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Page 1 of 5/Ctp.1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmn FOunop®, TadieTkn ancneprupyemele [aas aereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2200344

Batch Quantity / O6bem naptun : 547.500kg

890001577958

Analytical Report No / Ananntr4eckuii oTuer Ne :

Date of Analysis / JaTa anaanza: 10.03.2022

Date of Manufacture / laTa npou3ssoacrsa : Feb-2022

Date of Expiry / Cpok rognocts : Jan-2027

Analysis performed according ND / Anaaus nposeaen mo HJI: 11 N011252/02-041021

Ne Test / Ioka3aTen

Results / Pe3yabTaTsl

Specification / Hopma |

1 Description / Onucanue

one side and characteristic odor. /
Kpyrinsie
TabseTkH  poO30BOrO0  LBETA
onHoi

XapaKTEPHBIM 3aIIAXOM.

2 Identification /
IlogIHHHOCTDL

Complies as prescribed/
CooTBeTCTBYET

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

MJIOCKOLIHHApHYecKkHEK pyribie

BKpAIIEHUAMHU, € (hackoil ¥ puckoi HaKparieHHsIMI, ¢ (ackoi u puckoit Ha
CTOPOHE, 0LHOMH

lone side and characteristic odor. /
IUIOCKOLMITUHAPHYECKHUE
crabneTkn  poO30BOrO  LBETa  C
CTOpOHE,
C XapaKTEpHbIM 3aIaXOM.
[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). / Bpemena
YAEPAKHBAHHSA OCHOBHBIX THKOB Ha
XpoMaTorpamMme HCIBITYEMOTrO
pacTBOpa NOJDKHbI COOTBETCTBOBATH
BpeMeHaM YAepaKHBaHWA THKOB Ha
XpoMaTorpamme pacTeOpa
cTaHjapTHLIX o0bpasuoB noynpodena
" napateramora (pazmen
«KOIHYECTBEHHOE ONMpeASieHne»).

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT cooTBercTByeT TpeboBanusaM HJJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IMoaroroBneHo:
Naresh Kumar @(

Checked by /
IpoBepeHo:
Pardeep Kumar

4

Approved by: Manager/Executive /
Onobpeno: Menemkep |
PyxoBoanTens &
Kusum Lata

—

Reprint Date:
Hara: 10.03.2022

Reprint Date:
Jara: 10.03.2022

Reprint Date:
Jata: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4U 490U 2Y9Y, Emall: mailwdrreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykanH IOHH0p®, TabsieTKH Ancneprupyemble [ais aereid], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200344

Batch Quantity / O6bem naprnu : 547.500kg

890001577958

Analytical Report No / Ananuru4eckuii oruer No : Date of Analysis / laTta anaum3a: 10.03.2022

Date of Manufacture / Jlata npousBojacrsa : Feb-2022 |Date of Expiry / Cpok roanocru : Jan-2027

Analysis performed according ND / Auauus npoeenen mo HJI: [T N011252/02-041021

3 l/Average weight of tablets /
Cpennss macca Ta6JeTOK

) 362.4mg/ 362.4mr 357.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 Mr o 372,3 mr
Complies/cooTBeTCTBYET (365,0 Mmr £ 2,0 %)

T 00 min 37 Seconds/00 muH 37 Sec [Not more than 3 min /
He 6onee 3 MuH

Results / PesyabTaTsl Specification / Hopma

4 Disintegration /
= Pacnajaemocts
Ne Test / Iloka3zaTeanb
B Dissolution /
[PacTBOpenue

96% to 99% Not less than 70% (Q) of Ci3H30,
l(ibuprm"m'l) after 30 min /

He wmenee 70 % (Q) CiHisOq
(ubympoden) uepes 30 MUH

95% to 98% Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wMenee 70 % (Q) GCsHoNO:
( napareramon) yepes 30 MUH

6 Dispersibility /

Complies / CooTBeTCTBYET Uniform suspension passing through

JlucnepcHOCTh the 710 um sieve is formed
OGpasyercst oAHOPOAHAS CycneHsis,
NpOXO/IAIAs Yepe3 CHTO C PA3MEPOM,
~ orBepeTnii 710 MKM

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanune: IIpogykr coorBeTcTBYET TpeboBaHuam HJL 3axmouenne: OJIOBPEHO

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

Iloarorosnexo: Iposepeno: Opnodpeno: Menemkep /

Naresh Kumar (Né Pardeep Kumar af-—/ Pykosoautens o\

— B Kusum Lata <
Reprint Date: Reprint Date: Reprint Date:
Jara: 10.03.2022 Hara: 10.03.2022 Hara: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOunop®, TabaeTku Jucneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200344

Batch Quantity / O6bem napTuu : 547.500kg

890001577958

Analytical Report No / AHanMTH4YecKui oTdeT Ne :

Date of Analysis / /IaTa anamu3a: 10.03.2022

Date of Manufacture / lata nponssoacrsa : Feb-2022

Date of Expiry / Cpox rogaocrty : Jan-2027

Analysis performed according ND / Anaau3s npoeegen mo HJI: ITN011252/02-041021

7 Related substances /
PoacTBeHHBbIE IPUMECH

Method 1/ Metonm 1 —
Determination of 4-Amino

CozepKaHus CofepKaHus
4-amuHOdeHoIa

Method 2 / Metop 2 —
Determination of Ibuprofen

impurities / Onpenenenue
HeHIEHTHPUITPOBAHHBIX
npumMeceii uOynpodeHa u

Mapaneramora

Phenol content / Onpenenenue

and Paracetamol unidentified

0.0001%

0.07%

0.12%

l4-aminophenol (paracetamol impurity)

