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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxaun®, Tab1eTKH, HOKPLITHIE ILIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202698

Batch Quantity / O6bem naptum : 1164.0 kG

040001729080

Analytical Report No / Anaautnuecknii oruer Ne :

Date of Analysis / laTa ananu3a: 10.01.2023

Date of Manufacture / lata npousBoacrsa : Dec-2022

Date of Expiry / Cpok rognoctu : Nov-2027

Analysis performed according ND / Anasiu3 nposesen mo HI: [T N011252/01-300522

Ne Test / IlokazaTean

Results/ PesyabTaTthl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTkn
KaICyJOBUAHOH (OpPMBI, MOKpPBITHIE
IUIEHOYHOH 060JI0YKOH OpaHkeBOro
L[BETA, C PUCKOM Ha OAHOH CTOpOHE;
Ha T[ONEepeyHOM paspese SApO
Oenoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkd  kancynoBUIHON thopmbl,
MOKPBITHIE TJIEHOUHOMH obonoukoii
OPAaHXXEBOIro 1BETA, C PUCKON Ha OFHOMH
CTOpPOHE; Ha MONEPEeYHOM pa3pese — sapo
6esioro UK MouTH GENOro LBETA.

Remarks : The Product conforms to ND/
Ilpumeuanue: TTpoaykT cooTreTcTRYET Tpehorauusm HJT

Opinion : APPROVED
3akmwuenne: OJIOBPEHO

Prepared by /
IMogrorosneHo: Naresh

Kumar @

-

Checked by /
[Tpoepeno: Himesh Kumar

N

Approved by: Manager/Executive
/Onmobpeno:Menemxep/PykoBoauT
enb Amit Kumar

Reprint Date: 10.01.2023
Jlara:

Reprint Date: 10.01.2023
Hara:

Reprint Date: 10.01.2023
Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaua®, Ta6aeTKH, OKPBIThIE I1IeHO4YHO 060/104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202698

Batch Quantity / O6bem naprumn : 1164.0 kG

040001729080

Analytical Report No / AHagnTHUecKHH oTueT Ne :

Date of Analysis / JlaTa ananuza: 10.01.2023

Date of Manufacture / Jlata npou3BoacTsa : Dec-2022

Date of Expiry / Cpoxk roanocts : Nov-2027

Analysis performed according ND / Anasu3s nposesies no HJI: [1 N011252/01-300522

2 Identification /
ITopnuHHOCTH

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 yaepKHBaHUS OCHOBHBIX NHKOB
Ha Xpomarorpamme HCTIBITYEMOTO
pacTBopa  JOMKHBI  COOTBETCTBOBATH
BpeMeHaM  yAEp)XUMBAaHWA [HKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasuoB ubynpodeHa M napaieramosia

Cpennas macca
TabneTok

(pazzmen «KonunuecTseHHOe
OMpeIeNICHUE)
3 [Average tablets weight 973.9 mg/973.9 mr 940.9 mg to 999.1 mg

(970.0 mg £ 3%) /
Or 940,9 MI [0
(970,0 Mmr + 3 %)

999,1 Mr

4 |Disintegration /
PacnmagaeMocth

05 min /34 MuH

Not more than 30 minutes /
He Gonee 30 MuH

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoayxr coorBercTByeT Tpedosanuam HII

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosnexHo: Naresh

Kumar Q

Checked by /
I[Mposepeno: Himesh Kumar

Approved by: Manager/Execulive
/Ono6peno:Menemxep/PykoBoaur
enb Amit Kumar
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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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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

N6ykanu®, Ta6JeTKH, NOKPbITHIE I1eHOYHOM 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2202698 Batch Quantity / O6bem maptun : 1164.0 kG
Analytical Report No / AnanuTudecknii oT4yer Ne Date of Analysis / JlaTa ananau3za: 10.01.2023
040001729080

Date of Manufacture / /lata npousBojacTsa : Dec-2022 |Date of Expiry / Cpok roanocts : Nov-2027

Analysis performed according ND / Anaan3 nposeaen mo HJI: [1N011252/01-300522

5 |Dissolution /
PactBopenue 96% to 101 %

97% to 102 %

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

He wmenee 70 % (Q) CisHigOq
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(naparieramon) depes 30 MUH

