Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTUPUKAT AHAJTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NG6yknuH tOHMOp®, TabneTku gucneprupyemele [ana aetein], 100 mr + 125 mr

Batch No / Cepus Ne : V2101536

Batch Quantity / O6bem naptuu : 547.500 KG

:890001547411

Analytical Report No / AHanuTn4yeckuin otyet Ne

Date of Analysis / Jata aHanusa: 29.09.2021

2021

Date of Manufacture / lata npousBoacTBa : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanu3 nposeaeH no HA: 1 N011252/02-021017

Ne  Test/ Moka3zaTens

Result / PesynbTathl

Specification / Hopma

1 Descr_iption / Onucaxve

Kpyrnble nnockounnuHapuyeckne
TabneTky po30Boro LpeTa ¢
BKpansieHnamu, ¢ ackoi n puckom
Ha O0gHOWN CTOpOHe,

C XapaKTepHbLIM 3anaxom

2 |dentification /
MognuMHHOCTL

Complies as prescribed/
B cOOTBETCTBUM C ONUCAHUEM

Pink flat-faced beveled-edge tablets Pink flat-faced beveled-edge tablets with
with impregnations and a score-line impregnations and a score-line on one
on one side and characteristic odor.

side and characteristic odor.

Kpyrnble nnockouunuHapuyeckue
TabneTKkn Po30BOro LBeTa C
BKpanneHnAMU, ¢ Packon N pUCKON Ha
OLHOW CTOPOHeE,

C XapaKTepHbIM 3anaxom -

The retention time 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 yaepxuBaHusi OCHOBHbLIX NUKOB
Ha XpomMaTorpaMme UCMbITYEMOro
pacTeopa fOSMKHbI COOTBETCTBOBATH
BpeMeHam yaepXuBaHNA NUKoOB Ha
XxpomMmaTtorpamme pacTteopa CTaH4apTHbIX
oOpasLos nbynpodeHa n napaueTaMona
(paspen «KonunyectseHHoe |
onpeaenexnve»)

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooTseTcTBYET TPeboBaHwsaM HJ

Opinion : APPROVED
3akntovyenue: OQOBPEHO

Prepared by /
[ToaroToBNEHO:
Pardeep Kumar

Checked by /
MpoeepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /
PykoBogutens

Pawan Kumar )

S M /S\-vf*
Print Date: Print Date: Print Date:
HaTa:29.09.2021 Hara:29.09.2021 Jdarta:29.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NeyknuH KOHMop®, Tabnetku aucneprupyemble [ans aeten], 100 mr + 125 mMr

Batch No / Cepusa Ne : V2101536

Batch Quantity / O6bem naptuu : 547.500 KG

:890001547411

Analytical Report No / AHanutuyieckui otyet Ne

Date of Analysis / [lata aHanusa: 29.09.2021

2021

Date of Manufacture / ata npousBofacTea : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / Avanus nposeaeH no HA: N N011252/02-021017

3 Average weight and '
uniformity of weight /
CpeaHaa macca u
0[HOPOOHOCTb Macchbl

364.4 mg/ 364.4 mr

Complies

4 ‘Disintegration /

00 Minute 39 seconds

357.7 mg to 372.3 mg (365.0 mg 2.0

%) [ 357.7 mr to 372.3 mr(365,0 mr £ 2,0

OA))

18/20 tablets — NMT 5 % / 18/20 tabn. —

He bonee + 5 % 2/20 tablets — NMT 10 %
2/20 Tabn. — He Gonee + 10 %

Not more than 3 minutes /

He Gonee 3 muH

PacnagaemocTb
5 Dissolution / 96-99%
PacTtBopeHune
95-98%

Not less than 70% (Q) of C13H10
(ibuprofen) after 30 min

Not less than 70% (Q) of CgHsNO;
(paracetamol) after 30 min/
He wmeHee 70 % (Q)
(nbynpocheH) yepes 30 MuH
He meHee 70 % (Q) CsHsNO2
(napauertamon) yepes 30 MUH

C1aH1:03

6  |Dispersibility /
[ncnepcHocTb

Complies / CooTBETCTBYET

[Uniform suspension passing through the
(710 ym sieve is formed / OBpasyeTca
oHOpOAHasA CycneHsus, npoxoasLuas
yepes cUTo ¢ pasmepom sdeek 710 Mkm

Remarks : The Product conforms to ND/
MpumeyvaHune: MNMpoaykT cooTeeTcTBYET TpeboBaHnam HL

Opinion : APPROVED
3akntoyenue: OQOBPEHO

Prepared by /
MNoproToBneHo:
Pardeep Kumar

il

R
L ==

Checked by /
MpoeepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: Menepxep /
PykoBoautens

Pawan Kumar

Print Date:
[aTa:29.09.2021

Print Date:
[Narta:29.09.2021

Print Date:
HNaTta:29.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH KOHNOp®, TabneTkn aucneprupyemele [Ana aeten], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101536 Batch Quantity / Oobem naptuu : 547.500 KG
Analytical Report No / AHanutnueckuit otuet Ne |Date of Analysis / ata aHanusa: 29.09.2021

1890001547411
Date of Manufacture / [lata nponsgoacTtea : Sep- |Date of Expiry / Cpok rogHocTh : Aug-2026
2021
Analysis performed according ND / AHanu3 npoeepgeH no H: I N011252/02-021017

