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Hoykaun®, Tabaerku,

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOKPBITHIE MUIeHOYHOH 000/109K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2202681

Batch Quantity / O6bem mapTuu : 1164.0kG

040001727192

Analytical Report No / AnanuTHueckui oryer Ne :

Date of Analysis / Jlara anamu3za: 06.01.2023

Date of Manufacture / Jlata npousBojctsa : Dec-2022

Date of Expiry / Cpox roanoeru : Nov-2027

Analysis performed according ND / Ana/iu3 poBe/es 1no HJI: 11 N011252/01-300522

Ne Test / IToka3aTeanb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KarcyJnoBUAHOH (OPMBI, MOKPHITHIE
IJIEHOYHOH OOOJIOUKOH OpaHXEBOro
11B€Ta, ¢ PUCKOI Ha OIIHOM CTOPOHE;
Ha TIIONEpeyHOM paspese — SAApo
fenoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancynoBuaHo#  Gopmsl,
TIOKPBITHIE TIEHOYHOMH 06ono4koH
OpaHXEBOr0 LBETa, C PUCKOH Ha ONHOM
CTOpOHE; Ha IONEepeuHoM paspese — AApo
6enoro WM Mo4TH 6esoro UBeTa.

Remarks : The Product conforms to ND/
Mpumeuanue: [poiyk1 covtseivisyel TPCOOBaHIM 111

Opinion : APPROVED
Zaxmnuenne: OJTORPEHO

Prepared by /
IMoarorosneno: Naresh

Kumar &/

Checked by /
IIpoBepeno: Pardeep Kumar

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

ens Manoj Kumar

Reprint Date: 05.01.2023
Jarta:

Reprint Date: 05.01.2023
Harta:

Reprint Date: 05.01.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29SS, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTkH, NOKPLITHIE NJICHOYHOIT 060104K0ii, 400 Mr + 325 mr

Batch No / Cepua Ne : V2202681

Batch Quantity / O6bem napruu : 1164.0kG

040001727192

Analytical Report No / AHanaTHYecKkuii oTyeT Ne :

Date of Analysis / lata anaansa: 06.01.2023

Date of Manufacture / Jlata npon3soacTsa : Dec-2022

Date of Expiry / Cpok roauoctu : Nov-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: IT NO1 1252/01-300522

2 Identification /
ITopMMHHOCTD

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 ylepXK1BaHUs OCHOBHBIX [THKOB

Ha XpomMaTtorpamme HUCIIBITYEMOT'O
pactBopa JOJDKHBI COOTBETCTBOBATDH
BpeMEHaM  YIEepXHUBaHWsd  TIHKOB Ha

XpoMaTorpaMme pacTBopa CTaHIaPTHBIX
obpasuoB ubynpodeHa M mnapaleramorna

(paznen «KonuuecTBeHHOE
OMpeAeTCHUE)
3 | Average tablets weight 975.2 mg/975.2 mMr 940.9 mg to 999.1 mg
Cpenusisi Macca (970.0 mg +3%) /
TabneTok Or 940,9 wMr jgo 9991 Mmr
(970,0 mr = 3 %)

4 |Disintegration /
PacniagaemocTh

09 min /09 MuH

Not more than 30 minutes /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr coorsercTeyeT Tpebosanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[Togrorosieno: Naresh

Kumar @;

Checked by /
ITposepeHo: Pardeep Kumar

(BL,

Approved by: Manager/Executive
/O no6peno:MeHemxep/PykoBOAUT

enb Manoj Kumar
A

Reprint Date: 05.01.2023
Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yKkann®, TabIeTKH, NOKPLIThIE MIEHOYHOH obomouKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2202681

Batch Quantity / O6bem napruu : 1164.0kG

040001727192

Analytical Report No / AHanuTHdeckuii oryer No :

Date of Analysis / Jlata ananusa: 06.01.2023

Date of Manufacture / Jlata npou3soactsa : Dec-2022

Date of Expiry / Cpox roanocts : Nov-2027

Analysis performed according ND / Ana/u3 nposeaen no HA: TIN011252/01-300522

5 |Dissolution /
PactBopenne

96% to 103 %

98% to 102 %

Not less than 70% (Q) CisHisO2
(Tbuprofen) dissolved in 30 minutes /

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

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napaueramon) uepes 30 MUH

6 |Related substances /
PoncTBeHHbIE MPUMECH
Method 1/ Metog 1

Method 2 / Meropn 2

0.0001%

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoN (IpuMech MapaneTamona)
- not more than 0.005% /

He 6ouee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  enMHM4HAA
NpUMEChH (ubynpodena WK
napareramona) - not more than 0.3% /

we fanee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meron 1 + Meton 2) -
not more than 0.7% / ue Gonee 0,7 %

