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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UOyKauH®, TabJeTKH, HOKPbIThIE NJIEHOYHOH obosouroii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300908

Batch Quantity / O6bem naptin : 727.500K g

040001840848

Analytical Report No / Ananutuueckuit otuer Ne

Date of Analysis / [lata ananu3za: 24.05.2023

Date of Manufacture / Jlata nponssozctsa : Apr-2023

Date of Expiry / Cpok ronsocTy : Mar-2028

|Analysis performed according ND / Ananus nposeses no H: T N011252/01-300522

Ne

Test / Iloka3zaTenn

Results/ Pe3yJbTaThl

| Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core./ Tabnerku
KamncyJloBUIHOM (GOPMBI, MOKPBITHIE
TUIEHOUHOU 000JI0UKOH OpaHXKEBOro
[[BeTa, ¢ PUCKON Ha OJHOHN CTOpOHE;
Ha INOIepeuHOM paspese A1po
fenoro LBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KarncyloBHAHOM bopmsl,
MOKPBITHIE TUIEHOYHOH obonouxoit
OpaHKeBOro LBETa, C PUCKOM Ha OAHON
CTOpOHE; Ha MOIMEepPevHOM paspese — AIpo
6eNI0ro Uiy oty 0esoro LBeTa.

2 Identification /
[ToanuHHOCTE

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) /

BpeMmeHa yAep)XHBaHHA OCHOBHBIX MHKOB

Ha XpoMaTrorpamMme UCHBITYEMOTO
pacTBopa  JOMKHBl  COOTBETCTBOBAThH
BpeMeHaM  yJepXWBaHMS I[HKOB Ha

XpoMmarorpamMMe pacTBOpa CTaHAAPTHBIX
o6pasioB ubynpodeHa M mnapaueramona
(paznen «KonnuecTBeHHOE
OnpeaeeHey)

Remarks: The Product conforms to ND/ Opinion: APPROVED

Mpumeuanne: [TpoaykT cooTBeTcTBYeT Tpebosanusam HI[ | 3axmouenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HOLLFOTOBneHo:W [Iposepeno: Pardeep Kumar Ono6peHo: Menemxep / PykoBQIHUTEND
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Reprint Date: Reprint Date: Reprint Date: -
Hara:24.05.2023 Jara:24.05.2023 Jlara:24.05.2023
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Product: ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Tab1eTKH, TOKPLITHIE NIeH0HOii 060.1014K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300908 Batch Quantity / O6beM napruu : 727.500K g
Analytical Report No / AranuTiueckuii otuet Ne : Date of Analysis / [lata ananuza: 24.05.2023
040001840848

Date of Manufacture / Jlata npon3soactsa : Apr-2023 Date of Expiry / Cpok roaHocTy : Mar-2028

Analysis performed according ND / Auanus nposeaes no HJI: TT NO1 1252/01-300522

3 |Average tablets weight 969.4 mg/ 969.4 mr 940.9 mg to 999.1 mg
Cpelnsis macca (970.0 mg = 3%) /
TabJIeTOK Ot 940,9 M 110 999,1 MI

(970,0 mMr + 3 %)

4 |Disintegration / 07 min 04 sec/ 07 muH 04 cex  |Not more than 30 minutes /
Pacnapaemocthb He 6onee 30 MUH

5 |Dissolution / 98 % to 101% Not less than 70% (Q) CisHiz02
PactBopenue |(Ibuprofen) dissolved in 30 minttes /

He wmenee 70 % (Q) CisHis0:
(ubynpoden) uepes 30 MuH

98% to 105% Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenmee 70 % (Q) CsHoNO»
(napaneramon) yepes 30 MUH

Remarks: The Product conforms to ND/ Opinion: APPROVED

pumeuanue: [IpoaykT cootsetcTyeT Tpebosanuam HJI | 3axmouenue: ONIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: \},\r IIposepeHo: Pardeep Kumar Ono6peno: Menemxkep / Pykosoautenb
Ramakant A\ hig = = Manoj Kumar Mane ﬂgz
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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
CEPTHO®UKAT AHAJIU3A

Page 3 of 5/ Ctp.3 u35

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

N6yKkAuH®, Ta6/1eTKH, TOKPbITbIE NIeHOUHOIl 060104K0ii, 400 Mr + 325 mr

Batch No / Cepns Ne : V2300908 Batch Quantity / O6bem maptuu : 727.500K g
Analytical Report No / Ananituueckuii otuet Ne : Date of Analysis / Jlata ananuza: 24.05.2023
040001840848

Date of Manufacture / Jlata npon3sozictsa : Apr-2023 Date of Expiry / Cpok ropsocty : Mar-2028

Analysis performed according ND / Ananmi3 nposesed no HJI: T N011252/01-300522

[ 6 [Related substances / 0.001%
PoacreeHHbIE TpAMECH
Method 1/ Meton 1

4-aminophenol (paracetamol impurity) /
4-amunodenon (npUMech NapaLeTaMmorna)
- not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 Below BDL (BDL=7138) / Huxe |Any individual impurity (of ibuprofen or
nopora peructpaiun (ITP =7138) |paracetamol) / Jhobas  ennHH4Has

