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CEPTHDOUKAT AHAJIM3A

Page 1 of 5/ Ctp. 1 u3 5

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

NoykaAuH®, TabJ1eTKH, NOKPbIThIE MIEHOYHOMH 000a049K0M, 400 Mr + 325 mr

nalysis / lata asanu3a: 09.03.2023

Batch No / Cepust Ne : V2300347 Batch Quantity / O6bem naptun : 776.0 KG
Analytical Report No / Anannryuuyeckuii oryet No ; Date of A
040001783480

Date of Manufacture / laTta npoussoactsa : Feb-2023 |Date of E

xpiry / Cpok rogHoctu : Jan-2028

Analysis performed according ND / Anann3 nposeaen mo H/I: IT1 N011252/01-300522

Ne  [Test / Iloka3aTesb Results/ Pe3yabTaThl

|Specification / Hopma

1 |Description/ Onncanne |Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KaIrcyJjaoBHAHONW (OPMBI, MOKPHITHIE
TMJIEHOUHOH 000N0YKOIl OpaHKEBOTO
UBETA, C PUCKOH Ha OJHOW CTOpOHE;
Ha [OMNepeYyHoM paspe3e — sJApo
Henoro uBeTa.

|Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetku  KarncyloBHAHOI dhopmbl,
MOKPBITHIE TUIEHOYHOH obonoukoil
OpaHXEBOrO LiBETa, C PUCKOH Ha omHOMH
CTOpPOHE; Ha MONEpPEeYHOM paszpese — sapo
6enoro unu noytu Genoro uBeTa.

Remarks: The Product conforms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusiM HJT
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Page2 of S/ Crp.2 u3 5

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

HNOoykauH®, Tab1eTKH, NOKPbITHIE NJIEHOYHOI 000/1049K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300347 Batch Quantity / O6bem napruu : 776.0 KG
Analytical Report No / AHannTuuecknii oryer Ne : Date of Analysis / lata ananu3za: 09.03.2023
040001783480
Date of Manufacture / Jlata npon3Boactea : Feb-2023 |Date of Expiry / Cpox roanocrs : Jan-2028
Analysis performed according ND / Ananu3s nposenen mo HJI: I1 N011252/01-300522

2 Identification /
ITonnnHHOCTD

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 ynepkuBaHUsi OCHOBHBIX MTHKOB
Ha XpomaTorpaMme UCTIBITYEMOrO
pacTBOpa  JOMXKHBI ~ COOTBETCTBOBATh
BPEMEHAM  YZAEPXKUBAHHA TMHUKOB  Ha
XpoMarorpaMme pacTBopa CTaHIAPTHBIX
obpa3uos nbynpodeHa u mnapaueramosa
(paznen «KonnuecTseHHOe
OMPENIETIEHHEY)

Complies as prescribed/
CooTBeTcTBYET

3 |Average tablets weight 971.8 mg/971.8 mMr 940.9 mg to 999.1 mg
Cpenusis macca (970.0 mg = 3%) /
TabneTok OT  940,9 MI 70 999,1 MT

(970,0 Mr+ 3 %)

Opinion: APPROVED
3akmouyenue: OJIOBPEHO

Remarks: The Product conforms to ND/
Ilpumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBaHuaM HJJ

Prepared
bylloarotoeneno: Kushal

Kumar @’_’

Checked by /
[IpoBepeHo: Naresh Kumar

(v

—

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

enb : Kusum Lata o ;E o~

Reprint Date: 09.03.2023
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page3 of 5/ Crp.3 u3 5

P roduct: Ibuclin, film-coated tablets, 400 mg + 325 mg
_I/Lﬁylc.ﬂlm@, TabJ/1€TKH, MOKPHITHIE IJIEHOYHOIT 060104K0i, 400 mr + 325 mr

B atch No / Cepust Ne : V2300347

Batch Quantity / O6bem naprum : 776.0 KG

040001783480

Analytical Report No / Ananuruveckmii oruer No :

Date of Analysis / lata anaiu3a: 09.03.2023

D ate of Manufacture / laTa npousBoactsa : Feb-2023

Date of Expiry / Cpok roguocty : Jan-2028

Amalysis performed according ND / Ananu3 npoeeaen no HJI: I1 N011252/01-300522

4 |Disintegration /
Pacnanaemocth

07 min /07 mn

Not more than 30 minutes /
He 6onee 30 mun

3 |Dissolution /
Pacreopenne

98 % to 102 %

99 % to 101 %

Not less than 70% (Q) Ci;3HizO02
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisOs
(ubynpoden) yepes 30 muH

