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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page1of 5/Ctp. 1 m35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoyxmuu FOrnop®, TabseTku Jucneprupyemsbie [ns nereii], 100 mr + 125 Mr

Batch No / Cepus Ne : V2200499

Batch Quantity / O6bem naprun : 547.500kg

890001580397

Analytical Report No / AnagnTHyeckuii order Ne : Date of Analysis / [lata anau3a: 24.03.2022

Date of Manufacture / [lata nponssogctsa : Feb-2022 |Date of Expiry / Cpok roanocts : Jan-2027

Analysis performed according ND / Anann3 nposesen no HJE: 1 N011252/02-041021

Ne [Test / IlokazaTeJanb Results / Pe3yasTaTbl Specification / Hopma |
1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tabletsi
with impregnations and a score-line onwith impregnations and a score-line on|
one side and characteristic odor. / one side and characteristic odor. /
Kpyrnble  miockolmanHapHdeckuel(pyriibie  IUIOCKOUMJIMHAPUIECKHE
rabneTk  po3oBoro  IBera  CrabneTkd  pO30BOro  LBeTta ¢
BKparnieHHsIMH, ¢ Gackoit i pUCKOil HaBKpanIeHusIMH, ¢ Gackol U PUCKOH Ha
OJIHOI CTOPOHE,0ITHOIH CTOPOHE,
C XapaKTepHbIM 3aI1aXOM. C XapaKTEpHBIM 3aI1aXO0M.
2 Identification / Complies as prescribed/ The retention times of the main peaks
MopaHHHOCTD COOTBETCTBYET on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
C paracetamol  reference  standards
solution (section Assay). / BpemeHa
VJIep5KHBaHUs OCHOBHBIX TIMKOB Ha
Xpomarorpamme UCIBITYEMOrO
pacTBOpa MOJDKHBI COOTBETCTBOBATH
BpeMeHaM YJepXKHBaHHA IHMKOB Ha
XpomaTorpaMmme pacTBopa
craHaapTHEIX 0o6pasLoB ubynpodeHa
1 napareramosa (pasmen
«KonH4uecTBEHHOE OTIpEJIEeNIeHIe).
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusM HJ| 3akmouenne: OJIOBPEHO
Prepared by / _ (}Lﬁr Checked by / = Approved by: Manager/Executive /
IToarorosieHo: @‘ug/ [MposepeHo: / \ Onobpeno: Menemxkep,/
Ramakant Rajeev Gandhi s PykoBopuTeNs E&V
7 Kusum Lata
Reprint Date: Reprint Date: Reprint Date:
Hata: 24.03.2022 JHara: 24.03.2022 Jara: 24.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxkaun FOnnop®, Tabnerku aucneprupyemsle [ns pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200499

Batch Quantity / O6bem naptuu : 547.500kg

890001580397

Analytical Report No / AHaanTHuecKHii oTyer Ne

Date of Analysis / {aTa ananu3za: 24.03.2022

Date of Manufacture / /lara npoussoacrsa : Feb-2022

Date of Expiry / Cpok roasnocts : Jan-2027

Analysis performed according ND / Ananus npoexen no HJI: ITN011252/02-041021

3 Average weight of tablets /
CpeaHss macca Tab1eToK

363.2mg/ 363.2Mr

Complies/cOOTBETCTBYET

57.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 mr o 372,3 mr
(365,0 mr = 2,0 %)

4 Disintegration /
PacnagaeMocTh

00 min:32 Seconds/00 muH 32Sec

Not more than 3 min /
He 6oiee 3 Mun

Ne Test / IlokazaTenasb Results / Pe3ybTaThl Specification / Hopma
5 Dissolution / 98 to 102 Not less than 70% (Q) of Ci3His02
PacrBopenne (ibuprofen) after 30 min /
He ™menmee 70 % (Q) CisHisOq
(ubynpodeHn) yepes 30 MHH
97 to 100 Not less than 70% (Q) of CsHoNO;

(paracetamol) after 30 min /
He mepmee 70 % (Q) CsHoNO;
(mapaneramonn) yepe3 30 MuH

) Dispersibility /
/IucrepcHocThb

Complies / CoOoTBETCTBYET

Uniform suspension passing throughi
the 710 pm sieve is formed
O6pasyetcs OJHOpOAHAs CYCIEH3us,
Mpoxosias 4yepe3 CHTO C Pa3MepPOM

orBepcTHi 710 MKM

Remarks : The Product conforms to ND/
IIpumeuanue: [Tponykr coorBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

JHarta: 24.03.2022

Prepared by / ﬁ\ Checked by / Approved by: Manager/Executive /

Ioarorosneno: W ITposepeHo: ’\ Ono6peno: Menemxep /

Ramakant Rajeev Gandhi Q,, Pyxosoautens '? ;é% p/
% Kusum Lata

Reprint Date: Reprint Date: Reprint Date:

Jara: 24.03.2022

Hara: 24.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOunop®, Tabuerku aucieprupyemble [nuas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200499

Batch Quantity / O6bem naptaun : 547.500kg

890001580397

Analytical Report No / AHanuTHYecKHH oT49eT Ne :

Date of Analysis / Jlata ananu3a: 24.03.2022

Date of Manufacture / JIata npousBojcTea ;: Feb-2022

Date of Expiry / Cpox rogunocts : Jan-2027

Analysis performed according ND / Anann3 nposegen no HJI: I1N011252/02-041021

7 Related substances /
PoacrBeHHbIe NPHMeECH

Method 1/ Metonm 1 —

CoiepXKaHHUs CONEPKAHHS
4-amuHO(EHONIA

Method 2 / Meton 2 —

HEeUICHTHQHIEPOBAHHBIX
npuMeceii uOynpodeHa 1
mapaneraMmona

Determination of 4-Amino
Phenol content / Onipenenenue

iDetermination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeznenerHue

0.0001%

0.06%

0.06%

-aminophenol (paracetamol impurity)

