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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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Page 1 of 5/ Ctp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, TabieTkH, NOKPbITHIE MJ1eHo4Hol 060104Koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300358

Batch Qu

antity / O6bem naptus : 760.2 KG

040001796664

Analytical Report No / Ananuruyecknii order Ne :

Date of A

nalysis / laTta anaiau3za: 29.03.2023

Date of Manufacture / JlaTa npousBoacTsa : Feb-2023

Date of Expiry / Cpok rognocts : Jan-2028

Analysis performed according ND / Anasnu3 nposesen nmo HJI: T1 N011252/01-300522

Ne Test / IlokazaTeb

Results/ Pe3yjabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KancyJlOBUAHOM (OPMBL, MOKPBITHIE
TUIEHOYHOH 060JI04YKOH OpaHXeBOro
LIBETA, C PUCKOM Ha OLHOW CTOPOHE;
Ha MOMepeYyHoOM paspe3e — SIpo
Oejoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTky  KancynoBUAHOH  (OpMBI,
MIOKPBITHIE TIEHOYHOM o6onoyxoi
OpaHXEeBOr'0 LBETa, C PUCKOHW Ha OAHOM
CTOpOHE; Ha TONEPEYHOM paspese — sapo
6en0ro Uiy noutu 6eoro 1uBeTa.

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akmouenne: OJJIOGI'EIIO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Naresh | [Ipoepeno: Pardeep Kumar /O no6peHo:Menemxep/PykoBoaut
Kumar ‘ enb : Manoj Kumar

&4 C:L-f W

/

Reprint Date: 29.03.2023 Reprint Date: 29.03.2023 Reprint Date: 29.03.2023
Hara: Hara: Hara:
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Dr.Reddy’s ‘g‘

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 2 of 5/ Ctp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabaeTikH, NOKPBITHIE NIeH04HO# 060/104K0#, 400 mr + 325 mr

Batch No / Cepusa No : V2300358

Batch Quantity / O6bem naprun : 760.2 KG

040001796664

Analytical Report No / AnanuTuuecknii oryer Ne :

Date of Analysis / laTa ananu3a: 29.03.2023

Date of Manufacture / Jlata npoussoacrsa : Feb-2023

Date of Expiry / Cpok roanoctn : Jan-2028

Analysis performed according ND / Anaaus nposenen no HJI: [T NOI 1252/01-300522

2 Identification /
[ToanMHHOCTD

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»KHBaHHs OCHOBHBIX MUKOB
Ha XpoMaTorpaMmme MCIIBITYEMOT O
pactBopa  JOKHBl  COOTBETCTBOBATH
BpeMEeHaM  yIepXHBaHWs IHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHBIX
obpasioB ubynpodeHa u mnapaueramona
(paznen «KonuuectBeHHOE
oIpesieieHue»)

3 |Average tablets weight
Cpennsis macca
TabneTox

967.9 mg/ 967.9 mMr

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

Or  940,9 170 W (¢} 999,1 MI
(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam H/JJ

Opinion: APPROVED
3akmwouenne: OJOBPEHO

Prepared
byHOI[FOTOBJIeHOZjNarCSh
Kumar

——

Checked by /
[posepeHo: Pardeep Kumar

A

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

enb : Manoj Kumar ‘ﬂ

Reprint Date: 29.03.2023
Jarta:

Reprint Date: 29.03.2023
Jlara:

Reprint Date: 29.03.2023
JlaTa:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P,, 173 205, IND1A
Tel : 451 98166 56001-62
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®PHUKAT AHAJIM3A

Page3 of 5/ Ctp.3u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauH®, TabJeTKU, HOKPbITHIE MJIeHOYHOI 000/104K0#, 400 mr + 325 mr

Batch No / Cepus Ne : V2300358

Batch Quantity / Oobem naptum : 760.2 KG

040001796664

Analytical Report No / AHanuTnyecknii oryer No :

Date of Analysis / Jlata ananusa: 29.03.2023

Date of Manufacture / Jlata npousBoacrsa : Feb-2023

Date of Expiry / Cpok rogsocrs : Jan-2028

Analysis performed according ND / Anann3 nposeaen mo HJI: TTN011252/01-300522

4 |Disintegration /
PacnagaemocTh

08 min /mMu / 08 MuH

Not more than 30 minutes /
He 6oinee 30 MuH

5 |Dissolution /
PactBopenue

97 % to 101 %

99 % to 101 %

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

He wMemee 70 % (Q) CisHisO;
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) CsHoNO;

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

6 |Related substances /
PolcTBEHHBIE MPUMECH
Method 1/ Merton 1

Method 2 / MeTon 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amunodenon (MpuMech napateramora)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobag  exuHH4HasA
npHMecL (u6ynpodena MK
napareramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
Ipnmeuanue: [Ipoaykr cootBeTcTByeT Tpeboanusam HJL

