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Page 1 of 5/CTtp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
H6ykauH FOunop®, TabJjieTKH aucneprupyembie [aas aereii], 100 mr +

mg
125 mr

Batch No / Cepug Ne : V2202653

Batch Quantity / O6bem napran : 547.500kg

Analytical Report No / AHasuTH4Yeckuii oTder No : Date of Analysi

890001636696

s / IaTta anaamn3za: 02.01.2023

Date of Manufacture / lata npon3soacTBa : Dec-2022 |Date of Expiry / Cpok rogsocrtu : Nov-2027

Analysis performed according ND / Anaaus nporegex mo HJI: TIN011252/02-041021

Ne Test / IlokazaTesb Results / PesynbTaThl

Specification / Hopma

1 Description / Onucanue Pink flat-faced beveled-edge tablets
one side and characteristic odor. /
Kpyrasie
radneTxku
BKpanIeHusMy, ¢ Gackoil U PUCKOH H
0AHOI CTOPOHE,

C XapaKTepPHbIM 3al1aXOM.

with impregnations and a score-line onlo

nnockounnuEApnyeckueKpyrisie
pPO30BOTO  LBETA ;JT&G.TIE'I’KH
B

ﬁink flat-faced beveled-edge tablet
7ith impregnations and a score-line on
ne side and characteristic odor. /
TUIOCKOLMTHHAPHYECKHE
pozoBoro  uBera ¢
KparieHnsaMi, ¢ (ackoii n prckoii Ha
onHoIl CTOPOHE,
C XapaKkTepHbIM 3amaxoM.

Complies as prescribed/
CooTBeTcTBYET

Identification /
[TopuHHOCTH

__ ’tO|

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). / BpemeHa
YAEPKIBAHNS OCHOBHBIX MHKOB Ha
Xpomarorpamme HCTBITYEMOTO
PAcTBOPA JO/KHBI COOTBETCTBOBATH
BPEMEHAM YACPKHBAHHA [THKOB HY

NpoMaTOrpaMme pacTsopa
cranaapTHbIX 00pa3uos ndynpodena
1 napatgramorna (pasnen

«I{onmuecTBEHHOE onpeieieHIe).

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykt cooTBeTcTBYeT TpeboBanmsm HJL

Opinion : APPROVED
3akmouenue: OJIOGPEHO

Prepared by / Checked hy /
IToaroToBnieHo: { IIpoeepeno: Pardeep Kumar
Pravesh Rana

Appraved hy: Manager/Executive /

Onobpeno: Menemxep /
Pykosonurens W

Manoj Kumar

Reprint Date:
Jara: 02.01.2023

Reprint Date:
Hata: 02.01.2023

Reprint Date:

Jara: 02.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxkana FOunop®, TabaeTku aucneprupyemsle [as gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202653 Batch Quantity / O6bem naptun : 547.500kg
Analytical Report No / AHaauTH4YeCKHii oT4eT Ne : Date of Analysis / /lata ananansa: 02.01.2023
890001636696

Date of Manufacture / Jlara npou3sBogcrsa : Dec-2022 |Date of Expiry / Cpokx rogaocrtn : Nov-2027

Analysis performed according ND / Ananus nposenen mo HJI: T1N011252/02-041021

Ne Test / okasaTenn Results / PesyabTaThl Spe_ciﬁcation / Hopma

3 Average weight of tablets /  363.8 mg/ 363.8 Mr 357.7 mg to 372.3 mg (3653 mg+
Cpennsia macca Tab1eTOK 2.0 %). / Ot 357,7 mr o 372,3 Mr

Complies/cOOTBETCTBYET (365,0 mr =+ 2,0 %)

4 Disintegration / 00 min:27 Seconds/00 mun 27 Sec [Not more than 3 min /
PacnagaeMocTb He 6onee 3 mun

5 Dissolution / 100% to 102 % Not less than 70% (Q) of C;3H 04
Pacreopenue (ibuprofen) after 30 min /

He wsenee 70 % (Q) Ci;HisO:
(uBynpoden) uepes 30 miit

99% to 101% Not less than 70% (Q) of CiHoNO;
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO;
_ (napaneramon) yepes 30 mMiH i
A Dispersihility / Complies / ConTReTCTRYET Uniform suspension passing through
| {rcnepcHOCTD : the 710 um sieve is formed /
OGpasyeTcs OAHOPOAHAA CYCHEH3HA,
MPOXO/IALIAN Yepes CHTO C pasMepoMm,
oreepeTiii 710 MM

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: IIpoaykT cootBeTcTByeT Tpebosanusm HJI 3akmouenne: OJOBPEHO

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

Toarorosaeno: i IIpoeepeno: Pardeep Kumar Onobpeno: Menenxep /

Pravesh Rana PykoBoguTens @
CI”’:‘ Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 02.01.2023 Jarta: 02.01.2023 Jara: 02.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnun IOHnop®, TabseTky Aucneprupyemsole [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202653

Batch Quantity / O6bem napTum : 547.500kg

890001636696

Analytical Report No / AHanuTH4eckuii otder Ne :

Date of Analysis / laTa ananau3sa: 02.01.2023

Date of Manufacture / laTa npoussogcrtsa : Dec-2022

Date of Expiry / Cpok rogsoctn : Nov-2027

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

er9 Test / IlokasaTeanb

Results / Pe3y.nb"ra;bl_

Specification / Hopma

[7 Related substances /
[ PoacTBeHHbIEe mpuMecH

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / Onpexnenexue
COLEPKAHHS COLEPIKAHUS
4-amuHOGbEHONA

