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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Page 1 of 5/CrTp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkann®, Ta6JeTKH, NOKPbIThIE [1€HO4HOH 060104K0i, 400 mMr + 325 mMr

Batch No / Cepusi Ne : V2300313

Batch Quantity / O6bem naprun : 727.5 KG

040001791243

Analytical Report No / Ananutuyecknii oryer Ne :

Date of Analysis/ laTa ananaun3za: 20.03.2023

Date of Manufacture / Jlata npon3soactsa : Mar-2023

Date of E

xpiry / Cpok rognoctH : Feb-2028

Analysis performed according ND / Anasnu3 nposeaen mo HJI: TIN011252/01-300522

No Test / Iloka3zaTenanb

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section off white core.
/Tabnetku kancysnoBuaHOH (OPMBI,
MOKPbIThIE MJIEHOYHO 00004KON
OpaHXKEeBOro LBeTa, C PUCKOH Ha
OJHOf CTOpOHe; Ha TONEpPEeYHOM
paspese — sapo 6enoro Lpera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancyloBHAHOMN bopmbl,
MTOKPLITBIE TIIEHOYHOM 000s104KOH
OpamKeBOro 1BETA, C PUCKOH Ha OJHOM
CTOpPOHE; Ha TONEPEUHOM paspese — supo
0eJIoro UK mo4TU HesIoro LBETA.

Remarks: The Product conforms to ND/
ITpumeuanne: [IpoaykT coorBeTcTByeT TpebosanusaM HJ

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared
bylloarororneHo: Naresh

Kumar é:,,(

-

Checked by /
[Tposepeno: Pardeep Kumar
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Approved by: Manager/Executive
/Onobpeno:Menenxep/PykoBoaur
ensb : Kusum Lata AN -

b
—
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CERTIFICATE OF ANALYSIS
CEPTHPUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, Tabierku, NOKpbiThie NJIeHoYHOoil 060m0uKoi, 400 mr + 325 mr

Batch No / Cepus Ne : V2300313

Batch Quantity / O6bem naptuu : 727.5 KG

040001791243

Analytical Report No / AHaauTH4YecKuii oT4eT Ne

Date of Analysis / [lara ananuza: 20.03.2023

Date of Manufacture / /lata npon3Boacrsa : Mar-2023

Date of Expiry / Cpok roanoctd : Feb-2028

Analysis performed according ND / Auanu3 npoBenes no HJI: TT N011252/01-300522

2 Identification /
[Tonnn nudcTs

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 yaep>KHBaHUS OCHOBHBIX [TMKOB
Ha Xpomarorpamme HCIIBITYEMOTO
pacTBopa  IOJUKHbl ~ COOTBETCTBOBATh
BpEMeHAM  YIEPKMBaHUS IHKOB Ha
XpoMaTorpaMMe pacTeopa CTaHAApTHBIX
o0pasuoB udynpodeHa M napaueramorsa
(paznen «KonuuectseHHoe
OTIpeeNICHUE)

3 |Average tablets weight
Cpenuss macca
TabneTok

968.2 mg / 968.2 Mmr

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

Or 940,9 MI' 110 999,1 MT
(970,0 Mr+ 3 %)

Remarks: The Product conforms to NI/
IIpumeuanue: [Ipoaykr coorBeTcTBYeT TpeGoBanuam HJJ

Opinion: APPROVED
3axmouenune: OJOBPEHO

Prepared
bylloarotosneno: Naresh
Kumar [

4

—

Checked by /
ITpoeepeno: Pardeep Kumar

1

Approved by: Manager/Executive
/O mobpeHo: Menemxep/PykoBoaut

enpb : Kusum Lata %\‘g@ o
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Page3 of 5/Crp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®; TabJieTKH, NOKPbLIThIE NJIEHOYHOH 000J104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2300313

Batch Quantity / O6bem maptun : 727.5 KG

040001791243

Analytical Report No / AHanutuueckuii oryet No :

Date of Analysis / Jlata anasm3a: 20.03.2023

Date of Manufacture / Jlata npouzBoacrsa : Mar-2023

Date of Expiry / Cpok roaoctn : Feb-2028

Analysis performed according ND / Ananus nposejgen mo H/{: [T N011252/01-300522

4 |Disintegration /
Pacnanaemocts

06 min /mu / 06 MuH

Not more than 30 minutes /
lHe oonee 30 MuH

5 |Dissolution /
PactBopeHue

97 % to 101 %

99 % to 102 %

Not less than 70% (Q) Ci3His0,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CisHisO:
(nbynpoden) uepes 30 MUH
Not less than 70% (Q) CsHoNO-

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napayetramon) uepes 30 MuH

6 |Related substances /

Method 1/ Metoz 1

Method 2 / MeTon 2

PoacreenHbie [IPpUMECH

0.001 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHo¢eHon (mpUMech napaueTaMmona)
- not more than 0.005% /

He bonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas  enrHUUYHAas
NpUMECh (ubynpodeHna Hunu
napaiieramona) - 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% / He 6onee 0,7 %

Remarks: The Product conforms to ND/
IIpumeuanne: IlpoaykT coorBeTcTBYET TpeboBanusam HJI

Opinion: APPROVED
3axkmouenue: OJIOBPEHO

Prepared

bylloarorosneno: Naresh

Kumar &

~

Checked by /
[TpoeepeHo: Pardeep Kumar

=l

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

enp ; Kusum Lata &ésp >
e R

Reprint Date: 20.03.2023
Jarta:

Reprint Date: 20.03.2023
Jara:

Reprint Date: 20.03.2023
Jara:

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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €:¢

Dr. Reddy's Laboratories Ltd.
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Page4 of 5/ Crp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaMH®, TabJeTKH, NOKPbIThIE NJICHOYHOH 000/109K0¥, 400 Mr + 325 mr

Batch No / Cepust Ne :

V2300313

Batch Quantity / O6bem naptuun : 727.5 KG

040001791243

Analytical Report No / AHanuTHyecknii oruer Ne :

Date of Analysis / J/lata ananusa: 20.03.2023

Date of Manufacture /

Jata mpouszBoacrsa : Mar-2023

Date of Expiry / Cpok rognocth : Feb-2028

Analysis performed according ND / Anaau3 nposegen mo HJI: I N011252/01-300522

a) Total aerobic
microbial count /
Obuiee ynuciIo
a’pOOHBIX

b) Total combine

/ Oblee 4ucio
JPO}OKEBBIX U

¢) E. coli

MHKPOOPraHH3MOB

yeasts and mould count

TICCHEBBIX IpUOOB

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

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

Absent / OTCyTCTBYET

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 / 1.4 more than 15.0/
OJHOpPONHOCTB [Tokazatens npuemneMoctd (AV) JoJKeH
JIO3UPOBAHNA obITH He Honee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.4 more than 15.0/
- Paracetamol/ INokazarens mpueMiaeMocTH (AV) nomxeH
napaleraMmos GpiTh He Gosee 15,0
9 |Microbial limits /
Mukpoburosioruueckast
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 lg / OtcyrcTBUE B
Ir

Remarks: The Product conforms to ND/
ITpumeuanwne: [Ipoaykr cootBercTBYET TpeboBanusam HJI

Opinion: APPROVED
3akmouenue: OJIOBPEHO

Prepared

bylloarorornexo: Naresh

Checked by /
[Tposepeno: Pardeep Kumar

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

Kumar elb . Kusum Lata N L
- O =
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page S of 5/ Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabneTkn, NOKPHITHIE NVIEHOYHOH 060104K0ii, 400 mr + 325 mr
Batch No / Cepust Ne : V2300313 Batch Quantity / O6bem nmaptunu : 727.5 KG
Analytical Report No / Asanurudeckuii oruet Ne : Date of Analysis / laTta ananusa: 20.03.2023
040001791243
Date of Manufacture / lata nponsBoacrea : Mar-2023 |Date of Expiry / Cpok rognoctu : Feb-2028
Analysis performed according ND / Anamu3 nposeaen mo HJI: I1 N011252/01-300522
10 |Assay/ 360.0 to 4400 mg of C;3HiOz
Konudecteennoe 396.5 mg/396.5 mr (Ibuprofen) per tablet /
OTIpEiENIEHHE Or 360,0 mr jo 440,0 mr C;3H;s0»
(nbynpoden) B Tabnerke
2925 to 3575 mg of CsHoNO,
323.98 mg/ 323.98 mr (Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO»
. (napaiieTamod) B TabieTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leafiet in a carton. / Iio 10 |in a carton. / Iio 10 tabnerok B I[IBX/Al
tabnerok B [IBX/Al 6nuctep. I[lo 1  |6nucrep. [lo 1, 2 wmu 20 6nuctepos B
OnucTepy B Nauky KapTOHHYIO |[auky KapTOHHYIO BMeECTe c
BMECTE C HHCTpPYKLIHE MHCTPYKIHEH 110 MPUMEHEHHIO.
10 NPUMEHEHHUIO.
12 | Labeling / Mapxuposka| According to ND. / B cooterctBun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHedue ITpu Temnepatype He Boie 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
TOJHOCTH

Remarks: 1'he Product conforms to ND/

IIpumeuanue: IIpoaykt coorBeTcTBYET TpeboBanusam HJT

Opinion: APPROVED
3axkmouyenne; OJIOBPEHO

Prepared Checked by / Approved by: Manager/Executive

byllogrorosneno: Naresh | IlpoBepeno: Pardeep Kumar /Ono6peno:Menemxep/PykoBoaut

Kumar @? ? enb : Kusum Lata . .\"»\%‘C,/ =
~
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