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napaueramon) uepe3 30 MIH

6 |Related substances /
PoncTBeHHbIe nprMecH
Method 1/ Meton 1

Method 2 / MeTog 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (MpUMeECh NapaleraMmona)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliwobas  ennHU4Has
npuMech (udynpodena unn
napauneramona) - not more than 0.3% /

He bonee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Meton 1 + Metog 2) -
not more than 0.7% / e 6onee 0,7 %

Remarks: The Product conforms to ND/
Ilpumeuanne: [TpoaykT cooTBeTcTBYET Tpeboranusm HJ|

Opinion: APPROVED
3axumouenue: OJIOBPEHO

Prepared
bylloarorosneno: Kushal

- =\
Kumar @,‘.__-

Checked by /
[Iposepeno: Naresh Kumar

&

Approved by: Manager/Executive
/Onobpeno:MeHemxep/PykoBoaut

enb : Kusum Lata -
RN
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 4 of S/ Ctp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TableTkH, NOKPbITHIE MIEHO4YHOil 060104K0#, 400 mr + 325 mr

Batch No / Cepnsi Ne : V2300347

Batch Quantity / Oobem naptuu : 776.0 KG

040001783480

Analytical Report No / AHasuTu4yeckuii oryer No :

Date of Analysis / laTa anaausa: 09.03.2023

Date of Manufacture / /lata npouszsoactsa : Feb-2023

Date of Expiry / Cpok rogsoctu : Jan-2028

Analysis performed according ND / Anaau3 nposegen o HJI: 1 N011252/01-300522

7 |Water/ Boga 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.2 more than 15.0/
OaHOPOAHOCTH [ToxazaTens npuemiemoctd (AV) noymkeH
JIO31pOBaHHUs 6bITb HE Oonee 15,0
- Ibuprofen /ubynpogen
Acceptance value (AV) should be not
1.6 more than 15.0/
- Paracetamol/ [Tokazarens npuemneMoct (AV) nomkex
rapaieTaMol ObiTh He Sonee 15,0
9 |Microbial limits /
Mukpobuonoruyeckas
YHCTOTA
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r
Ob6uiee yucno
a’pOOHBIX
MHKPOOPIaHU3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ Obuiee vuco
JPOMXOKEBBIX U
TJIECHEBBIX TPUOOB
c) E. coli Absent / OTcyTCTBYET Shall be absent in 1g / OTcyTcTBHE B

ir

Remarks: The Product conforms to ND/
I pumeuyanue: IIpoaykr cooTBeTcTBYET TpebopaHusm HJ{

Opinion: APPROVED
3axmoyenune: OJOBPEHO

Prepared
bylloarorosneno: Kushal
Kumar

&—

Checked by /
[IposepeHo: Naresh Kumar

&

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

enb : Kusum Lata @?y
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJINU3A

Page S of 5/ Crp.5 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoyxaua®, Tab1eTKH, NOKPbIThIE NJIEHOYHOH 000/104K0i, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2300347 Batch Quantity / O0pem maptuu : 776.0 KG
Analytical Report No / Anasuruuyeckuii oruyer Ne : Date of Analysis / lata anaau3a: 09.03.2023
040001783480
Date of Manufacture / laTta npoussoacrsa : Feb-2023 |Date of Expiry / Cpox rogHocts : Jan-2028
Analysis performed according ND / Ananu3 nposegen no HJI: I1 N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3HiOs
Konnuecreennoe 396.2 mg/396.2 mr (Tbuprofen) per tablet /
orpeneseHue Ot 360,0 mr no 440,0 mr C;3H;s0
(ubynpoden) B Tabnetke
2925 to 3575 mg of CsHoNO»
318.73 mg/318.73 mr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO»
(napaueramon) B TabyeTke
11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |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. / [To 10 Tabnerok B [IBX/Al
tabsnerok B [IBX/Al 6nuctep. [To 1 |6aucrep. [To 1, 2 umu 20 6aucrepor B
OnucTepy B TA4Ky KapTOHHYIO |Mayky KapTOHHYO BMECTe ¢
BMECTE ¢ HHCTPYKIIHUE WHCTPYKIHUEH 1O IPUMEHEHUIO.
110 IPUMEHEHUIO. |
12 | Labeling / Mapkuposka| According to ND. / B coorBerctBiu ¢ HI.
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue [Tpu Temnepatype He Boilue 25 °C.
14 | Shelf life / Cpok S years / 5 net
TOAHOCTH

Remarks: The Product conforms to ND/
Ipumeuanne: [IpoaykTt coorBeTcTBYET TpeboBanusam HJT

Opinion: APPROVED
3akmwuenue: OJJOBPEHO

Prepared
bylloarorosneno: Kushal

Kumar @
{ oy L ——

Checked by /
[TpoBepeHo: Naresh Kumar

b

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

enb : Kusum Lata .
N\
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