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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykarn®, TabjeTKn, MOKPLITLIE NIeH0IHOi 060./104K0i, 400 mr + 325 mr

Batch No / Cepna Ne : V2300332

Bateh Qu

antity / O6bem maprun : 776.00 KG

040001778922

Analytical Report No / AHanuTHueckuii oryer Ne :

Date of Analysis / lata ananusa: 04.03.2023

Date of Manufacture / Java nponssoictea : Feb-2023

Date of E

xpiry/ Cpox rogsocts : Jan-2028

Analysis performed according ND / Ananu3 nposeien no HJI: T1 N011252/01-300522

Ne Test / loka3zaTenn

Results/ PezynbTaThl

Specification / Hopma

1 |Descriptiory Onucasue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerku
KATICYJNOBHIHOM (OpPMBbL, IOKPBITHIE
TUIEHOYHOIT 000J104KOH OpaHKEBOro
[[BCTA, C PUCKOA HA OJHOHM CTOPOHE;
Ha mnonepeyHoM pazpese — AApPO
6enoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancyJlOBUAHOH bopmsl,
TIOKPBITHIE NIEHOUHOH 060n104KoH
OpaHXEBOTO UBET, C PUCKOH Ha 0JIHOH
CTOPOHE; Ha MOMEPEUHOM paspese — sIApo
6enoro M MoYTH 6e10ro LBeTa.

Remarks: The Pioduct conforms to ND/
Ipumeuanne: [TponykT cooTseTcTBYET Tpebosanuam HJI

Opinion: APPROVED
3axusrouenue: OJIOBPEHO

Prepared
hyTTaaramoriaeHn: Naresh

Kumar 4/,
‘4

-

Checked by /
Mporepero: Santosh Kumar

s

Approved by: Manager/Executive
/O po6peno:Menemxep/PykoBoauT

ens : Manoj Kumar /
s
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Jara:

Reprint Date: 04.03.2023
Hara:
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Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykanH®, Tab1eTKH, NOKPhIThIe IIeHOYHOH 060,1049K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300332

Batch Quantity / O6bem naptuit : 776.00 KG

040001778922

Analytical Report No / AHanuTuyeckuii oruer Ne :

Date of Analysis / laTa anaaun3a: (14.03.2023

Date of Manufacture / lata npoussoacrsa : Feh-2023

Date of Expiry / Cpox rogsoctn : Jan-2028

Analysis performed according ND / Auanns nposenen mo H: JIN011252/01-300522

2 Identification /
[ToaNHHHOCTE

Complies as prescribed/
CoOoTBETCTBYET

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) /

Bpemena yaepikuBaHusg OCHOBHBIX MHKOB

Ha XpoMarorpaMme RCHOBITYEMOIO
pacTeopa JOAHEBL COOTBETCTBORBATh
BpEMEHaM YAEPKHBAHUA IITHKOB Ha

XpPOMATOrpaMMe  pacTBopa CTaHAapPTHLIX
oopazuos ubynpodena H napaueramona

CpenHsia macca
Tabnerox

(pa3pen «KonuuectrenHoe
OpEnENeHHEY)
3 |Average tablets weight 975.0 mg/975.0 mr 940.9 mg to 999.1 mg

(970.0 mg = 3%) /
Or 940,9 ML  J0
(970,0 Mr+ 3 %)

999,1 MT

Remarks: The Product conforms to ND/
ITpumeuanne: Ilpoayxt coorBeTcTBYET Tpeboranusm HJL

Opinion: APPROVED
3axmouenue: ONOBPEHO

Prepared
byIlogrororneno: Naresh
Kumar

B_-—

-

Checked by / .
[IpoeepeHo: Santosh Kumar

G

Approved by: Manager/Executive
/O no6peno:Menemxep/PykoBoauT

e, : Manoj Kumar !
sl

Reprnt Date: 04.03.2023
JaTta:

Reprint Date: 04.03.2023
Jara:

Reprint Date: 04.03.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxinna®, TabneTkn, MOKPLITLIE IUIeHOYHO# 060/1049K0it, 400 mr + 325 mr

Batch No / Cepua: Ne : V2300332

Batch Quantity / O6bem napTuy : 776.00 KG

040001778922

Analytical Report No / Ananuruveckuii oryer No ;

Date of Analysis / laTa ananansa: 04.03.2023

Date of Manufacture / JlaTa nponssogcrsa : Feb-2023

Date of Expiry / Cpox rogioetn : Jan-2028

Analysis performed according ND / Ananus nposegen mo HJL: ITN011252/01-300522

4 |Disintegration /
Pacnapaemocrb

07 min /07 mu

Not more than 30 minutes /
He 6onee 30 muy

5 |Dissolution /
PacTteopenue

99 % to 102 %

96% to 99 %

Not less than 70% (Q) C;;H 0
(Ibuprofen) dissolved in 30 minutes /

He menee 70 % (Q) C;3sH ;0
(ubynpodeH) uepes 30 mun

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenmee 70 % (Q) CsHoNO:
(napaueramon) yepes 30 MHH

