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Page 1 of 5/C1p. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOuuop®, Tadserkn qucneprupyembie [nus nereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300078

Batch Quantity / O6bem naprun : 547.500kg

890001640572

Analytical Report No / AHanuTH4eckuii oruer No :

Date of Analysis / lara ananu3za: 22.01.2023

Date of Manufacture / JIata npoussoacrea : Dec-2022

Date of Expiry / Cpok roanoctn : Nov-2027

Analysis performed according ND / Ananu3 nposeten no HJI: ITN011252/02-041021

l.N'o [Test / [ToxazaTenn Results / Pe3yLTaThl iSpecification / Hopma
‘1 Description / Onucanne Pink flat-faced beveled-edge tabletslek flat-faced beveled-edge tablets
with impregnations and a score-line nn‘u ith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
! [Kpyriabie naockoUmInHApHYeckieKpyrasle  MJIOCKOUMANHAPHYECKHE
TabneTkw  po3oBOrO  LBeTa  crabaeTkH  pO30BOr0  LBETa ¢
BKpaniennaMu, ¢ packoi U pUCKOi HaBKpanaeHiaMH, ¢ (PacKoii 1 pHCKoii Ha
oanoii CTOPOHE, 0RO CTOPOHE,
i - [ XapaKTepHLIM 3aMaxoM. C XapaKTEpPHLIM 3aaxoM.
2 [dentification / Complies as prescribed/ The retention times of the main peaks
[lopuHHOCTD CootsetcTByeT 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). / Bpemen
VAEPAHBAHHA OCHOBHBIX [HKOB Ha
XpomarorpaMmme HCIBITYEMOTO
pacTBopa JOIUKHBI COOTBETCTBOBATH
BpeMeHam YACpKMBaHHS MHKOB HG{
| xpomaTorpaMme paCTBopal
cranpapTHbIx o0pasuos 1dynpodena
1 napaueramosna (pazzen
B «KomituecTseHHOe onpelielieHHe»).
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: NponykT contreteTRyeT Tneforanuam HJT

Raknmuenne: OJIOBPEHO

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

IMoaroroeneHo: A [TpoBepeno: Naresh  Kumar Onobpeno: MeHemxep /

Ankit Z I Y PykoBoauTerns iﬁ z!é!!'j
Manoj Kumar -

Reprint Date: Reprint Date: Reprint Date:

Jara: 22.01.2023 Jara: 22.01.2023 Hata: 22.01.2023
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|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykaun FOunop®, TabneTku aucneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300078 Batch Quantity / O6bem mapruu : 547.500kg |
Analytical Report No / Ananurnueckuii otder Ne : Date of Analysis / {aTa ananu3a: 22.01.2023
890001640572

Date of Manufacture / Jlata npousBojctsa : Dec-2022 |Date of Expiry / Cpok roguoctu : Nov-2027

Analysis performed according ND / Ananu3 nposenen no HJI: I1 N011252/02-041021

Ne  [Test / Ilokasateas Results / PesyabTaThl Specification / Hopma
3 Average weight of tablets / | 363.1 mg/ 363.1 mr 357.7 mgto372.3 mg (365.0 mg+ |
Cpennsisi Macca Tab/1eTOK 2.0 %). / Ot 357,7 mr no 372,3 Mr
Complies/cOOTBETCTBYET (365,0 mr £ 2,0 %) |
4 Disintegration / 00 min:25 Seconds/00 mun 25 Sec |Not more than 3 min/
PacnagaemocTh He 6onee 3 muu
5 Dissolution / 97% to 100 % Not less than 70% (Q) of C;3H:0s
| PacTBopenue (ibuprofen) after 30 min /
. He wmenee 70 % (Q) Cui:HisOd
| (nbynpoden) gepes 30 mun
96% to 100% Not less than 70% (Q) of C¢HoNO;
| (paracetamol) after 30 min /
. He wmemee 70 % (Q) CygHoNO;

_ - (napaueramoi) yepes 30 MHH

6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through
IuncnepcHoCTb Fhe 710 pm  sieve is formed /|
‘ Obpasyercs 0AHOPOAHAS CYCHNEH3HI,|

NpoXoAAmIas Hepe3 CHTO C pazsMepoM|
oTBepCTILi 710 MKM |

Remarks : The Product conforms to ND/ Opinion : APPROVED

IMpumeaanne: [TpoaykT cooTeeTcTBYeT TpeboBanuam 111 3axkmwouennc: OJOBPEHO

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

IToarorosneHo: ) Iposepeno: Naresh Kumar OnobpeHo: Menemxep /

Ankit //ﬁ’_, @q& PyKOB‘O,EI,I-lTBIIB W
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.01.2023 Hara: 22.01.2023 Hara: 22.01.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOunop®, Tabserku mucneprupyembie [mis aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300078

Batch Quantity / O6bem napriu : 547.500kg

890001640572

Analytical Report No / Ananuruyeckuii otyer No :

Date of Analysis / [laTa ananu3a: 22.01.2023

Date of Manufacture / /lara npoussojcersa : Dec-2022

Date of Expiry / Cpok rogsnocts : Nov-2027

Analysis performed according ND / Ananus nposenen no HJI: TTN011252/02-041021

Ne h‘est / Tloka3zaTen

Results / Pe3yabTaThl

Specification / Hopma

7 Related substances /
Popcreennsie npumecH

Method 1/ Merton 1 —
Determination of 4-Amino
Phenol content / Onpenenenie
COJIEPKAHIS COACPIKAHITA
4-amunodenona

