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fl;r_oduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxnun®, TabaeTku, NOKPHIThIE IIEHOYHOI 000104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300634

Batch Quantity / O6bem naptuu : 761.5 KG

040001811328

Analytical Report No / AHanuTnyecknii oryer Ne :

Date of Analysis / laTta anaausa: 18.04.2023

Date of Manufacture / /lata npoussogersa : Mar-2023

Date of Expiry / Cpok roaunocts : Feb-2028

Analysis performed according ND / Ananu3s nposeaes no H/I: [1 N011252/01-300522

Ne |Test/Iloka3zaTenb

Results/ PesyabTaThl

|Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KancyjJoBUAHOH (GOpPMBI, MOKPBIThIE
IJIEHOUHOH 060J0UYKOH OpaHXeBOro
I1BeTa, C PUCKOH Ha OJHOM CTOpOHE;
Ha IIOMEepeYyHOM paspese AApO
Oernoro 1BeTA.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTky  KamncyjloBUAHOH  (GOpMBI,
MOKPBITHIE TUIEHOYHOH 006010uKOH
OpaHXEBOTO 1BETa, C PUCKOH Ha OLHOH
CTOpOHE; Ha NONEPEYHOM pa3spese — SApo
6e10r0 UK MOYTH Oenoro 1BeTa.

Remarks: The Product conforms to ND/
Mpumeuanue: Ipoaykr coorBercTyeT Tpebosanmam HJI

Opinion: APPROVED
3akmouenue: OJJOGPEHO

Prepared by
[ToarotosieHo:
Pravesh Rana

{2

Checked by /
[TpoepeHo: Ramakant

udrd

Approved by: Manager/Executive
/O mobpeHo:MeHemxep/PykoBoauT

enb : Amit Kumar [\ .\/""
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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




®o Dr. Reddy's Laboratories Ltd.
Dr_ Reddy’s ‘... 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

CEPTUHOHUKAT AHAJII3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykaun®, TabieTKkH, NOKPbIThIE MJIEHOYHOMH 000/104K0H, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300634 Batch Quantity / O6bem naptun : 761.5 KG
Analytical Report No / AsaiuTuueckuii oTuer Ne : Date of Analysis / JlaTta ananu3a: 18.04.2023
040001811328

Date of Manufacture / JlaTa nponssoacrsa : Mar-2023 |Date of Expiry / Cpoxk roanocts : Feb-2028

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

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[loanyHHOCTB CoOTBETCTBYET 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 yaepxnBaHUsl OCHOBHBIX MMUKOB
Ha  XpomaTorpamme UCTIBITYEMOTIO
pactBopa  JOJKHBI  COOTBETCTBOBATh
BpeMeHaM  yNepXMBaHWs IIHKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasioB uOynpodeHa M mapaneramosia

(pazmen «KonnuecTBeHHOE
ornpeeeHue»)
3 |Average tablets weight 969.5 mg/ 969.5 mr 940.9 mg to 999.1 mg
Cpennsis Macca (970.0 mg £ 3%) /
TabNieToK Ot  940,9 MI .0 999,1 MT

(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
pumeuanue: [poaykr coorsercTByeT TpeGoanusm HIT 3akmouenue: OJOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[ToaroTrosiieHo: ITpoeepeHo: Ramakant /Ono6peno:Menexep/Pykosoaut
Pravesh Rana é‘f," W enb : Amit Kumar (BF\\-/

— —
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykanu®, Ta61eTKH, NOKPhIThIE ILIEHOYHOH 060a0ukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300634

Batch Quantity / O6bem maptiiu : 761.5 KG

040001811328

Analytical Report No / AHanuTHYecKkuil ordeT No :

Date of Analysis / Jlata anaaun3a: 18.04.2023

Date of Manufacture / Jlata npousBojacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananus nposegen no HJL: I N011252/01-300522

-
4 |Disintegration /
PacnagaemMocTh

08 min /M1 / 10 sec/MUH

Not more than 30 minutes /
He 6onee 30 Mun

5 |Dissolution /
PactBOpeHue

101% to 102%

99 % to 103%

Not less than 70% (Q) CiHisO2
(Tbuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) CisHis0:
(ubynpoden) uepes 30 muu
Not less than 70% (Q) CsHyNO»

(Paracetamol) dissolved in 30 minutes /
He wmemee 70 % (Q) GCsHoNO:
(napatieramon) vepes 30 MuH

6 |Related substances /

Method 1/ Meton 1

Method 2 / Metop 2

PoacTBeHHbIE TPUMECH

0.0003 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHOdeHON (TpUMeCh Mapalneramoa)
- not more than 0.005% /

He Goutee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  exuMHUYHASA
NPUMEChH (ubympodena HJIH
naparneramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
ITpumeuanne: [Ipoaykr coorBeTcTBYeT Tpebosanuam HJL

Opinion: APPROVED
3akmwoyenue: OJJOBPEHO

Prepared by
[ToaroToBaeHO: é
Pravesh Rana ‘

Checked by /
[Tpoepeno: Ramakant

QoL

Approved by: Manager/Executive
/Opo6peno:Menemxep/PykoBoauT

enb : Amit Kumar/\ “\//
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Reprint Date: 18.04.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HGyKIE®, Tab1eTKH, IOKPbIThie NIeH0YHOMH 060.104KOii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300634

