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 : 491 98166 56001-02

CEPTUPUKAT AHANTU3A

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHKMOp®, TabneTku ancneprupyembie [ansa geren], 100 mr + 125 mr

Batch No / Cepus Ne : V2101533

Batch Quantity / O6bwem naptum : 547.500 KG

Analytical Report No / AHannTnuyeckun otyet Ne
1890001546125

Date of Analysis / [lata aHanu3a: 22.09.2021

Date of Manufacture / lata nponsBoacTea : Sep-
2021

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanu3 npoBegeH no HO: 1 N011252/02-021017

Test / MokasaTenb

Result / PesyrnbTathl

Specification / Hopma

Ne
1

Description / Onucanve Pink flat-faced beveled-edge tablets!Pink flat-faced beveled-edge tablets with |
|Wi’(h impregnations and a score-line impregnations and a score-line on one

n one side and characteristic odor.

Kpyrnele nnockouunuHapuyeckue
abneTku po3oBoro LBeTa ¢
BKpanneHusamu, ¢ hackoi 1 puckoin
Ha 0JHOW CTOPOHE,
XapaKkTepHbIM 3anaxom

side and characteristic odor.

-prl'J'I ble naocKkounnnHgpunyeckne

TabneTku po3oBOro LgeTa ¢
BKpanneHusmMu, ¢ ackor u puckon Ha
OAHOW CTOpPOHE,

C XapaKTepHbIM 3anaxom

Identification /
[MoannHHOCTL

Complies as prescribed/
B COOTBETCTBUM C OMUCAHNEM

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 yaepxvmBaHus OCHOBHbIX NUKOB
Ha xpomaTtorpamme UcrblITyemMoro
pacTeopa A0SMKHbI COOTBETCTBOBATD
BPEMEHAM YAEPKUBAHMSA NUKOB Ha
XpomaTorpaMmMe pacTeopa CTaHAapTHbIX
o6pasuoB ubynpodeHa 1 napayeramona
(paspen «KonudecTteeHHoe
onpeaeneHme»)

Remarks : The Product conforms to ND/
MpumeyaHue: MMpoaykr cooTBeTcTBYET TPeboBaHNsAM HL

Opinion : APPROVED
3akntouenue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoAroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep /
Ramakant A \\ﬂj— Himesh Kumar PykosoguTens

== == Amit Kumar N
Print Date: Print Date: Print Date:
HaTa:22.09.2021 Hata:22.09.2021 Hata:22.09.2021

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
NoyknuH OHWOp®, TabneTkn aucneprupyemeie [ansa neten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101533

Batch Quantity / O6beM naptuum : 547.500 KG

:890001546125

Analytical Report No / AHanutudecknn otuet Ne

Date of Analysis / [laTta aHanusa: 22.09.2021

2021

Date of Manufacture / [lata npousBoacTBa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanus nposegen no HA: 11 N011252/02-021017

3 Average weight and
uniformity of weight /
CpeaHasa macca n
0AHOPOAHOCTL Macchl

4 Disintegration /

364.2 mg/ 364.2 mr

~ Complies
00 Minute 48 seconds

PacnagaemocTb
5 Dissolution / 100-101%
PacTteopeHne
97-99%

357.7 mg to 372.3 mg (365.0 mg 2.0

%) / 357.7 mrto 372.3 mr{365,0 mr + 2,0

%)

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

He bonee + 5 % 2/20 tablets — NMT 10 %
2/20 Tabn. — He 6bonee + 10 %

Not more than 3 minutes /
He Gonee 3 MuH o
Not less than 70% (Q) of Cy3H102
(ibuprofen) after 30 min

Not less than 70% (Q) of CsHsNO:
(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(nbynpodeH) yepes 30 MuH
He meHee 70 % (Q) CgHsNO:2
(napauetamon) yepes 30 MUH

C1aH1s02

6 Dispersibility /
{AincnepcHocTb

Complies / CooTtBeTCcTBYET

Uniform suspension passing through the |
710 um sieve is formed / O6pasyeTcs
0AHOPOAHAs CycrneHaus, npoxoasilas
uepes cUTo ¢ pasmepom aveek 710 MKkm

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykr cooTseTcTBYET TPeboBaHUsM H/I

Opinion : APPROVED
3akntoyenune: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

MoaroTosnexo: MpoBepeHo: OpobpeHo: MeHepxep /
Ramakant tﬂ Himesh Kumar PykosoguTens
; @-}-/—3 Amit Kumar N
. /Dq/l /l—//
oV
Print Date:  ~ Print Date: Print Date:
[aTa:22.09.2021 Hata:22.09.2021 [arta:22.09.2021
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Product : lbuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMOp®, TabneTku aucneprupyemsle [ana aeten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101533

Batch Quan

tity / O6vem naptum : 547.500 KG

Analytical Report No / AHanutuueckuit otyet Ne

:890001546125

Date of Ana

lysis / lata aHanuza: 22.09.2021

Date of Manufacture / JaTta npoussoacTtsa : Sep-

2021

Date of Exp

iry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanus nposegeH no HA: 1 N011252/02-021017

7 Related substances /
PoAcTBEHHbIE NpUMECcH

i) Highest individual

impurity/ INioGas 0.05%
eANHNYHasa npuMech

néynpoceHa

i) Total impurities of

Ibuprofen / Cymma 0.1%

b)}P-aminophenol
(Paracetamol impurity) /
4-amuHoceHon
(npumech
napaueTtamona)

8 Microbial limits /
Muikpobuonoruyeckas
HucToTa

a) Total aerobic
microbial count / O0Llee
4UCIIO a3pOoBbHbIX
MMWKPOOPraHn3MoB

npumecel ndynpodeHa

i) Not more than 0.3% / He Gorniee 0,3%

i) Not more than 1.0% / He 6onee 1,0 %

Not Detected

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

b) Not more than 0.005% / He Gonee
0,005 %.

