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Product : Ibuclin Junior, dispersible tablets (for children)- 100 mg + 125 mg:
HM6ykaun I0nR0p®;, Ta6NeTKR Aucneprupyemeie [ans gereii], 100 mr +125mMr _~ °

Batch No / Cepus:Ne=: V2300589.

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No 7 AranuTHIeckuii oTuer Ne :
890001657842

-|Date of Analysis / JlaTa anamu3a: 25.04.2023

Date of Manufacture / {aTta npon3BoicTsa : Mar-2023

Date of Expiry / Cpok roxsoctH : Feb-2028

Analysis performed according ND / Ananu3 nposegen mo HJI: [1N011252/02-041021

[Ne  [Test/IloxasaTens Results / PesyabTaTsi Specification / Hopma [
1 Description / Onucanue ink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
ith impregnations and a score-line onwith impregnations and a score-line o -r
ne side and characteristic odor. / ne side and characteristic odor. /
PYIUIBE  TUIOCKOKMAHHAPHYECKHEKpYribie  ITOCKOUHIHHAPHYECKH
TabneTkd  po3oBoro  IBera  crabnerkw  po30BOro  LBETa
BKpanACHUAMH, ¢ Gackoil U puCKOit HagKpannennamy, ¢ Gackol U PUCKOH H
OIHOH CTOPOHE.OAHOH CTOpPOHE,
C XapaKTepHbIM 3aIaxoM. C XapaKTepHLEIM 3allaxoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
MopnHHKOCTE COOTBETCTRYET n the chromatogram of the test
L:olu’tion should correspond to the
retentioni times of the peaks on th
chromatogram of ibuprofen an
paracetamol  reference  standard !
olution (section Assay). / Bpemenj
ACPAHBAHMA OCHOBHBLIX MHKOB H
{pomaTorpaMme chm’ryemorc?
aCTBOPa JO/DKHEI COOTBETCTBOBA
pEMEHAM YACPXHBAaHHS I[HKOB H
(poMaTorpaMme pacTBop:
‘anpapTHLIX 00pa3noe ubympodeH
H rapalueTramoJia (pazmen
«IKonuuecTBeHOE ONpesieneHue).
Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeuanue: [pogykr cooTBeTcTByeT TpeGoparnam HIT 3axmoyenne: QJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosneno: IMTposepeno: Pardeep Kumar p Onobpeno: Meremiep /
Ramakant 4_1— Pykooaurens Manoj Kum .—L :
v ..,
Reprint Date; Reprint Date: Reprint Date: @
JHara: 25.04.2023 Hara: 25.04.2023 Jara: 25.04.2023
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Hoyrmnn I0uH0p®, TA6NETKH MHCHEPrHpyeMbIe [.zma pereii], 100 mr + 125'Mr -

CEPTHOHKAT AHAJIH3A
Page2 of 5/ CTp. 2 3 5§
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg- . - ==+ crre v