Batch Quantity / O6bem naptuu : 761.5 KG

040001811328

Analytical Report No / AHanuTHYeCKHUii oT4eT Ne :

Date of Analysis / Jlara anasnn3a: 18.04.2023

Date of Manufacture / /Iata npousBoacrsa : Mar-2023

Date of Expiry / Cpok rogsocts : Feb-2028

Analysis performed according ND / Ananns mposesen wo HJL: I1 N011252/01-300522

7 |Water / Bona 1.3% Not more than 5.0% /
i He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0/
OnHOPOHOCTD [Tokazarenb npueMneMoctH (AV) fomken
JIO3UPOBAHUS ObiTh He HGonee 15,0
- Tbuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0/
- Paracetamol/ IMoxazartens npremieMocTH (AV) n1omkeH
napaveTamoll 1.1 65ITH He Honee 15,0

Remarks: The Product conforms to ND/
Ipumeuanne: [IpoayKT COOTBETCTBYET TPEOOBAHHAM HJI

Opinion: APPROVED
3axmouenne: OJIOBPEHO

Prepared by
IToaroToBJieHO:
Pravesh Rana

(

Checked by /
[TposepeHo: Ramakant

(s

Approved by: Manager/Executive
/O mo6peno:MeHemxep/PykoBour

esb : Amit Kumar {\ SN
/

Reprint Date:18.04.2023

Jlara:

Reprint Date: 18.04.2023
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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: L85195AP1984PLC004507
www.drreddys.com




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

Dr.Reddy’s Q'!"
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Ta0aeTKH, NOKPLITHIC [LeHouHoii 060m0uKoii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300634 Batch Quantity / O0bem napium : 761.5 KG
Analytical Report No / AHaaHTHYeCKHii oTyeT Ne : Date of Analysis / JlaTta aHaau3a: 18.04.2023
040001811328
Date of Manufacture / JlaTa mpoH3BOACTEA - Mar-2023 |Date of Expiry / Cpok roaHocTH : Feb-2028
Analysis performed according ND / Anasu3 nposeaen mo HI: 1 NO1 1252/01-300522

9 |Microbial limits /

MiikpoOuonoruieckas

YUCTOTA

a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r

Ob6uiee 4uciio
a’pOOHBIX
MUKPOOPraHu3MoB

Not more than 100 CFU/g/
He 6onee 100 KOE/r

b) Total combined
yeasts and mould count
/ Obuee uucio
JPONOKEBBIX U
IECHEBBIX TPUOOB

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

c) E. coli Absent / OTcyTCTBYET Shall be absent in 1g / OTCyTCTBHE B
Ir
L
Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanne: [[POAYKT COOTBETCTBYET tpeGoBanusam HJL 3axmouenne: OJOBPEHO

Prepared by
[ToArOTOBJIEHO: -
Pravesh Rana '/ )

Checked by /
[Tposepeno: Ramakant

ot

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

enb : Amit Kumar N—
——
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykau®, TabaeTKH, MOKPLITHIE [LUIeHO4YHO#H 060J04Koiil, 400 mr + 325 mr

Batch No / Cepnsi Ne : V2300634

Batch Quantity / O6bem maptun : 761.5 KG

040001811328

Analytical Report No / AnanuTuueckuii oryer Ne :

Date of Analysis / lata anaausa: 18.04.2023

Date of Manufacture / Jlata npousBoacrea : Mar-2023

Date of Expiry / Cpok ronnocrtn : Feb-2028

Analysis performed according ND / Ananus nposeaen no HJL: T1 N011252/01-300522

10 |Assay/
KonuuecTBeHHOE
ornpeneaeHue

402.5 mg /402.5 mr

325.66 mg/ 325.66 Mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Ot 360,0 MrC 100 440,0 MI C|3H1302
(ubynpodeHn) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CsHyNO»
(napaueramoin) B TabyeTke

of Ci3HisO2

of C3H9N02

11 | Package / Ynakopka

leaflet in a carton.

BMECTE C HHCTPYKLIUEH
10 IPAMEHEHHIO.

10 tablets in PVC/Al blister.
blister and a patient information
/ Tlo 10
tabnerok B [IBX/Al 6nuctep. Ilo 1
OnucTepy B Ma4dKy KapTOHHYIO

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerok B [IBX/Al
6nucrep. Ilo 1, 2 uim 20 Gnuctepos B
TavKy KapTOHHYIO BMECTE c
HWHCTPYKUUEH 1O TPHMEHEHHIO.

12 | Labeling / MapxupoBka

According to ND. / B cootsetcTBuu ¢ HL.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu Temneparype He Bbiiue 25 °C.
14 | Shelf life / Cpok 5 years/ 5 ner
FOJHOCTH

Remarks: The Product conforms to ND/
IIpumeuanwue: [Tponykr coorsercTByeT Tpebosanmsim HJL

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by
[ToxarorosnieHo: /
Pravesh Rana /é,

Checked by /
IMposepeno: Ramakant

fud

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

el ; Amit Kumar AL \—
AN /
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