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

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykr cooTseTcTByeT TpebosaHuam HJ]

Opinion : APPROVED
3akmnovenue: OJOBPEHO

Prepared by /
INMoaroToBneHo:
Ramakant

Checked by /
[MpoBepeHo:
Himesh Kumar

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

UL* — Amit Kumar : 3/
e ; /
Print Date: Print Date: Print Date:
Harta:22.09.2021 Hata:22.09.2021 Hara:22.09.2021
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMOp®, TabneTkn aucneprupyemele [aAna aeten], 100 mr + 125 mr

Batch Quantity / Obbem naptuu : 547.500 KG
Date of Analysis / [lata aHanuza: 22.09.2021

Batch No / Cepusa No : V2101533

Analytical Report No / AHanutuyeckuit otyet Ne
:890001546125

Date of Manufacture / Jata npousBoacTBa : Sep-
2021

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

Date of Expiry / Cpok rogHocTu : Aug-2026

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

b) Total combined
yeasts and mould count
OOLee yucno
NPOMOKEBBIX U
nrecHesbIX r(pubos

c) E. coli Absent in 1g / OtcytctByeT B 1r [Shall be absent in 1g / OtcyTctBue B 11
9 Uniformity of dosage
units a) Acceptance value (AV) should be not
OpHoOpOAHOCTL 2.8 more than 15.0
031pOBaHNA MokasaTenb npuemnemocTtn (AV)
a) - Ibuprofen/ \normkeH ObITh He Oonee 15,0
néynpodreH b) Acceptance value (AV) should be not
more than 15.0
' MokasaTtenb npuemnemoctu (AV)
b) Paracetamol / 4.1 \normkeH ObiTb He 6onee 15,0
napauetamon - |
10 Assay/ 112.5 mg to 137.5 mg of CgHgNO> |
KonuyecTtseHHoe 121.8 mg/ 121.8 mr (paracetamol) per tablet/ OT 112,5 Mr go |
onpeaeneHue 137,5 mr CsHgNO;

(napaueTamon) B TabneTtke

|
90.0 mg to 110.0 mg of C13H1802 ‘
(ibuprofen) per tablet / |
Ot 90,0 mr go 110,0 mr Cq3Hs02
(nbynpodeH) B Tabnetke |

Opinion : APPROVED
3aknioyenue: OQOBPEHO

98.7mg/98.7 mr

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykT cooTBeTcTByeT TPeboBaHam HJ

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

MoaroToBnepHo: [MpoBepeHo: OpobpeHo: MeHeaxep /
Ramakanti-’/ Ld{ Himesh Kumar Pykoeogutens i
X (U T, o Amit Kumar A N
- /
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Product : lbuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHMop®, TabneTku aucneprupyemeie [ana aetei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101533 Batch Quantity /| O6em naptuu : 547.500 KG
Analytical Report No / AHanuTnueckuii otuet Ne |Date of Analysis / [lata aHanu3sa: 22.09.2021

1890001546125
Date of Manufacture / [lata npon3seoacTea : Sep- |Date of Expiry / Cpok rogHocTu : Aug-2026
2021
Analysis performed according ND / AHanus nposeaex no HL: M N011252/02-021017

11 Package / YnakoBka [10 tablets in PVC/Al blister. 2 10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information blisters and patient information leaflet in g
leaflet in a carton pack. / Mo 10 carton pack. / o 10 TabneTok B 6nnctep
Tabnetok B 6nuctep n3 NMBX / Al. 3 NBX/ Al. Mo 1, 2 unu 20 6nuctepos
Mo 2 6nucTtepa Bm BMECTe C MHCTPYKUMER Mo NPUMEHEHWIO
ecTe C UHCTpYyKUMenR no B NayKy KapTOHHYIO.

MPUMEHEHUIO B NAYKy KaPTOHHYIO.
12 Labeling / Mapkuposka According to ND / B cootBeTcTBUMM € H],

13 |Storage conditions / Protected from light at temperature below 25°C. / B sawuLeHHOM OT cBeTa

XpaHeHne MecTe npu TemnepaType He Bbiwe 25 °C.
14 Shelf life / Cpok 5 years / 5 neT
rogHoCTN
Remarks : The Product conforms to ND/ Opinion : APPROVED
MpumeyaHwue: MpogykT cooTBETCTBYET TpebosaHnam HL 3aknrwoyeHue: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoaroToBneHo: [TpoBepeHo: OpobpeHo: MeHepxep /
Ramakant U‘j Himesh Kumar Pykosoautens
C‘;J—’,—:‘ Amit Kumar A
M S - / 5\ /
Print Date: Print Date: Print Date:
HaTa:22.09.2021 HaTa:22.09.2021 [ata:22.09.2021
\
Eb ‘4&\/1;,\,\
-),1-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



