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Page 1 of 5/ Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann FOHnop®, TadneTku gucneprupyemsle [ais gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300334

Batch Quantity / O6bem maprun : 547.500kg

890001646690

Analytical Report No / AHaanTudeckuii oryer No :

Date of Analysis / /lata amaimmza: 27.02.2023

Date of Manufacture / Jlara mpoussoacTsa : Feb-2023

Date of Expiry / Cpok rogsocty : Jan-2028

Analysis performed according ND / Ananu3 nposeaen no HJ: TI1N011252/02-041021

Ne Test / Iloka3zaTean Results / Pe3ynbTaThbl ISpecification / Hopma
1 Description / Onucanne 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. / one side and characteristic odor. /
Kpyrinsie NNOCKOLMANHAPUHecKHe I pyriibie JIOCKOLMINHAPHYECKHE
TabneTku ~ pO30BOrO  LBera  CrabieTkn  po3oBOro  UBeTa ¢
BKparieHismin, ¢ Gackol U puckoi 113113Kparme111=1w11, ¢ (packoii 1 prckoit Ha
0JIHOM CTOPOHE,O/HOI CTOPOHE,
| ' C XapaKTepHbIM 3alaxoM. c XapaKTepHbIM 3ar1axoM.
) ‘Identification / Complies as prescribed/ The retention times of the main peaks
[MoaMHHOCTH CooTBeTcTBYET 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
VACPUKHBAHIS OCHOBHLIX [THKOB HQ
XpomarorpaMmme HCMBITYEMOTO
PACTBOPA JIO/KHBLI COOTBETCTBOBATH
BpEMEHAM YARPXKNBAHHS [THKOB Ha
Xpomarorpamme pactBopa
CTaHaapTHBIX 00pasuos noynpodena
in napateraMona (pasznen
«KonmuecTseHHOE onpeaeieHney).
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [1ponykT cooTBeTCTBYET TpebosanuaM H/T 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToeneHo: ITpoeepeno: Himesh Kumar

]
Naresh Kumar é
o

<

Onobpeno: Menemkep /
PykoBoanTesb Ab@(gmuhan

Reprint Date:
Hara: 27.02.2023

Reprint Date:
Hara: 27.02.2023

Reprint Date:
Hata: 27.02.2023

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: L85195AP1984PLCO0O4507

www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykann IOnnop®, TabaeTku mueneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300334

Batch Quantity / O6nem naprun : 547.500kg

890001646690

Xnalytical Report No / AHanuTH4ecKui oTyeT Ne

Date of Analysis / laTta anannza: 27.02.2023

Date of Manufacture / /laTa npoussojiersa : Feb-2023

Date of Expiry / Cpok rogsocrs : Jan-2028

Analysis performed according ND / Anasins nposeaen no HJL: I1 NO1 1252/02-041021

Test / [loxazaTeb

Results / PesynbTaThl

-Speciﬁcation / Hopma B

| =
‘3 Average weight of tablets / 365.2 mg/ 365.2 M 357.7 mg to 372.3 mg (365.0 mg +
Cpenuss macca TabJeTox 2.0 %). /Ot 357,7 mr no 372,3 mr
Complies/cooTBETCTBYET (365,0 Mr + 2,0 %)
4 Disintegration / 00 min:22 Seconds/00 mun 22 Sec [Not more than 3 min /
| [PacmajnaemMocThb [He Gosiee 3 MuH
5 Dissolution / | 98% to 100 % TNot less than 70% (Q) of Ci:His0:
PacrBopenne ibuprofen) after 30 min /
| He wmenee 70 % (Q) Ci3H 1502
udynpoten) sepes 30 muH
96% to 98% Not less than 70% (Q) of CsHsNO:
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
napaueramoJ) Hepes 30 MilH
6 Dispersibility / Complies / CooTBETCTBYET niform suspension passing through
TucnepcHOCTh he 710um sieve is formed
OpasyeTcsi OLHOPOAHAS CYCIHEH3HS,
| NPOXOAAIIAs 4epe3 CHTO C PasMepoM
| Teeperiii 710 MM

Fest / Iloka3aTteb

P\‘u

‘ Results / PeayabTaThl

"Specifi-c;ﬁ-un / Hopma

Remarks : The Product conforms to ND/
pumeuanue: [Iponykr coorsercryer tpebosanmniM HJT

Opinion : APPROVED
Jaxmouenune: OJOBPEHO

Hata: 27.02.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: & [Tposepeno: Himesh Kumar Ono6peno: Menejpxep /

Naresh Kumar T C:j—/a Pykogoautess AlhishelfChauhan
Reprint Date: Reprint Date: Reprint Date:

Hara: 27.02.2023

JHara: 27.02.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +81 40 4800 2900;§ aa. 431 40 4300 2999, Crail: mail@drrcddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Page3of 5/Ctp.3u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun YOuuop®, TabaeTku gucneprupyemeie [nias aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300334

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / AHanaTHuecknii oTuer Ne :

890001646690

Date of Analysis / Jlata ananu3sa: 27.02.2023

Date of Manufacture / Jlata npousBojieTea : Feb-2023

Date of Expiry / Cpok roguocti : Jan-2028

Analysis performed according ND / Anaaus nposegen no HJI: T1 N011252/02-041021

7 [Related substances /
PoncreeHHble IpUMeECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onipenenenne
COICPXKAHHUS COACPKAHUS
“-amuHO(peHoNa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HeHAeHTHHULHPOBAHHBIX
npuMeceif udynpogeHa u
imapaueramona

0.0001%

BDL (Disregard Limit 0.05%)

0.0001%

4-aminophenol (paracetamol impurity) /
!4—3.MI/IHO¢)€HOH (nmpyMech napaleTaMona)
- not more than 0.005% / He Gonee 0,005
%

|

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Equnnunasg
HENIEHTUDULMPOBAHHAS TIpHMECH
nbynpodeHa nnu napaneramona -

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

| |
Total impurities (Method 1+Method 2) /
Cymma npumeceii (Meton 1 + MeTog 2) -
‘not more than 0.7% / He 6onee 0.7 %

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponyxt cootseTcTBYET TpeboBanusM H]I

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / i
Iogrorosnexo: /.