6 |Related substances /

Method 1/ Meton 1

Method 2 / MeTon 2

PoncreeHHEIE npaMecH

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (IpUMeck napaleramona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eAMHHUYHAA
pruMech (ubynpodena Hnu
napaueramora) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
IIpumeuanne: [Ipoaykr cootBeTcTBYET TpeOoBanmam HJT

Opinion: APPROVED
3akmwyenue: OJOBPEHO

Prepared

bylloarororneno: Naresh

Checked by /
TIpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/OnobpeHo:Mene mxep/PykoBoaHT

Kumar ? %1 enb : Manoj Kumar _

b iy s gz,
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Dr. Raddy's Labcratories Ltd,

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Wwww.drreddys.com

CEPTUOHKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Tabnericd, NOKPLITHIE IIeHOUHOI 06004 Koii, 400 Mr +325 mr

'Batch No / Cepns Ne : V2300332

Batch Quantity/ O6wem naptin : 776.00 KG

Analytical Report No / Aranurndecknii oryer No :
040001778922

Date of Analysis / [laTa ananuza: 04.03.2023

Date of Manufacture / Jata nponzsogctea : Feb-2023

Date of Expiry / Cpox ropsocTs : Jan-2028

Analysis performed according ND / Ananns nposejien no HJI: [1N011252/01-300522

a) Total aerobic
microbial count /
OBuiee gyucno
aspoliHbIX
MHKPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Obwee uucno
JIPOXOKEBBIX K
IJIECHEBBIX IPUOOB

¢) E. coli

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

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

Absent / OTcyTCTBYeT

7 |Water/ Bopa 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.1 more than 15.0/
OnHoponHOCTE TMoxasatens npremaemocTd (AV) noken
[NO3UPOBAHUS 651Th He Gonec 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.2 more than 15.0/
- Paracetamol/ ITokasatens npueMneMocTH (AV) nomkeH
napaueTaMolr OLITH He Gonee 15,0
9 |Microbial limits /
Mukpobuosoruieckas
YHCTOTA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

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

Shall be absent in 1g / OTcyTcTBHE B
Ir

Remarks: The Product cbnforms to ND/

IpumMeuanme: ITpoaykT cooTBeTcTBYET TpeGosaHusaM HIT

Opinion: APPROVED
3aknroueune: OJJIOBPEHO

Prepared

Kumar

bylloaroToeneHo: Naresh

Checked by /
ITpoBepeno: Santosh Kumar

(o

Approved by: Manager/Executive
/Omobpeno:Menemkep/PyKoBogUT

enb : Manoj Kumar @L’gj/

JarTa:
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CERTIFICATE OF ANALYSIS

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

CEPTUOPUKAT AHAJIU3A

Page Sof 5/C1p. 5 w35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrmu®, Tabnerky, NOKPLITHIE ITeHOYHOil 060a0uK0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2300332 Batch Quantity / O6wem naptus : 776.00 KG
Analytical Report No / AHanaTHYecKHIi oT4eT No : Date of Analysis / JaTa anaan3a: 04.03.2023
040001778922
Date of Manufacture / Jlata nponssoactsa : Feb-2023 |Date of Expiry / Cpox roaHoct : Jan-2028
Analysis performed according ND / Aranus npoeegen mo HJI: T1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of CiHj0:
KonuuecTBeHHOe 394.9 mg / 394.9 Mr (Ibuprofen) per tablet/
onpeneneHne Or 360,0 mr go 440,0 mr CiHi0;
(n6ynpoden) & Tabnerke
2925 o 357.5 mg of CEHQNO_'l
319.51 mg/319.51 mr (Paracetamol) per tablet /
Or 2925 mr go 357,5 mr CsHseNO»
(napaneramorn) B TabneTke
11 | Package / YnakoBka 10 tablets in PVC/AL blister. | |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Ilo 10 [in a carton. / ITo 10 tabnetok B [IBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6nuctep. Ilo 1, 2 unu 20 6nuctepos B
6nuctepy B [auKy KapTOHHYIO |Hauky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLHUEH WHCTPYKUHUEN MO TIPHMEHEHUIO.
110 IPHMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B cootserctsuu ¢ HJI
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpy Temnepatype He Beie 25 °C.
14 | Shelflife / Cpox 5 years /5 net
[OAHOCTH

Remarks: The Product conforms to ND/
ITpumeuannue: [poaykT coorsercTByeT Tpe6opanusam HJY

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared
bylloarotosieno: Naresh
Kumar

6

Checked by /
INposepeno: Santosh Kumar
(s

Approved by: Manager/Executive
/Omo6peHo:Menemxep/PykoBoanut
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