9 |Water/ Boaa

1.3%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoayKT COOTBETCTBYET TpeOOBAHUAM HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
[ToaroToBneHo: Naresh

Kumar
&
/

Checked by /
[Mposepeno: Pardeep Kumar

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

enb Manoj Kumar
gl

Reprint Date: 05.01.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabieTki, NOKPLITHIE IUIeHOYHO# 060104K0#, 400 mr + 325 Mr

Batch No / Cepnst Ne : V2202681 Batch Quantity / O0bem HapTHH : 1164.0kG
Analytical Report No / AHATMTHYECKH oTYeT Ne : Date of Analysis / JlaTa anaan3a: 06.01.2023
040001727192

Date of Manufacture / JIaTa 0poH3BOACTBA * Dec-2022 |Date of Expiry / Cpor roaHocTs : Nov-2027

Analysis performed according ND / Anajius npoBeieH 1o HI: 1 N011252/01-300522

10 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.2 more than 15.0 /
OJHOPOAHOCTD TTokazarenb npuemMIeMocT (AV) NOMKEH
JIO3UPOBAHHUS 6bITh He Oonee 15,0
- Tbuprofen /ubynpopeH
1.6 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ TlokasaTens npuemMieMocTu (AV) H0mKeH
napateramoll 6b1Th He Gonee 15,0
11 |Microbial limits /
MukpoOuonoruieckas
YUCTOTA
a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r He 6osee 1000 KOE/r
O611iee YUCIio
a3poOHBIX
MHUKpOOPTaHH3MOB
b) Total camhined Less than 5 CFU/g/ Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/r He Sonee 100 KOL/T
/ O61ee ynucIo
JPONOKEBBIX H
TJIECHEBHIX IPHOOB
¢) E. coli Absent in 1g/ OTcyTcTBYET B 1T Shall be absent in 1g / OTCyTCTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeyanue: [TPOJyKT COOTBETCTBYET tpeboBanuam HJL 3axarouenne: OJOBPEHO |
Prepared by / Checked by / Approved by: Manager/Executive
[ToaroTosneHo: Naresh [Tposepeno: Pardeep Kumar /Ono6peno:Menemkep/PyKoBOIUT
Kumar : enb Manoj Kumar - |
(i, = bt
< :
Reprint Date: 05.01.2023 Reprint Date: 05.01.2023 Reprint Date: 05.01.2023
Jara: Hara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drieddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘.

Dr.Reddy’s “:'.

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

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

CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02

CEPTHO®UKAT AHAJIN3A www.drreddyi,.

aﬁ%@s of 5/Ctp.5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkiann®, TabIeTKH, NOKPhIThLIE n1eHo4HOH o6omoukoii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2202681

Batch Quantity / O0sem mapTun : 1164.0kG

040001727192

Analytical Report No / ABaIMTHYeCKHi 0TYET No :

Date of Analysis / laTa anaausa: 06.01.2023

Date of Manufacture / Jlata npousBojcrsa : Dec-2022

Date of Expiry / Cpox roamocts : Nov-2027

| Analysis performed according ND / Anasns nposeaen no HJI: T1N011252/01-300522

12 |Assay/
KonnyecTBeHHOE
onpeneaeHue

399.6 mg/ 399.6 Mmr

331.91 mg/331.91 mr

360.0 to 440.0 mg of CiHisO:
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr CisHisO2
(ubynpoden) B TabJeTKe

2925 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHoNO,
(napaueramon) B TabneTke

13 | Package / YnaxoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrep. ITo 1
OnucTepy B NA4YKy KapTOHHYIO
BMECTe C  MHCTpyKUueH 1o
NPHMEHEHHIO.

10 tablets in PVC/AIl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / IJo 10 TaGnerok B ITBX/Al
Gmuctep. Tlo 1, 2 wnm 20 Gnucrepos B
navky KapTOHHYIO BMECTE c
MHCTPYKIMEH 1O MPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B coorsercteuy ¢ HJL.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [1pu Temneparype He souue 25 °C.
16 | Shelflife / Cpok 5 years / 5 5er
LULHE T

Remarks : The Product conforms to ND/
Hpumetanne: [TpoayKT cOOTBETCTRYET TPEHORAHHAM HI

Opinion : APPROVED
3Zakmoyenne: OJJOBPEHO

Prepared by /
IMoarotosneHo: Naresh

Kumar @

-

Checked by /
I[Tposepeno: Pardeep Kumar

A

Approved by: Manager/Executive
/O n06peHo:MeHemxep/PyKkoBoauT

enb Manoj Kumar 2 W[
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