Method 2 / Meton 2 —
Determination of Tbuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HeuJeHTU(PULUPOBAHHBIX
npumMeceil nbynpodeHa u
napaueramosnia

|

0.00003%

0.08%

0.08%

“-aminophenol (paracetamol impurity)

4-amuHObeEHON (npumecs
mapaneramona) - not more than]l-
0.005% / ne 6onee 0,005 % '|

Any individual unidentified impurity
iof (ibuprofen or paracetamol)
[EnvHuunas HeueHTHQUIHPOBaHHAS
NPUMECH ubynpodena W
mapareramora -

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

Total impurities (Method 1+Method 2)

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

8 Microbial limits /
[MukpoGuonornyeckas
ilmcmTa

Less than 100 CFU/g/
Memnee 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/
IIpumeuanne: [Ipoxykrt coorBercTBYeT TpebosaHusiM HJI

Opinion : APPROVED
3axaouenue: OJOBPEHO

Prepared by /
ITogrotoBneHo:
Pravesh Rana

Checked by /
TIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /

Onobpeno: Menemxkep /
PyKoBOAHTE b @
Manoj Kumar

Reprint Date:
Jata: 02.01.2023

Reprint Date:
JHara: 02.01.2023

Reprint Date:
Jata: 02.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mall@drreddys.com
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Product : Ibuclin-Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykmnH IOBHOp®, TabneTkn nucneprupyemsle [nas aereii], 100 Mr + 125 mr

Batch No / Cepust Ne : V2202653

Batch Quantity / O6bem maptuu : 547.500kg

890001636696

Analytical Report No / AHaanTH4YecKuii oTyeT No ¢

Date of Analysis / Jlata ananusa: 02.01.2023

Date of Manufacture / JlaTa mpon3Boactsa : Dec-2022

Date of Expiry / Cpok rognoctn : Nov-2027

Analysis performed according ND / Anaau3 npoeaen no HJI: I1 N011252/02-041021

| ja) Total aerobic microbial
count / Obliee ynucso
A3POBHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and

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

Shall be absent in 1g / OrcyTcTBHE B 1
r

mould count / Ob1uee yucio Absent
ITPOMOKEBBIX U TUIECHEBBIX
rpuboB
c) E. coli [
9 Uniformity of dosage units / Acceptance value (AV) should be not
| O1HOpPOAHOCTH 103HPOBAHUSA 1.5 more than 15.0 / TlokasaTens
npuemnemMocTi (AV) nomkeH GbITh He
‘ - Jbuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be not
%more than 15.0 / Iloka3arens
1.6 [mpuemnemoctr (AV) HomkeH ObITh He

- Paracetamol / mapaueramoin

10 Assay / KonuuecTBeHHOe
onpejesieHHe

99.1 mg /99.1 mr

124.9 mg / 124.9 mr

b_t_)_;_[ee 15,0

190.0 mg to 110.0 mg of C3H;30-

(ibuprofen) per tablet /
DT 90,0 MTI" 40 110,0 Mr C13H1802
(nGynpoden) B Tabnerke
112.5 mg to 137.5 mg of CsHoNO,
paracetamol) per tablet /
7 112,5 mr go 137,5 mr CsHgNO;
(napaueramon) B Tabnerke

Remarks : The Product conforms to ND/
IIpnmeuanme: [IponykT cooTBeTcTBYET TpebopanusiM HJ{

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlonrorosneHo: /ﬁ [Iposepeno: Pardeep Kumar Opobpeno; Menenxep /
Pravesh Rana n_ f Pykosomurens
(—31/’"" Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Jara: 02.01.2023 Jara: 02.01.2023 Hara: 02.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: [85195AP1984PLC0O04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Qe
DI‘. Reddy,s ‘... 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
CEPTUDPUKAT AHAJIM3A

PageSof 5/Crp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6yxann FOunop®, Tadnerku gucneprupyemble [ans aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202653 Batch Quantity / O6bem naptuu : 547.500kg
Analytical Report No / AHannTHYecKH# oTueT Ne : Date of Analysis / lata ananu3a: 02.01.2023
890001636696

Date of Manufacture / /lata npoussoacrtsa : Dec-2022 |Date of Expiry / Cpok roagnoctu : Nov-2027

Analysis performed according ND / Anaau3 nposegen mo HJI: II N011252/02-041021

11 Package / YnakoBka 10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 2_(}:
and patient information leaflet in ablisters and patient information leaflef|
carton pack. / Ilo 10 taBneroxk gin a carton pack. / ITo 10 TaGnerox B
omictep 13 TIBX/AL Tlo 2 6Hli.c1‘€pa;6ﬂl-lCT{:p u3 [IBX/Al Ilo 1, 2 unu 201
BMECTE c HHCTPYKLHEI MODJHCTEPOB BMECTE C MHCTPYKUMEH 1o
MpPHMEHEHHEO B NIaYKy KapTOHHYIO.  MPUMEHEHHIO B 14Ky KaPTOHHY. |

12 [.abeling / MapknpoBKa According to ND. / B cootsetrcTBuu ¢ HJI.

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

XpaHeHHne
B opurnHansHoit ynakogke (bnucrep B navke) NpH TEMIIEPATYPE HE BhILIE

25 °C.
14 Shelf life / Cpox rognocTu |5 years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: IIpoaykr coorBeTcTBYeT TpeboBanusm HJI 3axaouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloxarorosneHo: Ilposepeno: Pardeep Kumar Onobpeno: Menemxep /

p
/
Pravesh Rana "7 Pykosoautensb W
be—f/r Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Hara; 02.01.2023 Hara: 02.01.2023 JaTa: 02.01.2023
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