Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page 1 of 5/Ctp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®; TabaeTKH, NOKPLITHIE JIEHOYHOH 060J1049K0i1, 400 Mr + 325 mr

Batch No / Cepust No : V2300312

Batch Quantity / O6nem nmapthn : 727.5 KG

040001786466

Analytical Report No / Ananuru4ecknii oruer Ne :

Date of Analysis/-Jlara anann3a: 13.03.2023

Date of Manufacture / /lata npon3poacTea : Feb-2023

Date of Expiry / Cpok rogaoctn : Jan-2028

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

Ne Test / Iloka3zarean

Results/ Pe3yJbTaThI

Specification / Hopma

1 [Description/ Onucauue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTin
KancyJoBUAHOW (OPMBI, MOKPHITbIE
MJIEHOYHOH 000JI0UKOI OpaHIKEBOTo
BETa, C PHCKO} Ha ONHOH CTOpOHE;
Ha TIONIEPEYHOM pazpese — sIpo
6enoro ygeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KancynoBHJHOH dhopmbl,
MOKPBITHIE TUJIEHOYHOH obosoukoit
OpaHXeBOTO I1IBETa, ¢ PUCKOI Ha OnHOM
CTOPOHE; Ha MOMEPEYHOM paspese — AApo
©enoro WK novtTH 6es0ro UBeTA.

Remarks: The Product conforms to ND/
Ilpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJJ

Opinion: APPROVED
3akmouenue: OJIOBPEHO

Prepared
bylloarotosaeno: Shivani

Devi AT

Checked by /
[Iposepeno: Ramakant

et

Approved by: Manager/Executive
/Onobpeno:Menenxep/Pykooaut

enb : Ajay Sharma :m

Reprint Date: 13.03.2023
Jara:

Reprint Date: 13.03.2023
Jara:

Reprint Date: 13.03.2023
JHara:

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page2 of S/ Crp.2 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Woykaun®, TaGiieTKHd, NOKPBITHIE IJIEHOYHOI 0060/104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300312

Batch Quantity / O6bem naptun : 727.5 KG

1040001786466

Analytical Report- No / AHanuTu4YeckHH-oTyer N :

Date of Analysis / JaTa ananan3za:-13.03.2023

Date of Manufacture / Iata npousBojcrsa : Feb-2023

Date of Expiry / Cpok rogaoctu : Jan-2028

Analysis performed according ND / Auasu3s nposegen mo HJI: TI N011252/01-300522

2 Identification /
I[MogmMHHOCTE

Complies as prescribed/
CooTseTcTBYET

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>KUBaHHS! OCHOBHBIX MHKOB
Ha XpoMmarorpamme HCITBITYEMOTO
pacTBopa  HOJDKHBI  COOTBETCTBOBAaTb
BpeMeHaM  YJAep)XHBaHUS [HKOB Ha
XpoMarorpaMme DacTBODa CTaHJAPTHBIX
obpasiop ubynpodeHa M mnapaieraMmona

Cpeansis macca
TabeToK

(pazmen «KonuuectseHHOE
OIpeNeNeHUC»)
3 |Average tablets weight 972.7mg/972.7 mr 940.9 mg to 999.1 mg

(970.0 mg + 3%) /
Or 940,9 wmMr go
(970,0 Mr = 3 %)

999,1 MT

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBercTByeT TpeboBanusm HJI

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Preparcd
bylloarotosnexo: Shivani

Devi
A

Checked by /
[TpoBepeHo: Ramakant

e

Approvod by: Managor/Exocutive
/Ono6peno:Menemxep/PykoBoauTt
enb : Ajay Sharma

Reprint Date: 13.03.2023
Hara:

Reprint Date: 13.03.2023
Jarta:

Reprint Date: 13.03.2023
Jara:
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIA3A

Page 3 of 5/Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
|AGyxknnn®, Ta61eTKH, NOKpPBIThIE MJeH04HOoi 060,104Ko0il, 400 Mr + 325 mr

|Batch No / Cepust Ne : V2300312

Batch Quantity / O6bem naptun : 727.5 KG

1040001786466

Analytical Report No / AHanurndecknii order Ne=: Date of Analysis / Jlata ananu3za: 13.03.2023 -

Date of Manufacture / Jlata npoussoacrsa : Feb-2023 |Date of Expiry / Cpok rogsocru : Jan-2028

Ahalysis performed according ND / Anaans nposenes mo HJ/I: 11 N011252/01-300522

Pacnagaemocth

4 |Disintegration / 06 min /06 mu Not more than 30 minutes /

He 60omnee 30 muu

3 |Dissolution /
PacrBopenue

Not less than 70% (Q) Ci3sHis0,

94 % t0 99 % (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CuiHisOq
(ubynpoden) uepes 30 MUH
Not less than 70% (Q) CsHoNO;

98 % to 101 % (Paracetamol) dissolved in 30 minutes /

He wmenee 70 % (Q) CsHoNO»
(napaueramon) gyepes 30 MuH

6 |Related substances /
PoacteeHHble npuMecu
Method 1/ Meton, 1

Method 2 / Meton 2

[4-aminophenol (paracetamol impurity) /
0.0001 % 4-amuHodeHoN (pUMECh MapalEeTamora)
- not more than 0.005% /