MpHMECh (ubynpodeHna 1204}
napaueramoa) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /

0.001% Cymma nipumeceit (Meron 1 + Meton 2) -
not more than 0.7% / ue Gonee 0,7 %
9 |Water/Bona 1.4 % Not more than 5.0% /
He 6oiee 5,0 %
10 |Uniformity of dosage
units /
OOHOPOAHOCTD 1.5 Acceptance value (AV) should be not
JO3UPOBAHHS more than 15.0 /
- Ibuprofen /ubynpoden IMoxasaTens npuemnemoct (AV) 10/okeH
OBITE He Oonee 15,0
- Paracetamol/ 1.0 Acceptance value (AV) should be not
napaneTamorn more than 15.0 /

[Tokasarens npueMneMocTd (AV) qobKeH
ObITH He Oonee 15,0

Remarks: The Product conforms to ND/ Opinion: APPROVED

Mpumeuanne: [Ipoaykt cootBercTByeT Tpebosannsm HJI | 3axmouenue: OIOGPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
ﬂonromﬁnenow IIpoBepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoauTeib
Ramakant o — Manoj Kumar ';\éjﬁ“
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyKkani®, TabaeTKH, NOKPBLITHIC MJIEHOYHOH 060/104K0il, 400 mr + 325 Mr

Batch No / Cepust Ne : V2300908

Batch Quantity / O6bem naptiun : 727.500Kg

040001840848

Analytical Report No / Ananntuueckuii ot4et Ne :

Date of Analysis / Jlata ananusa: 24.05.2023

Date of Manufacture / Jlata nponsBogcrsa : Apr-2023

|Date of

Expiry / Cpok rogHoctH : Mar-2028

| Analysis performed according ND / Ananus nposenet no HJI: TTN011252/01-300522

11 |Microbial limits /
MukpoOuonoryueckas
YHCTOTA

a) Total aerobic
microbial count /
Obllee 4nco
a’poOHBIX
MHKpPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Ob1ee yucno
JIPOMCKEBLIX H
IJIECHEBBIX IpUOOB

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

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

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

Not more than 100 CFU/g/
He Gonee 100 KOE/r

325.22 mg/325.22 mr

¢) E. coli Absent in 1g/ Orcyrctsyer B Ir  [Shall be absent in 1g / OtcyrctBHEe B
Ir
12 |Assay/ 392.1 mg/392.1 Mmr 3600 to 440.0 mg of CpiHisO:
KonuuecTBeHHOE ' (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr mo 440,0 mr Cp;3HisO2

(ubynpoden) B Tabaerke
2925 to 3575 mg
(Paracetamol) per tablet /
Ot 292,5 mr no 357,5 mr CsHoNO:
(napaueramon) B TabreTke

of CquNOz

Remarks: The Product conforms to ND/ Opinion: APPROVED

Mpumeuanue: [IpoaykT cooTeteTByeT Tpebopanusam HJT | 3axmodenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
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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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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 5 of 5/CTp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykanH®, Ta61eTKH, NOKPHITbIE MJeHO4HOI 000/104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300908

Batch Quantity / O6bem naptiu : 727.500K g

Analytical Report No / Ananutniecknit otdet Ne :
040001840848

Date of Analysis / Jlata aHanuza: 24.05.2023

Date of Manufacture / JlaTa npou3BoAcTBa : Apr—20§3

Date of Expiry / Cpok rogHocty : Mar-2028

Analysis performed according ND / Ananus nposeaen no HJI: I1 N011252/01-300522

Hanmenosanne A®C (MHH):

Ibuprofen / H6ynpoden

13 | 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. / ITo 10 Tabnerox B [1BX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6auctep. Ilo 1, 2 uan 20 OnucrepoB B
OnMcTepy B TA4YKy KApTOHHYIO |Nadky KapTOHHYIO BMECTE c

b BMECTE C  HHCTPYKUHEeH N0 |UHCTPYKLHUEH MO MPUMEHEHHIO.
NPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBerctBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [1pu Temneparype He Bbie 25 °C.
16 | Shelf life / Cpoxk 5 years / 5 net
COJIHOCTH
API name (INN) /

Paracetamol / Tlapanieramon

API manufacturer batch number /
Homep cepuu npoussoautess ADC:

PIBM230085, PIBM230124

4973/22-23, 1596/22-23

FP Manufacturer API Batch number / ’
Homep cepun cyScraHunu
npousBoauTens I'JID:

FEQAO00109, FEQA00179

FEQA00093, FEQA00165

Sri Krishna Pharmaceuticals

API Manufactured by & country /
IlIpouspoautens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Comapa O3OkKTuB
®dapma Catiedcns Jlumuren, MHauA

Ltd., India / llpu Kpumna

®apmMacbIOTHKANC
Wnnns

JITn.,

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopanuam HJl | 3axmoyenne: OJOBPEHO
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