-aMUHO(EHO (npumecs
apaueraMmona) - not more than
.005% / ue 6onee 0,005 %

y individual unidentified impurity|
f (ibuprofen or paracetamol)
JVHHYHAS HEeHJeHTHOULHPOBAHHAS
puMech noynpodena 1700
mapaneraMmorna -
\not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)
Cymma npumeceit (Meron 1 + Merop,
2) - not more than 0.7% / ne 6onee 0.7
%

Ne Test / Ilokazarenn

Results / Pe3yabTaThl

Specification / Hopma

8 Microbial limits /
MukpoounoJioruaeckas
YHCTOTA

Less than 100 CFU/g/
Menee 100 KOE/r

F.ess than 100 CFU/g/
Menee 100 KOE/r

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

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

Remarks : The Product conforms to ND/
Ilpumeyanue: IIpoaykT cooTBeTcTBYeT TpeboBanusM HJI

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

Hara: 24.03.2022

Prepared by / ) Ld_ Checked by / T Approved by: Manager/Executive /
TTOATOTOBJIEHO: W IIpoBepeHo: (F‘f‘ Onobpeno: Menexep /
Ramakant ’ Rajeev Gandhi d-;,_/ Pykosomurens &%ﬁ/_ﬁ/

G Kusum Lata
Reprint Date: Reprint Date: Reprint Date:

Hara: 24.03.2022

Hara: 24.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxnun FOunop®, Tab/ieTKH AUcieprupyemsele [ais aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200499

Batch Quantity / O6nem naptuu : 547.500kg

Analytical Report No / AHanHTH4ecKHi oT4deT Ne :
890001580397

Date of Analysis / /IaTta ananuza: 24.03.2022

Date of Manufacture / lara npoussogcTsa : Feb-2022

Date of Expiry / Cpok rogsocts : Jan-2027

Analysis performed according ND / Anasin3 nposeaen mo H/I: TIN011252/02-041021

a) Total aerobic microbial -
count / Ob1iee ynciIo

ompeeieHHe

A>pPOOHBIX MUKPOOPraHH3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1
r
b) Total combined yeasts and
mould count / Ob1ee 4ucio
IMPOAOKEBHIX U TINIECHEBBIX
rpuboB
c) E. coli
19 Uniformity of dosage units / I-Acocptance value (AV) should be not
OXHOPOAHOCTH 103HPOBAHHS 1.8 more than 15.0 / Iloka3atens
npuemiaeMoctd (AV) J0bKeH ObITh He
- Tbuprofen / ubynpoden Honee 15,0
Acceptance value (AV) should be not
more than 15.0 / Ilokazarens|
1.9 npuemiaeMoct (AV) TODKeH ObITh He
- Paracetamol / mapaneramon 6onee 15,0
No Test / Iloka3aTean Results / Pe3ynbraTsi Specification / Hopma
10 Assay / KonunuecTBeHHOE 90.0 mg to 110.0 mg of C13H1302

99.1mg /99.1 mMr

123.6mg / 123.6Mr

(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci13H130:
(nbynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsHyNO>
(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CsHoNO,
(mapaueramon) B TablieTke

Remarks : The Product conforms to ND/
INpnmeuanne: [Iponykt cooTeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[oxrorosnexo: % LU‘/ IIpoeepeno: N Onobpeno: Menemkep

Ramakant Rajeev Gandhi Pykosoputesns \&
Kusum Lata
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun IOuuop®, Ta6eTKH AucneprupyemMble [1us nereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200499

Batch Quantity / O6bem napruu : 547.500kg

890001580397

Analytical Report No / Ananurnyecknii oraer Ne :

Date of Analysis / laTa ananm3a: 24.03.2022

Date of Manufacture / Jlata npou3sofctsa : Feb-2022

Date of Expiry / Cpok rogaocts : Jan-2027

Analysis performed according ND / Anann3 nposeaen mo HJI: ITN011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/ALI blister. 2 blisters(10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Ttabmerok Zin a carton pack. / Ilo 10 Tabnerok B
Gauctep u3 IIBX/AL Ilo 2 6mucrepadnuctep u3 IIBX/AL Ilo 1, 2 unn 20
BMECTE ¢  HWHCTpyKuueit noONHCTEPOB BMECTE C MHCTPYKIIHEHR 1O
MPHMEHEHHIO B [IaYKy KapTOHHYIO. pHMEHEHHIO B MUKy KAPTOHHYIO.

12 Labeling / MapkupoBka

IAccording to ND. / B coorBercteuu ¢ HJI.

13 Storage conditions /
XpaHeHue

In the original packaging (blister in carton pack) at temperature below 25°C.

B oprrinHansHON yrakoske (6aucrep B mavke) npy TeMIepaType He BhILIE
D5°C.

14 Shelf life / Cpox rognoctu

5 years / 5 net

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoaykr cooTBeTcTBYET TpeboBaHUAM H]I

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / ' W Checked by / Approved by: Manager/Executive /
IToarorosneHo: U [TpoBepeHo: OnobpeHo: Menemkep,/
Ramakant Rajeev Gandhi /Y7 PykoBomutens & \W& —
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