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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UGykann FOunop®, Taénerku gucneprupyemsie [1is aereii], 100 mr + 125 mr

Batch No / Cepna Ne : V2201850

Batch Quantity / O6bem napruu : 547.500kg

890001614897 .

Analytical Report No / AHanuTu4eckuii orger No : Date of Analysis / lata anammsa: 16.09.2022

Date of Manufacture / lata npoussoactsa : Aug-2022 |Date of Expiry / Cpok rognocty : July-2027

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

;Ng 'iﬂ“est / IlokazaTenn

Results / PesyabTathi jé;};gciﬁcatiuu / Hopma

! Description / Onucanue

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets

with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / ione side and characteristic odor. /
Kpyribie nocKoUMNMHApHYecKne K pyrabie l'lJ'IOCKOU,HJHiHﬂpIIHCCI\'IIE|
TabneTKH  pO30BOrO  UBETa  cTableTKd  pO30BOr0  UBeTa  C
| BKparieHHamu, ¢ hackoii u puckoi HaBKpanIeHUAMH, ¢ $ackoii u puckoit na
OAHOI CTOPOHE,OAHON CTOPOHE,
) C XapaKkTepHbIM 3amaxoM. C XapakTepHbIM 3aM1aXoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
TToaJuHHOCTD CootseTcTBYET |nn 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
YIACPKMBAHNS OCHOBHBIX TMKOB Hal
Xpomarorpamme HCOLITYEMOTO
pacTBOpa [JOJDKHBl COOTBCTCTBOBATE
BpeMEHaM YAEpXKHBaHHSA THKOB Ha
Xpomarorpamme pacTsopa
craHfapTHeIX oOpa3uoB udynpodeHa
it napateramosia (pazmen
- «KoniyecTBeHHOE OnpeeseHHey). ‘
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeyanne: [Ipoaykr coorsercTeyet TpeboBanuam HJI 3axmouyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosaeno: = [IposepeHo: ¥ Onobpeno: Menemxep /
Ankit / /\ Pardeep Kumar — l Pykosoaurenb A
3 - Amit Kumar —
Reprint Date: Reprint Date: Reprint Date:
Hara: 16.09.2022 Hara: 16.09.2022 Hata:16.09.2022
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 2 of 5/ CTp. 2135

|Pr0duct : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykaun FOnnop®), Tadaerku ancneprupyemoie [mis gereiil, 100 mr + 125 mr

Batch No / Cepus Ne : V2201850

Batch Quantity / Oobem naprum : 547.500kg

Analytical Report No / Ananutuyecknii oryer Ne :
890001614897

Date of Analysis / lata anaauza: 16.09.2022 |

Date of Manufacture / /Iata mpousBoacrsa : Aug-2022

Date of Expiry / Cpok roanoctn : July-2027

Analysis performed according ND / Apanu3 nposesen mo HII: I1N011252/02-041021

I.N‘_' Test / Iloxazarenn | Results / Pe3yabTaThl Specification / Hopma
3 Average weight of tablets / 363.8 mg/ 363.8mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsis macca rabierok 2.0 %). /Ot 357,77 Mr oo 372,3 mr
Complies/cooTBeTcTBYET (365,0 Mr £2,0 %)
4 Disintegration / ' 00 min:32 Seconds/00 mun 32Sec Not more than 3 min /
PacnagaemocTth | He 6onee 3 MuH
S Dissolution / 99% to 101% Not less than 70% (Q) of C3H ;302
PacTBopeHue (ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3sHigOs
(ubynpoden) qepes 30 MuH
98% t0100% Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(mapauetamon) yepes 30 MuH
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through
| JIucnepcHocTs the 710 pm sieve is formed
OGpasyercst OAHOpOAHAS CYCHEH3Us,
POXOAALLAA Hepes CUTO C pa3MepoM
orsepeTiii 710 Mxm -

Remarks : The Product conforms to ND/
[Tpumeuanue: [Npoaykr cooTsercTByeT TpeGoBanusam HJT

Opinion : APPROVED
3akawuenne: OJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroronexo: /.f}‘ [TposepeHo: ’ Onobpeno: Menemxep /
Ankit é A o Pardeep Kumar Q:.ﬁ_/ Pyxoronutens AY‘:\\\/

— Amit Kumar [ —
Reprint Date: Reprint Date: Reprint Date:
Jara: 16.09.2022 Hara: 16.09.2022 Jata:16.09.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page3 of 5/ Crp.3u3 s

'Product : Ibuclin' Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun FOunop®, TadaeTkn ancneprupyesmsie [ans pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201850

890001614897

Analytical Report No / Ananurudecknii oryer No :

Batch Quantity / O6bem mapruu : 547.500kg
Date of Analysis / laTa apanm3a: 16.09.2022

{Date of Manufacture / lata npou3Boactra : Aug-2022

Date of Expiry / Cpox roguocrtu : July-2027

|Analys1s performed according ND / Ananuz nposegen nmo HJI: I1 N011252/02-041021

Ne
7 [Related substances /
PoacTBeHHBIC IPHMECH

Test / [loxazarens

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenexne
COIEPXaHWs COAEPIKAHMSI
“-amuHoheHoNna

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HEHAEHTUDUIIMPOBAHHBIX
npumeceii uéynpodeua u
napateramolsia

Results / PesyabTaThl N

0.0001%

BDL (Disregard Limit: 0.05%)

0.0001%

|Spec1ﬁcat10n / Hopma

- ammophunol (paracetamol impurity)
It

4-amuHodeHon (npumecn
rapaueramMona) - not more than
0.005% / e Gosiee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnvHuunas HeuaeHTHdHUMpPOBAHHAS
PUMECH nbynpodena WU
riapaLeTramosna -