7 Related substances /
PoacTeeHHble npumMecu
i) Highest individual
impurity/ Jliob6as 0.05% i) Not more than 0.3% / He 6onee 0,3%
|ep,V|H|/|qHa;| npumech
||/|6ynpoq)eHa
ii) Total impurities of
Ibuprofen / Cymma 0.1%
npumecen nbynpodeHa ii) Not more than 1.0% / He 6onee 1,0 %
b)P-aminophenol b) Not more than 0.005% / He 6onee
(Paracetamol impurity) / 0.00002% 0,005 %.
4-amunHodeHon
(npymech
‘napauertamona)
8 Microbial limits /
Mukpobuornornyeckas
r-IVICTOTa
a) Total aerobic 50 CFU/g/ Not more than 1000 CFU/g /
lmicrobial count / ObLee 50 KOE/T He 6onee 1000 KOE/r
MMCI0 a3pOBHbIX
MUKPOOPraHu3mMoB
|
Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumevanue: Mpoaykr cooTBeTcTBYET TPEGOBaHMAM HI 3axkntoueHue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTtosneHo: [MposepeHo: OpobpeHo: Menegxep /
Pardeep Kumar Himesh Kumar PykosoguTensb
- Pawan Kumar )
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
WU6yknuH OHMOp®, Tabnetku ancneprupyemoie [Ans geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101536

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanutuueckui otyeT Ne
1890001547411

Date of Analysis / [lata aHanu3a: 29.09.2021

2021

Date of Manufacture / [laTa npousBoacTea : Sep-

Date of Expiry / Cpok roaHocT : Aug-2026

|Analysis performed according ND / AHanus nposezeH no HAO: M N011252/02-021017

b) Total combined
yeasts and mould count
OGwee yncno
[APOMOKEBBLIX W

nnecHeBbIX I'pI/IGOB

Less than 100 CFU/g/

MeHee 100 KOE/r

INot more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli Absent in 1g / OtcyTcTByeT B 1r  Shall be absent in 1g/ Otcytcteue B 11
9 Uniformity of dosage
units a) Acceptance value (AV) should be not
OaHopoaHoCTb 1.7 more than 15.0
[103UPOBaHUSA MokasaTenb npuemnemocTtn (AV)
a) - [buprofen/ \nomkeH oblTe He Bonee 15,0
néynpodeH b) Acceptance value (AV) should be not
' more than 15.0
MokazaTenb npremnemoctu (AV)
b) Paracetamol / 1.7 normkeH bbiTe He 6onee 15,0
napaueTamon B -
10 |Assay/ 112.5 mg to 137.5 mg of CgHeNO2
Konn4ecteeHHoe 123.0 mg/123.0 mr (paracetamol) per tablet / OT 112,5 Mr go
onpeaeneHne 137,5 mr CgHgNO>

98.6 mg/ 98.6 mr

(napaueTtamon) B TabrieTke

90.0 mg to 110.0 mg of C13H1s0:
(ibuprofen) per tablet /

Or 90,0 mr go 110,0 Mr CisHisO4
(wbynpodpeH) B TabneTke

Remarks : The Product conforms to ND/
Mpumeyanue: [poaykT cOOTBETCTBYET TpeboBaHNAM HO

Opinion : APPROVED
3akntovyenue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

MNoaroTosneHo: MposepeHo: Opobpero: Merepxep /
Pardeep Kumar Himesh Kumar PykosoouTtens |
(DL/' C/\,,//-’;: Faian ey /\sz
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
WG6yknuH KOHMOp®, TabneTku Ancneprupyemele [ans aetei], 100 mr + 125 mr

Batch No / Cepus Ne : V2101536

Batch Quantity / O6eM naptum : 547.500 KG

Analytical Report No / AHanuTuyeckui otyeTt Ne
1890001547411

Date of Analysis / laTta aHanu3a: 29.09.2021

Date of Manufacture / [lata npousBoacTBa : Sep-
2021

Date of Expiry / Cpok ropHocTH : Aug-2026

Analysis performed according ND / AHanus nposeget no HA: I1 N011252/02-021017

10 tablets in PVC/Al blister. 1, 2 or 20

11 Package / YnakoBka 10 tablets in PVC/AI blister. 2
blisters and patient information blisters and patient information leaflet in a
leaflet in a carton pack. / o 10 carton pack. / o 10 TabneTtok B 6nuctep
TabneTok B 6nuctep uz NBX /Al 3 MBX/ Al Mo 1, 2 nnmn 20 Gnvctepos
Mo 2 6nucTtepa Bm BMECTE C UHCTPYKUMEN NO NPUMEHEHMIO
ecTe C NHCTPYKLUMen no B NaYKy KAPTOHHY!O.
NPUMEHEHUIO B NaYKy KapTOHHYIO. - R

12 |Labeling / MapkupoBka |According to ND / B cooteetcTBUM ¢ HL]

13  [Storage conditions / Protected from light at temperature below 25°C. / B 3alimiieHHOM 0OT cBeTa

XpaHeHve MecTe npu TemnepaType He Boiwe 25 °C.
14  Shelf life / Cpok 5 years / 5 net

rOAHOCTU

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cootseTcTBYET TpebosaHuam HA

Opinion : APPROVED
3akntovyeHne: OQOBPEHO

Prepared by /
MNoarotToBnNeHo:

Checked by /
[NpoeepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /
PykoBoguTens

Pardeep Kumar :
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