(970,0 Mr £ 3 %)

Remarks : The Product conforms to ND/
Ipumeyanue: [TpoayKT COOTBETCTBYET TpeGOBaHUAM Bl

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by /
ITogroToeneHo: Pardeep
Kumar

ol —

[

Checked by /
IIposepeHo : Himesh Kumar

s

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoauT
elb : Manoj Kumar 1

kh'} L ‘/F
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, TadaeTku, NOKPHITHIE [1eHOYHOI 060.104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300124

Batch Quantity / O0bem napruun : 727.5 KG

040001741633

Analytical Report No / AvanutHueckuii oTuer Ne :

Date of Analysis / Jlata anannsa: 30.01.2023

Date of Manufacture / Jlata nupoussogcraa : Dec-2022

Date of Expiry / Cpox roanocru : Nov-2027

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

4 |Disintegration /
Pacnamaemocts

07 min /07 mu

Not more than 30 minutes /
He 6o0nee 30 muH

5 |Dissolution /
PactBopenue

98 % to 99 %

101% to 104 %

Not less than 70% (Q) Ci;3Hi0,
(Ibuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) C;3Hj0,
(nbynpoden) uepes 30 muH

Not less than 70% (Q) CiHoNO»
(Paracetamol) dissolved in 30 minutes /
He wenee 70 9% (Q) CyJdILNO,
(mapaueramon) 4epes 30 MUH

6 |Related substances /

Poncreennble npumecu
Method 1/ Meton 1

Method 2 / Metopn 2

0.00005 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (npuMech MNapaieramMona)
- not more than 0.005% /

| He B6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas  eguuuyHas
IIPHUMECH (udynpodena WJIH
napaieTamoda) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks : The Product conforms to ND/
Ipumevanue: [poaykr coorserctyer Tpebopanmsam HJI

Opinion : APPROVED
3axiarovenue: OJJOGPEHO

Prepared by /
IoarorosneHo: Pardeep

Kumar :

Checked by /
ITpoBepeHo : Himesh Kumar

ng—/“;‘

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

enb : Manoj Kumar /

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:
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CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIM3A

Page4 of 5/ Crp.4u3z 5

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrina®, TabaeTKH, NOKPLITHIE ILIeHOYHOI 060,104 K01, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300124

Batch Quantity / O6bem naprun : 727.5 KG

040001741633

Analytical Report No / AHanuTu4eckuii oTuer Ne :

Date of Analysis / Jlara ananuza: 30.01.2023

Date of Manufacture / lata npouzpogersa : Dec-2022

Date of Expiry / Cpok roguoctu : Nov-2027

Analysis performed according ND / Ananus nposesen no HJ{: T NO011252/01-300522

a) Total aerobic
microbial count /
Ob1ee wucio
a3poOHBIX
MHUKPOOPTaHM3MOB

b) Total combined
yeasts and mould count
/ Obuiee yucno
JPOXKKEBLIX H
TUIeclieBbIX rpuboB

¢) E. coli

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

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

Absent in 1g/ OTcyTcTBYET B 1r

7 |Water/Bona 1.3 % 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/
OnHopoaHOCTh IToxazatens npuemaemMocty (AV) nomkex
JIO3UPOBaHUA ObITh He Oostee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.1 more than 15.0/
- Paracetamol/ TMoxazatens npuemnemoctd (AV) nomkeH
rnapaueTamMmont ObITh He bonee 15,0
9 |Microbial limits /
Mukpo6uonorudeckas
YUCTOTA

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 / OtcyrcrBue B
Ir

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanuaM HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[Noarotorneno: Pardeep

Kumar
Qf.’{

Checked by /
Iposepeno : Himesh Kumar

L B

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoaut

enb : Manoj Kumar W

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Page 5 of 5/ C1p.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UOYKkaAnH®, TabaeTKH, MOKPHITHIE NJIEHOYHOI 060/104K0ii, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2300124

Batch Quantity / O6bem mapruu : 727.5 KG

040001741633

Analytical Report No / Ananmurudeckuii otyer No :

Date of Analysis / /lata anaauza: 30.01.2023

Date of Manufacture / Jlata npoussoacrsa : Dec-2022

Date of Expiry / Cpok rogroctn : Nov-2027

Analysis performed according ND / Ananus nposenen mo HJ: IT N011252/01-300522

10 |Assay/

OINpEAECIICHUC

KonuuectBenHoe

396.6 mg / 396.6 Mr

324.28 mg / 324.28 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Or 360,0 mr mo 440,0 mr Cj;sHis0s
(ubynpoden) B Tabnerke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO,
(napaueramon) B TabneTke

of C13H1802

of CsH()NOz

11 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6mucrep. o 1

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerok B [IBX/Al
omucrep. Ilo 1, 2 unm 20 Gauctepos B

OiaucTepy B NadyKy KapTOHHYIO |MAauky KapTOHHYIO BMeECTe c
BMECTe €  MHCTPYKUMEH NO |HHCTPYKIHeH MO NpUMEHEHHIO.
NPUMEHEHHUIO,

12

Labeling / MapkupoBka

According to ND. / B cooTBeTcTBIM

c HJIL.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue Ilpu Temneparype He Bhitue 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
L rOJZHOCTH

Remarks : The Product conforms to ND/
Ipumeyanne: [Tpoaykr coorBercTByeT TpeGoBanuaM HJJ

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by /

Kumar

IloaroroBneno: Pardeep

N

Checked by /
Ilposepeno : Himesh Kumar

=N, I

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

enb : Manoj Kumar _ 1[}
e

Hara:

Reprint Date: 30.01.2023

Reprint Date: 30.01.2023
Hara:

Reprint Date: 30.01.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com

500034, Telangana, India