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

Total impurities (Method 1+Method 2)

Cymma npumeceii (Meton 1 + Meroz
2) - not more than 0.7% / He 6onee 0.7
%

8 Microbial limits /

Ankit @

Pardeep Kumar

< —

—

MuxpoOuosoruieckast Less than 100 CFU/g / Not more than 1000 CFU/g /
YHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Less than 100 CFU/g/ Not more than 100 CFU/g /
Menee 100 KOE/r |He 6onee 100 KOE/r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: IIpoaykt cooTBeTcTBYeT TpeGoBanuam HJI 3axmoyenue: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotosneno: — IlpoepeHo:

Opnolpeno: Menemgiep /
PykosoanTtens %&»\‘“

—
Amit Kumar

Reprint Date:
Hara: 16.09.2022

Reprint Date:
Hara: 16.09.2022

Reprint Date:
Jarta:16.09.2022
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CEPTHOHKAT AHAJIH3A
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Distt. Solan, H.P., 173 205, INDIA
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Page4 of 5/CTp.4u3 s

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxmun FOuunop®, Tabaerku ancneprupyemole [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201850

Batch Quantity / O6bem mapTun : 547.500ke

890001614897

Analytical Report No / AHaauTu4eckmii oTyer No :

Date of Analysis / laTa ananu3za: 16.09.2022

Date of Manufacture / Jlata mpon3soacrea : Aug-2022

Date of Expiry / Cpok roasoctu : July-2027

»\ndl) sis performed according ND / Ananns nposesen mo HJI: T1 NO11252/02-041021

a) Total aerobic microbial
count / ObLuee uncio

- Paracetamol / mapaneramosn

A3pOOHBIX MHKPOOPraHM3MOB Absent Shall be absent in 1g / OtcyrcTsue B 1
N
b) Total combined yeasts and
mould count / O61uee uncno
NPOATKEBBIX U MJIECHEBBIX
rpndoB
¢) E. coli _
9 Uniformity of dosage units / {Acceptance value (AV) should be not
OnHOpOAHOCTDL 103UpPOBAHHS 2.3 more than 15.0 / Tlokasarens
ripuemneMoctd (AV) nomkeH ObITh He
- Ibuprofen / ubynpodgen Donee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasartens
23 nphemiaemocts (AV) nomkeH ObITh He

oosee 15,0

10 Assay / KosnyecreeHHoe
onpegenenne

100.3 mg /100.3 mr

123.3mg/123.3 mr

90.0 mg to 110.0 mg of C;3H 30,
(ibuprofen) per tablet /

Ot 90,0 mr 1o 110,0 mr Ci3H,30,
(10ynpodeHn) B Tabnerke

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

Ot 112,5 mr go 137,5 mr CgHoNO»
(napaueramoin) B Tabnerke

Remarks : The Product conforms to ND/
Hpumeuanue: [ponykr coorsercTsyeT Tpedosanusam HJT

Opinion : APPROVED
3axioyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnewo: ~ IlposepeHo: Onobpeno: Menenzep /
Ankit A Pardeep Kumar - z Pykooanrens [\ .\

= . Amit Kumar | Y
Reprint Date: Reprint Date: Reprint Date:
Hara: 16.09.2022 Hara: 16.09.2022 Hata:16.09.2022
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page Sof 5/Ctp.5u3 5

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

|\ Hoyraun FOruOp®, TadaeTkn Ancneprupyemsie [aasa gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201850 Batch Quantity / O6bem naprumu : 547.500kg
Analytical Report No / ArannTuueckuii oraer No : Date of Analysis / JaTa ananuza: 16.09.2022
890001614897
(Date of Manufacture / Jlata MpousBoacTBa : Aug-2022 |Date of Expiry / Cpoxk rogmocty July-2027
L'\nalysis performed according ND / Ananusz nposeaen mo HJ: ITNO011252/02-041021 __J

11 ﬁ’ackage / 'YnakoBka ﬂ—OtabletsFPVC/Al blister. 2 blisters10 tablets in PVC/AL blister. 1,2o0r E_Ui
|ar1d patient information leaflet in ablisters and patient information leaflet
carton pack. / [lo 10 Tabnerok gin a carton pack. / ITo 10 Tabnerok g
| | iﬁmchp u3 [IBX/AL TTo 2 6nuc*repZIi~Jm0Tep u3 [IBX/AL To 1, 2 unu 20
| ‘ BMecTe C  HHCTpyKIHe MOGIMCTEPOB BMECTE C HHCTPYKUHEH Mo
e [IPHMEHEHHIO B Ma4Ky KAPTOHHYIO. !I‘lpl-lMEHCHI/I}O B I'IIJ.‘[I(_‘/’_K&PT%I—L}O._‘
12 TLaheling / MapkupoBka rﬂ\ccording to ND. / B cooteerctsun ¢ HJI,

|

N S—— R
|

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C, ‘
| ‘Xpaﬂelme !”

"B OPHrHHAJIbHON ynakoBke (6nucTep B nauke) NpU TEMIIEPATYPE HE Bbillie ‘
| _\ 25 °C. - - S

il4 ‘Shelflife / Cpok rognoctn ‘5 years /5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpnmeuanne: [Mpoaykr COOTBETCTBYeT TpeGoBaHusmM HJJ 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: 2 IIpoBepeno: Onobpeno: Menemsep /
Ankit LA Pardeep Kumar (i_f Pykosogutens ;&w~\/_,

= = Amit Kumar i
Reprint Date: Reprint Date; Reprint Date:
Hata: 16.09.2022 MHata; 16.09.2022 Jata:16.09.2022
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