Opinion: APPROVED
3axnouenue: OJJOBPEHO

Prepared
bylloarotosneno: Naresh

Kumar é

—

Checked by /
[TpoeepeHo: Pardeep Kumar

C'_i_/___,_-—'—"

Approved by: Manager/Executive
/O po6peno:Menepxep/PykoBoaur

enb : Manoj Kumar 0

Reprint Date: 29.03.2023
Jara:

Reprint Date: 29.03.2023
Hara:

Reprint Date: 29.03.2023
[Hara:
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPHKAT AHAJIM3A

Page 4 of 5/Ctp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MGyxnau®, TabieTk, NOKPbIThIE MJIeHOUYHOI 000a04K0H, 400 Mr + 325 Mr

Batch No / Cepns No

: V2300358

Batch Quantity / O6bem nmaptus : 760.2 KG

=

040001796664

Analytical Report No / AHanuTHYecKknii oTueT Ne :

Date of Analysis / JlaTa anaqau3a: 29.03.2023

Date of Manufacture / lata nponssoacrsa : Feb-2023

Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Anaaus nposeaen no HJI: [T N011252/01-300522

a) Total aerobic

Obwmee yncno
a3pobHBIX

/ Ob1ee uucio
JPOXOKEBBIX U

¢) E. coli

microbial count /
MHUKPOOPraHU3MOB
b) Total combined

yeasts and mould count

IJIECHEBBIX IpUbOB

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 / 1.9 more than 15.0/
OmHOPOLHOCTh ITokasaresb npuemieMocty (AV) nomnxex
JIO3UPOBaHMS. 6bITh He Oonee 15,0
- Touprofen /ubynpocden
Acceptance value (AV) should be not
1.9 more than 15.0/
- Paracetamol/ [Tokazatens npuemneMocTd (AV) foikeH
napaneTaMmot 6bITH He H6osee 15,0
9 [Microbial limits /
Mukpobuonoruueckas
4UCTOTA

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

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

Absent / OTcyTCcTBYET

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
Ir

Remarks: The Product conforms to ND/
Ilpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion: APPROVED
3aknouenue: OJJOBPEHO

Prepared

bylloarororneno: Naresh

i

e

Kumar

Checked by /
[IpoeepeHo: Pardeep Kumar

ke

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

enb : Manoj Kumar p

Reprint Date: 29.03.2023

Jara:

Reprint Date: 29.03.2023
Hara:

Reprint Date: 29.03.2023
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUO®UKAT AHAJIM3A

Page S of 5/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkaun®, Ta61eTKH, TOKPLIThIE MIIEHOYHOl 060/1049K0H, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2300358 Batch Quantity / O6bem naptuu : 760.2 KG
Analytical Report No./ AnanuTH4ecKmii oryer Ne : Date of Analysis / laTa ananu3a: 29.03.2023
040001796664
Date of Manufacture / lata npon3sogcrsa : Feb-2023 |Date of Expiry / Cpok roanocru : Jan-2028
Analysis performed according ND / Ananns nposexes no HJL: TTNO| 1252/01-300522
10 |Assay/ 3600 to 4400 mg of CuiHisO;
KonuuecTBeHHOE 395.5 mg/395.5 mr (Tbuprofen) per tablet /
omnpezeneHue Ot 360,0 mMr po 440,0 mr Ci3His0;
(ubynpoden) B TabneTke
2925 to 3575 mg of CsHoNO;
325.25 mg/ 325.25 mr (Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO;
(mapaueramon) B TabneTke
11 | Package / YiakoBka 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 |in a carton. / ITo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6aucrep. Tlo 1, 2 unn 20 6auctepos B
OnucTepy B Tauky KapTOHHYKO |Madky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLUEH UHCTPYKLHEH 10 IPUMEHEHHUIO.
IO IPUMEHEHHIO.
12 | Labeling / MapkupoBka| According to ND. / B coorBercTun ¢ HJIL.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHnenue I1pu Temneparype He Bblle 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TOJAHOCTH

Remarks: The Product conforms to ND/
IIpumeuanue: [1poayKT cCOOTBETCTBYET TpeOOBAHUAM HIT

Opinion: APPROVED
3axmouenne: OJOBPEHO

Prepared
bylToarotosneno: Naresh
Kumar

b

Checked by /
IIposepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6pero:Menemxep/PykoBoauT

enb : Manoj Kumar M
L

Reprint Date: 29.03.2023
Iara:

Reprint Date: 29.03.2023
Jara:

Reprint Date: 29.03.2023
Jara:
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