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’?rod'uct : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxman FOunop®, Tabnerku aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300076

Batch Quantity / O6sem naprum : 547.500kg

890001640260

Analytical Report No / Anaaurnyecknii orger Ne :

Date of Analysis / laTta anammsa: 19.01.2023

Date of Manufacture / lata nponssogcrsa : Dec-2022

Date of Expiry

/ Cpoxk rognoctn : Nov-2027

Analysis performed according ND / Anasns nposeen mo HJI: IT1N011252/02-041021

Test / IToka3aresb

Results / PesyabraTtsel

Specification / Hopma

1

Description / Onucanue

with impregnations and a score-line on
one side and characteristic odor. /

C XapakTEpHbIM 3a1aXoM.

iprrnble NAOCKOUMAUHAPHUECKHEKPYT/Ible  MIOCKOLMJIMHAPUYECKHUE
TabneTkn  po3oBOro  uBeta  crabiaeTkH  po3oBOro  LBETa ¢
BKPAINIEHUAMH, C (hackoil ¥ prCKOH HaBKparieHHAMH, ¢ Gackoii i puckoil Ha
OnHOI CTOPOHE,0HOI] CTOpOHE,

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

with impregnations and a score-line on
one side and characteristic odor. /

C XapaKTECPHBIM 3araxoM.

3%

Identification /
Mopmunoers

Complies as prescribed/
CooTBeTcTBYET

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
YASPIKMBAHHSA OCHOBHBIX MHKOB HA
XpomMarorpamMmme HCHBITYEMOTO
pacTBOpa AOIIKHBI COOTBETCTBOBATH

BpEMEHAM YACPKUBAHHA MHKOB HA
XpomaTtorpamme pacTeopa
cTaHAapTHbIX 00pasuos ndynpodeHa
i napaieramona (paznen

|
«KomuecTBeHHOE ONpe/IeNneHIe). ‘

Remarks : The Product conforms to ND/
Ipumeyanue: Ipoxykr cooretcTBYeT Tpebosanusm HJI

Opinion : APPROVED
3akmouenne: OJIOGPEHO

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

[ToxarorosneHo: — IIpoBepeno: Ramakant ‘J_ Onobpeno: Menemxep / A

Shivani Devi /& ' /gh:g\_gﬂ, - PykoBoamnTens Mttt
WA Manoj Kumar '

Reprint Date: Reprint Date: Reprint Date:

Hara: 19.01.2023 Hara: 19.01.2023 Hata: 19.01.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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S

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun YOunop®, TabjaeTku aucneprupyemsle [aas aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300076

Batch Quantity / O6bem napruu : 547.500kg

890001640260

Analytical Report No / AHannTH4eckuii oTyer Ne :

Date of Analysis / laTa anamm3za: 19.01.2023

Date of Manufacture / lata npoussogcrsa : Dec-2022

Date of Expiry / Cpok rognoeru : Nov-2027

Analysis performed according ND / Anasnns nposeaen no HJL: ITN011252/02-041021

_TI‘est / Iloka3aTteJin

PVQ

Results / Pe3yibTaTbl

3 -Average weight of tablets /
Cpeaunss Macca TabieTox

363.7 mg/ 363.7 mr

Complies/cooTBeTCTBYET

1357.7 mg to 372.3 mg (365.0 mg +

Not more than 3 min /

Specification / Hopma

2.0 %). / Ot 357,7 mr o 372,3 mr
(365,0 Mr +2,0 %)

4 Disintegration / 00 min:23 Seconds/00 muu 23 Sec
Pacnianaemoctb He 6onee 3 MuH

5 Dissolution / 98% to 100 % ot less than 70% (Q) of Cj3Hi530;
PacTBopenne {(ibuprofen) after 30 min /

97% to 100%

He wmenee 70 % (Q) CiHisOs
(nbynpoden) yepes 30 Mmun
Not less than 70% (Q) of CsHoNO,
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MUH

6 Dispersibility /
IucnepcHocTh

Complies / CooTBeTcTBYET

Uniform suspension passing through!
the 710 pm sieve is formed /
Obpasyerest 0AHOPONHAs CYCHEH3IS,
MPOXOJISLIAN Yepe3 CHTO ¢ PasMepoM
orseperuii 710 Mrm

Remarks : The Product conforms to ND/
ITpumeyanne: [Mpoaykr coorseTcTBYET TpeGoBanmsam HJT

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

[ToaroroBneno: T IIpoBepeno: Ramakant V Onobpeno: Menemxep / ;

Shivani Devi /A Ay Y PykoBoauTes x Y
ﬂu‘*@ Manoj Kumar w

Reprint Date: Reprint Date: Reprint Date:

Hara: 19.01.2023 Hata: 19.01.2023 Hara: 19.01.2023
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykans IOunop®, Tabaerku gucneprapyemble [1is aeteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300076

Batch Quantity / O6bem naprnn : 547.500kg

890001640260

Analytical Report No / Ananuruyeckuii order Ne :

Date of Analysis / lata anann3a: 19.01.2023

Date of Manufacture / Jlara nponsBoacrsa : Dec-2022

Date of Expiry / Cpok roanoctu : Nov-2027

Analysis performed according ND / Ananu3 nposegen mo HJL: I1N011252/02-041021

Ne  [Test / Iloka3aTenn

Results / PesyabTaTel

]FSpeciﬁcation / Hopma

7 Related substances /
[ PoxcTBeHHbIE IPHMeECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpeznenexue
CofiepKaHusl CoiepKaHUs
4-amuHOdeHoNa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HenJeHTU(hULHPOBAHHBIX
npumeceit uoynpodeHa u
napateTamosna