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenedune
HEHJEHTH (UL POBAHHBIX
npumeceli noynpodena u
napaueramora

0.00002%

0.09%

0.09%

4-aminophenol (paracetamol impurity)

/
4-amuHOobeHON (npumecs
napaieramona) - not more than
0.005% / He Gonee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) ;’l
Ennnnunas HengeHTHduumuposasHas
[pHMECh ubynpodena 1
napaleramorna -

not more than 0.2% / ne 6onee 0,2%

[Total impurities (Method 1+Method 2)
Cymma npumeceit (Merton 1 +Meton
2) - not more than 0.7% / ne 6onee 0.7

|uf’i,|

8 Microbial limits /
MukpobHonoruyeckas
YHCTOTA

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

Remarks : The Product conforms to ND/
Mpumevanne: [posykr covrsercrsyer Tpebosanusam HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

[TonrorosneHo: ' ITposepeno: Naresh Kumar Onobpeno: Menemkep / ,

Ankit ﬁ PyxoBoautens 5*;*)52935‘{-'
ia == Manoj Kumar =

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.01.2023 Hara: 22.01.2023 Hara: 22.01.2023
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CERTIFICATE OF ANALYSIS
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Page 4 of 5/Ctp. 413 5

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann FOunop®, TabaeTku aucneprupyemsle [ns aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300078

Batch Quantity / Oobem naptum : 547.500kg

Analytical Report No / AnaauTudeckuii oTyer Ne :
890001640572

Date of Analysis / Jlata anaau3a: 22.01.2023

Date of Manufacture / /lara npoussoacrsa : Dec-2022

Date of Expiry / Cpok rogsoctn : Nov-2027

Analysis performed according ND / Ananu3 nposenen no HJI: I1 N011252/02-041021

a) Total aerobic microbial
count / ObLee Yucno
. a’pOOHBIX MHKPOOPraHH3MOB

b) Total combined yeasts and

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

Shall be absent in 1g / OtcyTcTBME B 1|
r

- Paracetamol / napaueramon

mould count / OGuiee YUcIO Absent
[IPOAOKEBBIX U MIIECHEBBIX
rpuboB
| OBl | - .
9 Uniformity of dosage units / | Acceptance value (AV) should be not
OAHOPOAHOCTb JO3UPOBAHHS 1.4 more than 15.0 / Tlokazatens
| npuemaeMocTd (AV) nomikeH ObITh He
- Ibuprofen / ubynpoden Oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokazarens
1.4 npuemnemoct (AV) nomkeH ObiTh He

oonee 15,0

|
_|
-

10 |Assay / KoiuuecTBeHHOE
onpeneseHne

99.6 mg /99.6 mMr

123.1 mg/ 123.1 mMr

90.0 mg to 110.0 mg of C3H 04
(ibuprofen) per tablet /

O1 90,0 mr o 110,0 mr Ci3H 1g0:
(ndynpoden) B Tabnerke

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

Ot 112,5 mr jgo 137.5 mr CgHoNO,
(mapaieramorn) B Tabnerxe

Remarks : The Product conforms to ND/

ITpumeuanue: [Ipoaykr coorBercTByeT TpeboBannsam HJT

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toprorosnexo: / ITpoBepeno: Naresh Kumar Omoopexo; Menemkep /
Ankit ' é‘;/ PyKOB_onHmb W
' Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Hara: 22.01.2023 Hara: 22.01.2023 Hara: 22.01.2023
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CERTIFICATE OF ANALYSIS
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Page S of 5/Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann I0Omnop®, TabneTku aucneprupyemsie (s gerei|, 100 mr + 125 mr

Batch No / Cepus Ne : V2300078

Batch Quantity / O6bem napTnu :

547.500ke

{890001640572

Analytical Report No / AHaauTHyeckuii oryer Ne :

Date of Analysis / Jlata ananu3a: 22.01.2023

;ﬁte of Manufacture / lata npoussozactsa : Dec-2022

Date of Expiry / Cpok roguoctn : Nov-2027

|Analysis performed according ND / Ananus nposeaen no H/: ITNOI 1252/02-041021

-

11 Package / YnakoBka

iBMecTe C

carton pack. / Ilo 10 TabGneTok
Guerep w3 TIBX/AL Ilo 2 Gnucrep
MHCTpYKUMeH
NPUMEHEHHIO B IAYKY KapTOHHYIO.

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20)
and patient information leaflet in 'thsh,rs and patient 1nformat10n leaflet
in a carton pack. / Ilo 10 Tabnerok B
qonnmep us TIBX/AL Tlo 1, 2 wnu 20
MOOIICTEPOB BMECTE C UHCTPYKLMEH 10
TIPUMEHEHHIO B NTAUKY KapTOHHYIO.

12 Labeling / MapxkupoBKa According to ND. / B cootserctun ¢ HL.
13 Storage conditions / : In the original packaging (blister in carton pack) at temperature below 25°C.
Xpaunenne /
B opuruHaibHON ynakoBke (6ucTep B nayke) Mpu TeMNEpaType He Bbllle
25 °C.
14 Shelflife / Cpok roanoctn 5 years/5 ner N

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr cooTBercTBYET Tpedosanusm HI

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

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

IToAroTOBNIEHO: /’% ITposepeno: Naresh Kumar Ono6peno: Menemxep /

Ankit » r Pyxosonutens w
C"' (/P Manoj Kumar 3
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