Naresh Kumar ft’j_

-

Checked by /
ITposepeno: Himesh Kumar

e T

Approved by: Manager/Executive /

Onobpeno: Menempicep /
Pykosoaurens Atﬁhelf(t‘hauhan

Reprint Date:
Hata: 27.02.2023

Reprint Date:
Hara: 27.02.2023

Reprint Date:
JHara: 27.02.2023

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
HoykauH FOunop®, TadseTku aucneprupyemsle [Aus geteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300334

Batch Quantity / O6bem napruu : 547.500kg

890001646690

Analytical Report No / AHanuTH4eckuii oTyer Ne :

Date of Analysis / JIlata ananusa: 27.02.2023

Date of Manufacture / laTa mponsBoacrtsa : Feb-2023

Date of Expiry / Cpok roguocts : Jan-2028

Analysis performed according ND / Anasnu3 nposegen no H/I: 1T N011252/02-041021

§ Microbial limits / |
MuxpoGronornyeckasl |
MHCTOTA
a) Total aerobic microbial
count / Odl1liee YUCIo

a3POOHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / OGuiee uncno
ITPOAOKEBBIX U MIIECHEBBIX

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/F

rpu6oB Shall be absent in 1g / OtcyTctBUe B 1 1
Absent
c) E. coli |

9 Uniformity of dosage units / lAcceptance value (AV) should be nof
' OnHOPOAHOCTL AO3HPOBAHUS 1.4 more than 15.0 / Ilokasarens
npuemnemMoct (AV) nomikeH OBITb He

|' t Ibuprofen / ubynpoden bosee 15,0
Acceptance value (AV) should be not
‘ ‘ more than 15.0 / Tlokasarens
1.4 npuemiaeMoctid (AV) JnomkeH ObITh HE

‘ |r Paracetamol / napaueramon |

_Q’onee 15_,0

Remarks : The Product conforms to ND/
IMpumeyanue: [IpoaykT cooTBETCTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: _ IIpoBepeno: Himgsh Kumar Opnobpeno: MeHejkep /

Naresh Kumar )i4 C}:nj’,__r—;, PyKoBOANTEND At%he Chauhan
Reprint Date: ) Reprint Date: Reprint Date:

Jara: 27.02.2023 Jara: 27.02.2023 JHata: 27.02.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Page 5of 5/Crp. Su3z 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOnnop®, TadjieTki JAHCHEPrupyeMbic [nas pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300334

Batch Quantity / O0bem nmapTHH : 547.500kg

890001646690

Analytical Report No / AnaiuTH4YecKH# oT4eT Ne:

Date of Analysis / Jlara ana/u3a: 27.02.2023

Date of Manufacture / Jlata npoussojcrsa : Feb-2023

Date of Expiry / CpoK roaHocTH : Jan-2028

Analysis performed according ND / AHa/113 HPOBEACH 10 HJI: T1N011252/02-041021

10 Assay / KonnuecTBeHHOE
onpejeneHne

11 Package / YnakoBka

90.0 mg to 110.0 mg of Ci3H 502
(ibuprofen) per tablet / ‘
Or 90,0 MTI 10 110,0 Mr C13H|302
(n6ynpodeH) B TabneTke ‘
1112.5 mg to 137.5 mg of CsHoNO>
(paracetamol) per tablet / ‘
Ot 112,5 mr g0 137,5 mr CsHoNO;
(mapaierame on) B Tabjerke
10 tablets in PVC/Al blister. 210 tablets in PVC/Al blister. 1, 2 or 2()‘
blisters and patient informationblisters and patient information leaflet in 4
leaflet in a carton pack. / ITo 10Ocarton pack. / ITo 10 TaGneToK B DAHCTEP
raGnerox B 6muctep us [IBX/Alps TIBX/AL Ilo 1, 2 unu 20 DiucTepoB
[lo 2 Onucrepa BMeCTe c{ameme C MHCTpYKLUEH Mo MPUMEHEHUIO B
HHCTPYKLMEil 1O TIPUMEHEHHMIO BMAYKY KapTOHHYIO. ‘
MnauKy KapTOHHYIO.

101.5 mg /101.5 mr

124.9 mg / 124.9 mr

12 Labeling / MapkupoBKa

According to ND. / B cootsetctsun ¢ HJL.

13 Storage conditions /
XpaHeHHe

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

B opuruHanbHON ynakoske (bnucrep B nayke) Npy TEMIEpaType He BhILUE
25 °C.

14 Shelf life / Cpox rognocTn

S years / 5 net

Remarks : The Product conforms to ND/
[ pumveuanue: [[poayKT COOTBETCTBYET rpeboBanusaM HJI

Opinion : APPROVED
3axmouenue: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBNIEHO: . I[Tposepeno: Himesh Kumar Onobpeno: Menexey /

Naresh Kumar '(f’ _— | Pyxosoaurens Abhislhek O(muhan
Reprint Date: Reprint Date: Reprint Date:

Jlara: 27.02.2023 Jara: 27.02.2023 Hara: 27.02.2023
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