0.000005%

0.07%

0.07%

4-aminophenol (paracetamol impurity)
/
4-aMUHOGEHO (nmpuMmecs
mapaneramona) - not more than
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
Envnnunas HewACHTHOHUMPOBaHHAS
IpUMECH nbynpodeHa iy
mapareTamona - _
not more than 0.2% / ne 6onee 0,2% |
Total impurities (Method 1+Method 2)
/ Cymma npumeceit (Meroz 1 + Metog
2) - not more than 0.7% / ne 6onee 0.7
%o

l

8 Microbial limits /
Mukpoduosornyeckast
4HCTOTA

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

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

INot more than 100 CFU/g/
He Gonee 100 KOE/r

Remarks : The Product conforms to ND/
Mpumeaanne: ITpogyKT cooTseTeTByCT Tpcbonamuam [1]1

Opinion : APPROVED
3arsuotcnnct OJIOEPEHO

Prepared by /
IloarorosJieHo:
Shivani Devi

Ar

Checked by /
Ilposepeno: Ram

ko

Approved by: Manager/Executive /
Onobpeno: Menemxep /

PykoBogurens .MM

Manoj Kumar

Reprint Date:
Jarta: 19.01.2023

Reprint Date:
Hara: 19.01.2023

Reprint Date:
Hara: 19.01.2023

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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Page 4 of S/ Crp.4mu3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrmmn FOnnop®, tabierkn aucneprupyemsole [ns aereii], 100 mr + 125 mr

Batch No./ Cepust Ne : V2300076

Batch Quantity / O6bem napruu : 547.500kg

890001640260

Analytical Report No / AnaanTnyeckuii orger Ne :

Date of Analysis / /laTa ananu3a: 19.01.2023

Date of Manufacture / /lata nponzsoacrsa : Dec-2022

Date of Expiry / Cpok rogaoctu : Nov-2027

Analysis performed according ND / Ananus nposeaen no HII: TINO011252/02-041021

ount / O01iee yncno

E) Total aerobic microbial
IPOOHLIX MHKPOOPTaHH3MOB

b) Total combined yeasts and

Less than 100 Cﬁj/_g/
Menee 100 KOE/r

IShaII be absent in 1g / OtcyTeTsne B 1
s

- Paracetamol / napaueramon

mould count / O61iee yncno Absent
NPOAOKEBBIX U MIECHEBBIX
rpuboB |
, c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOpPOAHOCTD J03HPOBAHHS 1.2 more than 15.0 / [Ilokazartens
npuemaemoctn (AV) fomkeH ObiTh He
- Ibuprofen / ubynpogen Oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasaremns
1.3 npuemnemoct (AV) nomier ObITh HE

Oosee 15,0

10 Assay / KonuuyecTBenHoe

onpenejaeHlHe

99.0 mg /99.0 mr

123.6 mg/ 123.6 mr

90.0 mg to 110.0 mg of C;3H 50,

(tbuprofen) per tablet /

Ot 90,0 mr mo 110,0 mr C3H 30,
(nGynpoden) B TabneTke

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

Ot 112,5 mr go 137,5 mr CsHoNO»
(napaueramon) B Tabnerke |

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTBeTcTBYeT TpeboBanmusaM HJ|

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
[oarorosmnexo: Sf" [TposepeHo: Ramakant Oxobpeno: Menemkep /
Shivani Devi / qc ﬁ PyKoBOANTEN: btz
W Manoj Kumar :
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.01.2023 Hara: 19.01.2023 Hara: 19.01.2023
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

PageSof S/ Crp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmn FOrnop®, TabieTkn gucneprupyembie [mis nereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300076

Batch Quantity / O6wem maprun : 547.500kg

890001640260

Analytical Report No / Anaantnuecknii oruer No

Date of Analysis / laTa ananmsa: 19.01.2023

Date of Manufacture / [lata nponssoaersa : Dec-2022

Date of Expiry / Cpoxk roanocts : Nov-2027

Analysis performed according ND / Anaaus npogenen mo HJI: IT1 N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/AI blister. 2 blistcrsllIU tablets in PVC/Al blister. 1, 2 or 20|
and patient information leaflet in ablisters and patient information leaflef
arton pack. / Ilo 10 Ttabnerox 3@ a carton pack. / Ilo 10 TaGnerox B
ommcrep u3 TIBX/AL Tlo 2 6nuctepabnuctep nz [IBX/AL Tlo 1, 2 wau 20
BMecCTe c MHCTpYKLHei n%m«:-repoa BMECTe ¢ MHCTPYKIHeii rno
MPHMEHEHMIO B NTAYKY KapTOHHYIO. PHMEHEHHIO B MAYKY KapTOHHYIO,

12 Labeling / Maplcupomc;

According to ND. / B cootsercteuu ¢ HJI.

‘l 3 Storage conditions /
NpaHenune

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

B opurunaieHoii ynakoske (61ucTep B mauke) npu TEMIIEPATYPE HE BHIIIIE
25 °C,

14 Shelf life / Cpoxk roamoctn

5 years / 5 ner

Remarks : The Product conforms to ND/
Hpumerammc: IMpoayKkT COOTBCTC syt 1 peGUBAHUAM H

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Prepared by /
[Toarorosnexo:
Shivani Devi

A7

Checked by /

ITpoBepeno: Ramakant T
: 1
@g@%l/

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoaurtens

Manoj Kumar E

Reprint Date:
Hara: 19.01.2023

Reprint Date:
Jara: 19.01.2023

Reprint Date:
Hara: 19.01.2023
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