Batch No:/:Cepust Ne ; V2300589

Batch Quantity / O0sem naprun 647;5001(5_

Analytical Report No / ‘AHannTiaéckuii oTuer Ne :
800001657842

Date of Analysis / [laTa ddann3a:25.04.2023

Date of Manufacture / [laTa nmponsBogcTsa : Mar-2023

Date of Expiry / Cpox roasocts : Feb-2028

Analysis performed according ND / Anaans nposegen mo HJI: ITNO011252/02-041021

No Test / IloxazaTean Results / Pe3yabTaThl Fipecifica!ion / Hopma
3 Average weight of tablets / 362.6 mg/ 362.6 Mr 357.7mgto0372.3 mg (365.0 mg+
Cpenusns Macca Ta0/1€TOK 2.0 %). / Ot 357,7 mr go 372,3 mMr
Complies/coOTBETCTBYET (365,0 Mr 2,0 %)
4 Disintegration / 00 min:29 Seconds/00 mux 29 Sec [Not more than 3 min /
PacnazaeMocThb He 6onee 3 mun
5 IDissolution / 98% to 101 % Not less than 70% (Q) of Ci3H;30;
PacTBopenne (ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3HisO;
(ubynpodiex) yepes 30 MuH
98% to 100% Not less than 70% (Q) of CsHsNO;
(paracetamol) after 30 min /
He Mmemee 70 % (Q) CsHoNOy
(napaueramon) sepes 30 MuH
6 Dispersibility / Complies / CooTBETCTBYET Uniform suspension passing through
J{HcIepcHOCTh the 710 pm sieve is formed /
(Gpasyercs ONHOPOAHASA CYCMEH3MA,
NPOXOAALIAN Yepe3 CUTO C pasMepoMm
ortseperiti 710 MKM
Remarks : The Product ¢conforms to ND/ Opinion : APPROVED
IIpumeuanne: ITponykr cooTseTcTByeT TpeboBanusM HJT 3axmoyenue: OJIOBPEHO
Prepared by / ' { Checked by / Approved by: Manager/Executive /
IMoaroTorJeHo: | [Nporepero: Pardeep Kumar t Onobpeso: Menemxep /
Ramakant = | Pykoeomurens Manoj K\g; g
‘Reprint Date: Reprint Date: Reprint Date: —
Hara: 25.04.2023 Hara: 25.04.2023 Jarta: 25.04.2023
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATTHA3ZA
-t Page3 of 5/Crp.3 nz 5
Product : Ibuclin Junior, dispersible tablets (for-children) 100 mg + 125 mg. - - = v w0 ose o '

Hoyeann JOimop®, Tabnerkn gucneprupyemsie [nas aeteii], 100 mr + 125 mr

Batch No / Cepas Ne:: V2300589

P Batch Quantity / O6nem napTum : 547: 5001(5" .

890001657842 °

Analytical Report No / AgandTideckii oTyéT Ne :

Date of Analysis / lata ananu3za: 25.04.2023

‘Date of Manufacture / lata npou3BoacTsa : Mar-2023

Date of Expiry / Cpok rognocts : Feb-2028

Analysis performed according ND / Anaaun3 nposegen mo H/T: ITN011252/02-041021

No Test / IToxazaTensb

Results / PesyanTaThi

Specification / Hopma

7 Related substances /
PoacTBeHHBIE IIPHMECH

Method 1/ Meton 1 —

4-aminophenol (paracetamol impurity) /
-amuiodenon (MpUMECh napaueramorna
- not more than 0.005% / ue 6onee 0,005
%

Determination of 4-Amino ORCDRr%
Phenol content / OnpenenexHue Any individual unidentified impurity of
CONePHaHus CONEPKaHUS (ibuprofen or paracetamol) / Exunuunas
4-aMHHO(EHOTIA {eUICHTHQHIHPOBAHHAS TIPUMECK
ubynpogera UK napaieTamora -
Method 2 / Meton 2 — 0.08% not more than 0.2% / ue 6onee 0,2%
Determination of Ibuprofen
and Paracetamol unidentified Total impurities (Method 1+Method 2)
impurities / OnpeaeneHue Cymma npumeceit (Merox 1 + Merox 2) +
eneHTHHIUPOBaHHBIX 0.08 % not more than 0.7% / ue 6onee 0.7 %
pumeceit ubynpodera u
aparetamosna

Remarks : The Product conforms to ND/
Mpumeuanne: [Tpopyxr coorsercrayet Tpebosanmsm HIT

Opinion : APPROVED
3axmoyenne: OJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosieHo: ITpoBepeno: Pardeep Kumat Onobpeno: Mernemxep /
Ramakant | QET. Pykosoaurens Manoj Kumy

- V)
Reprint Date: Reprint Date: Reprint Date: =
Jata: 25.04.2023 Jara: 25.04.2023 JMara: 25.04.2023
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Product : Ibuclin Junior, dispersible tablets (for children).100 mg +:125 mg e bR A
H6yiknun IOnnop®, TabneTku AuCHeprapyembie [aas gereii]; 100 mr + 125 mr .