6 |Related substances /
PopcTBeHHbIE MpUMECH 0.0001%
Method 1/ Meron 1

Method 2 / MeTon 2 BDL (Below disregard area 7186)

4-aminophenol (paracetamol impurity) /
4-amuHOdeHOoN (MpUMech napaueramolia)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas eanHUUHASA
puMech (ubynpodena WM
napatieramosa) - not more than 0.3% /

He Oonee 0,3 %

Total impurities (Method 1+ Method 2) /

-

0.0001% Cymma npumeceit (Meron 1 + Meton 2) -
not more than 0.7% / ne 6onee 0,7 %
9 |Water/Boga 1.2 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoxykr cootseTcTBYeT TpeGosanusam HJL 3axmogenue: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotosineHo: Naresh [posepeno: Himesh Kumar /Opo6pero:MeHexep/PykoBoauT
Kumar C( enb Amit Kumar
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkaun®, TabaeTkH, HOKPLITHIE INIEHOYHO# 060J104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2202698

Batch Quantity / O6bem naptun : 1164.0 kG

Analytical Report No / AHanmuTHYeCKH#i oTyeT Ne :
040001729080

Date of Analysis / [lata anaju3sa: 10.01.2023

Date of Manufacture / lata nponzsoacrea : Dec-2022

Date of Expiry / Cpok roanoctH : Nov-2027

Analysis performed according ND / Anaaus nposenen no HJL: TTNO1 1252/01-300522

a) Total aerobic
microbial count /
Ob6uiee yuciIo
adpoOHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and monld connt
/ Ob1ee uucio
JIPOXIKEBBIX U
TJIECHEBBIX IPUOOB

c) E. coli

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

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

Absent in 1g/ OtcyTcTBYyeT B 1

10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0 /
OnHOpPOAHOCTD [Tokasarenb npueMaeMocTd (AV) nojbkeH
JO3UpPOBaHUs ObITh He Honee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0 /
- Paracetamol/ [ToxasaTesb npuemMyeMocTH (AV) nosnkeH
napaneTamon OpiTh HE Goee 15,0
11 |Microbial limits /
Mukpobuoaoruieckas
YUCTOTA

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

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

Shall be absent in lg / OtcyrtcTBie B
Ir

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYeT TpedoBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Munager/Execulive
[Moarorosneno: Naresh [Tposepeno: Himesh Kumar /O po6peno:MeHemxep/PykosoauT
Kumar enb Amit Kumar
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Tabiaerkn, NoRphITHIE IIEHOYHOH 060/04K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2202698

Batch Quantity / O6bem naprtuu : 1164.0 kG

040001729080

Analytical Report No / AHasuTHYecknii otuet No :

Date of Analysis / Jlara ananuza: 10.01.2023

Date of Manufacture / lata npouszsoacrsa : Dec-2022

Date of Expiry / Cpok rogsoctn : Nov-2027

Analysis performed according ND / Anain3 nposegen no HI: I1 N011252/01-300522

12 |Assay/
KonuyectseHHoe
onpeneneHue

399.3 mg/399.3 mr

324.31 mg /32431 mr

3600 to 440.0 mg of C;3HiO,
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr Cj;3H;30
(ubynpoden) B TabneTre
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO»

(napaueramorn) B TabneTke

of CgHoNO,

13 | Package / Ynakoska

/ Tlo

leaflet in a carton.

10 tablets in PVC/Al blister.
blister and a patient information

tabnerok B [IBX/Al 6aucrep. Io 1
6mucTepy B MAauKy KapTOHHYIO

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnerox B [IBX/Al
6aucrep. Ilo 1, 2 unu 20 Gnucrepos B
mayuKy KApTOHHYIO BMeCTe c

BMECTE C  MHCTpYyKIHei UHCTPYKIHEH M0 MPHMEHEHIIIO.
NPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootetctBuu ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ilpu Temneparype He Bbitite 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
TOJTHOCTH

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cootBercTByeT TpeGosanusaM HIT

Opinion : APPROVED
3axkmwuyenne: OJOBPEHO

Hara:
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