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Formulation Unit-6

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

CEPTUOUKAT AHAJIM3A

Page1of 5/ Ctp. 1 m35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykanH®, TabeTKH, NOKPbITHIE NIeHOYHOH 060104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300463

Batch Quantity / O6bem napruu : 749.95 KG

040001798127

Amalytical Report No /- AHaquTH4yecknii-oTyeT Ne :

Date of Analysis / lata ananu3za: 30.03:2023

Date of Manufacture / lata mpou3sojcTsa : Mar-2023

Date of E

xpiry / Cpok rogHocTH : Feb-2028

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

No Test / [Toxa3zaTeanb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KarcyjoBUAHONW (hOpMBbI, TNOKPBITHIE
TUIEHOYHOH 060JI04YKON OpaHXKEBOTo
[[BEeTa, C PUCKOH Ha OIHOM CTOPOHE;
Ha TIOTIEPEeYHOM paspe3e — SAApo
Oeroro yBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkd  KarcyloBUOHOH  (opwmbl,
MOKPBITbIE  TIJIEHOYHOM 060104KOH
OpaHXXeBOro IBeTa, C PUCKOHM Ha OIHOH
CTOpOHE; Ha TONEPEYHOM paspese — fApo
©€eJI0ro Mk MouTH Oenoro nBeTa.

Remarks: The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHUaM HJI

Opinion: APPROVED
3aximouenune: OJJOBPEHO

Prepared
bylToarorosaeHo: Kushal

Kumar @_/'—"D/‘

Checked by /
[TporepeHo; Ankaj Verma

/

Approved by: Manager/Executive
/OnobpeHo:Menemkep/PykoBoant
enb : Ajay Sharma

Reprint Date: 30.03.2023
Hara:

Reprint Date: 30.03.2023
Jara:

Reprint Date: 30.03.2023
Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories (td.
Formulation Unit-6

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

CEPTUOHKAT AHAJIU3A

Page2of 5/ Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxauu®, Tab/1eTKH, NOKPBIThIE IIEHOYHOH 000104K0#, 400 mr + 325 mMr

Batch No / Cepusi Ne : V2300463

Batch Quantity / O0bem naprus : 749.95 KG

040001798127

Analytical Report-No / AHanuTn4yecknit oryer Ne :

Date of Analysis/ /laTa ananusa: 30.03.2023

Date of Manufacture / lata npou3Boacrsa : Mar-2023

Date of Expiry / Cpok rogHoctH : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no HJI: I N011252/01-300522

2 Identification /
IloaTHHHOCTH

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 ynep)KMBaHUS OCHOBHBIX HHKOB
Ha XpoMarorpaMmme HCIIBITYEMOT O
pacTBOpa  HOJDKHBI ~ COOTBETCTBOBATh
BpeMEHaM  yJEpXMBaHUS TMHMKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHIApTHBIX
obpasiioB ubynpodeHa U Napaueramosna
(paznen «KonuyectseHHOE
onpeaeseHue»)

Cpennss Macca
TabaeTok

3 |Average tablets weight

969.4 mg / 969.4 mr

940.9 mg to
(970.0 mg +3%) /

Or 9409 wMr go
(970,0 Mr + 3 %)

999.1 mg

999,1 M

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTByeT TpeboanuaM HJL

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared
bylloarorosneno: Kushal
Kumar

o

Checked by /
ITpoBepeHo: Ankaj Verma

/

./‘

Approved by: Manager/Executive
/OnobpeHo:Menepmzkep/PykoBoaur
enb : Ajay Sharma

#

Reprint Date: 30.03.2023
Jara:

Reprint Date: 30.03.2023
Jlara:

Reprint Date: 30.03.2023
Hara:
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuflation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIM3A

Page3 of 5/ Crtp.3m35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, TabeTKu, NOKPHITHIE IIEHOYHOI 000/104K0i, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300463

Batch Quantity / O6bem naptuu : 749.95 KG

040001798127

Analytical Report No / AnanuTuyeckuii ordyer Ne :

Date of Analysis / laTa anaau3za: 30.03.2023

Date of Manufacture / /laTa npounsBoacrsa : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no H/I: I1 N011252/01-300522

4 |Disintegration /
PacnagaemocTb

09 min /Mu / 12 MuH

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBopenne

96 % to 100 %

100 % to 103 %

Not less than 70% (Q) Ci3HisO»
(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) CsHyoNO;
(napaneramon) uepe3 30 MuUH

6 |Related substances /

PoacTeeHHbIE TpUMeCH
Method 1/ Metox 1

Method 2 / MeTox 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoN (MpUMeCh Mapaieramorna)
- not more than 0.005% /

He 6oiee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jhiobas enuHHYHAs
pUMEChH (ubynpodeHa 170)0%1
napaiietamona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Merog 1 + Merton 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/

Ipumevanne: [puaykr covrserersyer tpebusaduim HJL

Opinion: APPROVED
3arynoucnue: OJJOBPEHO

Prepared
bylloaroroeneno: Kushal

Kumar @

Checked by /
[TpoepeHo: Ankaj Verma

f—

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

enb : Ajay Sharma @/

Reprint Date: 30.03.2023
Jara: Jara:

Reprint Date: 30.03.2023

Reprint Date: 30.03.2023
Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s Q:'."