.«|Batch No./ Cepust Ne : V2300589

Batch Quantity / O0bem naprau : 547. SOOkg

890001657842

“|Analytical Report No / Anannmqecmn oTueT No':

Date of Analysis / [laTa anann3a: 25:04.2023 -

Date of Manufacture / Jlata npor3BogcTsa : Mar-2023

Date of Expiry / Cpox roguocrs : Feb-2028

Analysis performed according ND / Anasus nposegen no HJI: TT N011252/02-041021

8 Microbial limits /
MukpobHosornyeckas
HCTOTA
) Total aerobic microbial
ount / O6b1ee 1HCIIO
POOHBIX MUKPOOPTraHH3MOB

b) Total combined yeasts and
mould count / Obmee uncno
[POXIKEBBIX W MIIECHEBBIX

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

Less 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

Shall be absent in 1g/ OTcyTcTBHE B 1 T

- Paracetamol / mapanieramo

rpHboB
Absent
c) E. coli
9 Uniformity of dosage units / IAcceptance value (AV) should be not
OAHOPOTHOCTL 103K POBAHHS 1.8 more than 150 / [Ilokaszatens
npuemiaemMoctd (AV) JomkeH OBITH He
- Ibuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 150 / TloxazaTens
1.6 nupuemiemocTH (AV) JomKeH ObITh HE

Gonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanne: poxykr cootsercTByeT Tpebosanusm HIT

Opinion : APPROVED
3akawuenue: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loAroToBieHO: W Ipoepeno: Pardeep Kumar I Onobpeno: Meremxep /
Ramakant 7 KOBOZMTENH Manoj Kum
/ Py : lEa,&)h ¢ u.A
'Reprint Date: Reprint Date: Reprint Date: —
Jara: 25.04.2023 Hara: 25.04.2023 Jara: 25.04.2023
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|Product : Ibuelin Junior, dispersible tablets (for children) 100 mg +125:mg -
H6yrnun 0fiop®, Tabnerxu pucneprupyemsle [ias aereii], 100 mr + 125 mr

. |Batch No./-Gepusa No-: V2300589

Batch Quantity:/:O6nem napruu : 547.500kg . - .

890001657842

Analytical Report No / AHanuTH9ecKui oTyer Ne : Date of Analysis / Jlata anamu3sa: 25.04.2023

Date of Manufacture / [lata nponseoacrsa : Mar-2023

Date of Expiry / Cpok roguocts : Feb-2028

Analysis performed according ND / Apanus nposenen mo H/L: TIN011252/02-041021

10 Assay / Kofmuectsennoe
onpeieNeHne

97.7 mg /97.7 Mr

123.5mg/ 123.5 mMr

10 tablets in PVC/Al blister. 2110
blisters and patient information
leaflet in a carton pack. / ITo 1
rabnerox B 6muctep u3 TIBX/Al s
[To 2 Ouuctepa BMeECTE
WHCTPYKIMEH 10 NPHUMEHEHHIO

124Ky KapTOHHYIO.

0.0 mg to 110.0 mg of C13H1s02
ibuprofen) per tablet /

ubynpodien) B Tabnerke
112.5 mg to 137.5 mg of CsHyNO;
paracetamol) per tablet /

napaueramon) B Tabnerke

CIBMECTE C HHCTPYKIHEH 0 IPUMEHEHHIO B
AYKY KapTOHHYIO.

90,0 MTI OO 110,0 mr C13H|502

112,5 mr mo 137,5 mr CsHoNO,

listers and patient information leaflet in 4

tablets in PVC/AI blister. 1, 2 or Zj

on pack. / ITo 10 TabneTok B 6HCTE
[IBX/Al. To 1, 2 unu 20 Gnuc"repoé

12 Labeling / MapkupoBka

rf\ccording to ND. / B coorBetctBuu ¢ H.

13 Storage conditions /
X paHeHHe

/
25 °C.

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

B opurananeHOl ynakoske (61MCTEp B MTAUKE) IPH TEMIIEPATYPE HE BBILIE

==

14 Shelf life / Cpox rogrocTH

5 years / 5 net

Remarks : The Product conforms to ND/
Tpumeuanne: [Iponykr coorsercrayer Tpebopanuam HII

Opinion : APPROVED
3awmoyenne: OAOBPEHO

Prepared by /
[ToxprorosncHO:

Ramakant

bt

Checked by /
IIpoeepeno: Pardeep Kumar [

[

" Approved by: Manager/Executive /

Onobpeno: Menemxep /

Pykopoautens Manoj K
Reprint Date: S’ﬁ’j

Reprint Date:

Hata: 25.04.2023

Reprint Date:
Hata: 25.04.2023

Hata: 25.04.2023
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