He G6onee 0,005 %

0.04% Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas enuHMYHadA
NPUMECH (ubynpodena Wau

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

Total impurities (Method 1+ Method 2) /
0.04% Cymma mpumeceii (Meton 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBauusim HJI 3akmoyenne: OLOBPEHO
Prepared Checked by / Approved by: Manager/Execulive
bylToarotoeneno: Shivani | [Ipoepeno: Ramakant /Onobpeno:Menemixep/PykoBoaur
Devi enb : Ajay Sharma

AT dui!
Reprint Date: 13.03.2023 Reprint Date: 13.03.2023 Reprint Date: 13.03.2023
Hara: Hara: Hara:

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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Dr.Reddy’s Q':'

Dr. Reddy's Laboratories Ltd.
Formuilation 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
CEPTH®UKAT AHAJIU3A

Page 4 of 5/ Ctp. 4 u3 5

I’l‘dduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
I/IﬁzKﬂl/lH®, TabJ1eTKH, MOKPLITHIE MJIeHOYHOI 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300312

Batch Quantity / O6bem naprum : 727.5 KG

040001786466

Aanalytical Report No / AHaanTHYecKkHii oTdyeT Ne :

Date of Analysis/ lara anaauza: 13.03.2023

Date of Manufacture / /lata nponssoacTsa : Feb-2023

Date of Expiry / Cpok roguoctn : Jan-2028

Analysis performed according ND / Ananu3 nposeaen no HJI: [T NO1 1252/01-300522

a) Total aerobic
microbial count /
O0uiee yncio
a3poOHbIX
MUHKPOOPraHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1uee yucno
JPOXKIKEBBIX H
[JIECHEBBIX TpUbOB

¢) 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 1.6 % 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/
OJHOPOAHOCTb [TokazaTens npuemneMocty (AV) gomxeH
JIO3UPOBAHUSI OBITE He Oonee 15,0
- Ibuprofen /ubynpocden
Acceptance value (AV) should be not
1.9 more than 15.0/
- Paracetamol/ INokazatens npuemaemoctd (AV) nomkex
napaneTamon 6bITh He Honee 15,0
9 [Microbial limits /
Muikpobuonornueckas
4YUCTOTA

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 / OrcyrcTBUe B
Ir

Remarks: The Product conforms to ND/
IIpumeyanne: [IponykT cooTBeTcTBYET TpeboBanuam I1J]

Opinion: APPROVED
3amotenie: OJJOBPEHO

Prepared
bylloarororneno: Shivani

Devi /& T

Checked by /
[1poBepeno: Ramakant

%u . o

Approved by: Manager/Executive
/OnobpeHo:Menenxep/PykoBoaur

enb : Ajay Sharma @

Reprint Date: 13.03.2023
Jara:

Reprint Date: 13.03.2023
Jara:

Reprint Date: 13.03.2023
JlaTta:

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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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
CEPTUOUKAT AHAJIM3A

Page 5 of 5/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Moykauu®, TabsieTku, NOKPbIThIE MNIEeHO4HOl 0601049K0ii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2300312 Batch Quantity / O6vem naptuu : 727.5 KG
Analytical Report No / Anaautayeckunii oryer Ne : Date of Analysis / laTa ananan3a: 13.03.2023
040001786466

Date of Manufacture / lata npoussoactsa : Feb-2023 |Date of Expiry / Cpok rogHocts : Jan-2028

| Analysis performed according ND / Ananu3s nposenen mo HJI: FIN011252/01-300522

10 |Assay/
KonuvecteeHHOE 394.4 mg/394.4 mr
ornpezaeneHne

323.44 mg/ 323.44 mMr

360.0 to 440.0 mg of Ci;3His02
(Ibuprofen) per tablet /

Ot 360,0 mr mo 440,0 mr CiHisOs
(ubynpodeH) B TabseTKE

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

Or 292,5 mr go 357,5 mr CsHoNO;
(nmapaueTamon) B TabJeTKe

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnerok B [IBX/Al 6nucrep. [lo 1
onyctepy B Mauky KapTOHHYIO
BMECTE C HHCTPYKLHUEH

IO MTPUMEHEHUIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Tlo 10 1abnerox B [IBX/Al
bauncrep. [lo 1, 2 nnn 20 GaucrepoB B
nayky KapTOHHYIO BMECTE c
HHCTPYKIMEH 10 PpUMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B cootBerctBuy ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHenue I1pu Temnepatype He Boile 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
rOIHOCTH

Remarks: The Product conforms to ND/
pumeuanue: | lpoayxt coorBeTcTBYET TpeboBaHUAM H/L

Opinion: APPROVED
Jakmwuenue: OJJOLIEIIO

Prepared Checked by /
byl[Toarotoeneno: Shivani | [IposepeHo: Ramakant

Devi AT M

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

enb : Ajay Sharma @/

Reprint Date: 13.03.2023 Reprint Date: 13.03.2023
Jlara: Hara:

Reprint Date: 13.03.2023
JlaTa:
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