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTH®UKAT AHAJIM3A

Page4of 5/ Crp.4u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNo6ykanu®; TabeTKH, NOKPbIThIE ILIEHOYHOIT 060/104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300463

Batch Quantity / O6bem naptuu : 749.95 KG

040001798127

Analytical Report-No / AnanuTuyeckmii-oruer Ne :

Date of Analysis / JaTa ananu3a:30.03.2023

Date of Manufacture / lata npou3Boacrsa : Mar-2023

Date of Expiry / Cpok roguoctH : Feb-2028

Analysis performed according ND / Anasu3 nposeaen mo HJI: [T N011252/01-300522

a) Total aerobic
microbial count /
O611ee yucno
a3poOHBIX
MHKPOOPTaHHU3MOB

b) Total combined
yeasts and mould count
/ Obuiee uucio
JIPOMNOKEBBIX U
NJIECHEBBIX TpHOOB

c) E. coli

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

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

Absent / OTcyTcTBYET

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 / 1.4 more than 15.0/
OnRHOPOAHOCTh IMTokasatens npuemineMocTd (AV) 1omkeH
JI03UpPOBaHHUs 6b1Th He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.9 more than 15.0 /
- Paracetamol/ [Tokazarens npuemuemoct (AV) HomkeH
napaleTamoll OBITE He 6oiee 15,0
9 |Microbial limits /
Mukpobronoruueckas
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 / OtcyTrcTBHe B
Ir

Remarks: The Product conforms to ND/
IIpumeuanne: IlpoaykT coorBeTcTBYET TpeboBaHusaM HJL

Opinion: APPROVED
Suruwuenue: OJJOBPEHO

Prepared
bylToarotosneno: Kushal

Kumar @";L)/

Checked by /
[Iposepeno: Ankaj Verma

A~

Approved by: Manager/Executive
/O nobpeno:Menepxep/Pykosoaut
enb : Ajay Sharma

Reprint Date: 30.03.2023
JlaTa:

Reprint Date: 30.03.2023
Harta:

Reprint Date: 30.03.2023
JHara:

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-5

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

CEPTUOUKAT AHAJIN3A

PageSof 5/ Ctp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyxkauH®, Tab1eTKH, NOKPHITHIE MJIEHOUYHOH 0001049K0i, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2300463

Batch Quantity / Q6bem naprunm : 749.95 KG

040001798127

Analytical Report No / AnanuTu4yecknii oryer Ne':

Date of Analysis / laTa ananusa:30.03.2023

Date of Manufacture / /lata npou3BoacTsa : Mar-2023

Date of Expiry / Cpok roguocts : Feb-2028

Analysis performed according ND / Anann3 nposeaen mo HJI: [T N011252/01-300522

10 |Assay/
KonuuectBeHHOE
onpezeseHne

392.1 mg/392.1 mr

330.09 mg/ 330.09 mr

360.0 to 440.0 mg
(Tbuprofen) per tablet /
Or 360,0 mr mo 440,0 mr C;3H;30,
(ubynpoden) B Tabnetke

2925 to 3575 mg of CsHoNO;
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CgHoNO,
(mapareraMod) B TabseTke

of Ci3Hi50,2

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6muctep. 1o 1
Onucrepy B TMauyky KapTOHHYIO
BMECTE C MUHCTPYKIUEH

10 IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
onucrep. Ilo 1, 2 wiu 20 6nuctepoB B
nayky KapTOHHYIO BMECTE c
MHCTPYKLHUEN IO IPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B coorsetctsuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpoxk 5 years /5 ner
TOAHOCTH

Remarks: The Product conforms to ND/
HMpumeuanne: Tpoayki courserersyer 1pe6osanusm HIT

Opinion: APPROVED
Jaxmouenne: OJJOLIPEHO

Prepared
bylloarorosneno: Kushal

Kumar
\wl

Checked by /
ITposepeHo: Ankaj Verma

/

Approved by: Manager/Executive
/Ono6peHo:MeHemxep/PykoBoauT

enb : Ajay Sharma (&/

Reprint Date: 30.03.2023
JlaTa:

Reprint Date: 30.03.2023
JlaTa:

Reprint Date: 30.03.2023
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
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