M-aMHHOQEHOI (mpuMeck
mapaueramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) |/
EnendHas HenaeHTHOULIUPOBAHHAS]
[IpuMech ubynpodena W
[mapaneTamona -

ot more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)

Cymma nipumeceii (Mertoz 1 +Metoz
2) - not more than 0.7% / He 6omee 0.7
%

Results / Pe3yJabTaThl

Specification / Hopma

Ne Test / Iloka3zaTesb

8 Microbial limits /
MuKpOOHOJIOTHYECKAN
qHCTOTA

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

Remarks : The Product conforms to ND/
Ilpumevanue: [IpoxykT cooTBeTcTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3akmrwuenune: OJJOGPEHO

Hara: 10.03.2022

Prepared by / _ Checked by / Approved by: Manager/Executive /
IToaroroenexo: IIpoepeHo: Onobpeno: Menemiep /
Naresh Kumar % Pardeep Kumar i, Pykosomntens gﬂ/
- Kusum Lata
Reprint Date: Reprint Date: Reprint Date:

Hata: 10.03.2022

Harta: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykann F0unop®, Tabjerku aucneprupyemsie s aereii], 100 mr + 125 Mr

Batch No / Cepuss Ne : V2200344

Batch Quantity / O6bem maptuu : 547.500kg

Analytical Report No / AnanuTH4Yeckui oryer Ne :
890001577958

Date of Analysis / {aTa ananu3a: 10.03.2022

Date of Manufacture / lata npou3BoacTBa : Feb-2022

Date of Expiry / Cpok rogaocts : Jan-2027

Analysis performed according ND / Anaqu3 nposenen no HJI: [1N011252/02-041021

a) Total aerobic microbial
count / Ofuiee 9ucio

Ionpez(eﬂeﬂne

J

99.6 mg /99.6 Mr

122.9 mg/ 122.9 Mr

a3pOOHBIX MUKPOOPTaHU3MOB Absent Shall be absent in 1g / OrcyTrcTBHE B 1
r
| b) Total combined yeasts and
mould count / Ob11iee Yucno
[IPOKKEBHIX U MJIECHEBBIX
rprboB
) E. coli - S
9 Uniformity of dosage units / IAcceptance value (AV) should be not
OAHOPOAHOCTD AO3MPOBAHHUS 2.2 more than 150 / TIlokasarens
npuemaemocti (AV) 1omkeH 6bITh He
- Ibuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasatens
2.2 npuemnemoctu (AV) nookeH ObITh He
- Paracetamol / napaueTramos Gonee 15,0 -
Ne  Test/ Ilokasarenanb Results / PesyabTaThl Specification / Hopma -
10 Assay / KoinuecTBeHHOE 00.0 mg to 110.0 mg of C13H 1302

(ibuprofen) per tablet /

(@Fy 90,0 MTI" 0O 110,0 mr Ci3H 1303
(nbynpoden) B TabneTKe

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

O7 112,5 mr go 137,5 Mr CgHgNO»
(napaiteramon) B TabJCTKC

Remarks : The Product conforms to ND/
Ipumeuanue: [IponykT cooTBeTCTBYET Tpebopanusam H/

Opinion : APPROVED
Zaxmouenne: OJJOBPEHO

Prepared by /
Iloxaroromneno:
Naresh Kumar

&

P

Checked by /
IIposepeHo:
Pardeep Kumar

L

Approved by: Manager/Executive /

Onobpeno: Menemxep /
PyxoBoauTtenb %ﬁ/

Kusum Lata

Reprint Date:
Jara: 10.03.2022

Reprint Date:
JHata: 10.03.2022

Reprint Date:
Jata: 10.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6 .
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

PageSof 5/Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TabJerku qucneprupyemsie [11a gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200344 Batch Quantity / O6bem naptuu : 547.500kg
Analytical Report No / AnanmuTnyecknii oryer Ne : Date of Analysis / Jlata ananu3a: 10.03.2022
890001577958

Date of Manufacture / lata nponssoactsa : Feb-2022

Date of Expiry / Cpok rogaoctu : Jan-2027

Analysis performed according ND / Anaan3 nposeaen nmo HJI: [1N011252/02-041021

11 Package / Ynakoska 10 tablets in PVC/ALI blister. 2 bliStemL];O tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in aLlistcrs and patient information leaflet
carton pack. / Ilo 10 Tabnerok Bin a carton pack. / [To 10 tabGnerok B
onuctep u3 TIBX/AL Tlo 2 6n14c1"epajom-1r:'rep us [IBX/AL Tlo 1, 2 unu 20
BMECTE c HHCTpYKLHei MOBIICTEPOB BMECTE € MHCTPYKIHETT 110

~ mnpHMEHEHHIO B MaYKy KAPTOHHYI).  MPHUMEHEHHIO B Ma4Ky KapTOHHYIO. |
(12 Labeling / MapkupoBka |According to ND. / B cootserctBuu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHenue

B opurnHanbHOH yriakoBke (61ucTep B nayke) NpyH TEMIEPATYPe HE BhILIE
25 °C.

14 Shelf life / Cpok rognocT {5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Iponykt cootBercTByeT TpeboBanusam HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IIpoBepeHo: g Opnobpeno: Menemien /
Naresh Kumar @r Pardeep Kumar c=—— PykoBonnTens ‘Xﬁg/

- Kusum Lat

usum Lata

Reprint Date: Reprint Date: Reprint Date:
Hata: 10.03.2022 Hara: 10.03.2022 Hara: 10.03.2022
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