Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHATTU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuH KOHMOp®, Tabnetku aucneprupyemsbie [ans aevei], 100 mr + 125 mr

Batch No / Cepus Ne : V2101347

Batch Quantity / O6em naptuu : 547.500 KG

:890001540287

Analytical Report No / AHanutuyeckuin otyet Ne

Date of Analysis / [lata aHanusa: 19.08.2021

2021

Date of Manufacture / aTta npon3ssofctBa : Aug-

Date of Expiry / Cpok rogHocT#H : Jul-2026

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

Ne  [Test/[lokasaTens Result / PesynbtaThl Specification / Hopma o |

1 Description / Onucanue [Pink flat-faced beveled-edge tabletsPink 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 nnockoumnuHapudeckme  Kpyrnble nnockouunuyapnyeckie
TabneTky po3oBoro LgeTa ¢ TabneTku po30BOro LiBeTa ¢
BKpaNnNeHnsaMM, ¢ packoin U PUCKOI BKpaneHNaMK, ¢ Hackoi N PUCKON Ha
Ha OOHOWN CTOPOHE, OLHOW CTOPOHE,

| C XapakTepHbIM 3anaxom C XapaKkTepHbIM 3anaxom |
2 Identification / Complies as prescribed/ The retention time of the main peaks on

MogNUHHOCTL

B cooTBeTcTBUM C ONUCaHNEM

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 yaep>xkmBaHns OCHOBHbIX NUKOB
Ha XxpomaTorpaMmmMme UCTbITyeMoro
pacTBopa AOMKHbLI COOTBETCTBOBAaTL
BpeMeHaM yaepXMBaHWS NMUKOB Ha
XpomMaTorpamme pacTteopa CTaHAapPTHLIX
obpasuos nbynpodeHa 1 napaueTamona
(paspen «KonuyecTseHHoe [
onpegeneHue») .

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cootBeTCcTByeT TpeboBaHuam HI

Opinion : APPROVED
3akntouenme: OQOBPEHO

Prepared by /
MoaroToBNeHo:
Naresh Kumar

Checked by /
[MposepeHo:
Pardeep Kumar 5

Approved by: Manager/Executive /
Opo6peHo: MeHepxep /
PykosoguTens

Pawan Kumar ﬁrﬁ

Print Date:
Nara:19.08.2021

Print Date:
[ata:19.08.2021

Print Date:
[ata:19.08.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknux FOHMop®, Tabnetkn aucneprupyemble [ana geten], 100 mr + 125 mr

Batch No / Cepusi Ne ; V2101347

Batch Quantity / O6em naptum : 547.500 KG

:890001540287

Analytical Report No / AHanntnyeckui otyet N

Date of Analysis / lJata aHanu3sa: 19.08.2021

2021

Date of Manufacture / [lata npousBogcTea : Aug-

Date of Expiry / Cpok rogHocTy : Jul-2026

Analysis performed according ND / AHanu3 nposepaeH no HA: M N011252/02-021017

3%)

Average weight and
uniformity of weight /
CpepHsa macca v
04HOPOAHOCTb Macchl

366.5mg/ 366.5Mmr

Complies

1357.7 mg to 372.3 mg (365.0 mg 2.0

%) / 357.7 mr to 372.3 mr(365,0 mr + 2,0

%)

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

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

4 Disintegration /

00 Minute 50 seconds

Not more than 3 minutes /

PacnagaemocTtb He 6onee 3 muH
5 Dissolution / 98-102% Not less than 70% (Q) of C1zH102
PacTtBopeHue (ibuprofen) after 30 min
97-102% Not less than 70% (Q) of CgHsNO2

(paracetamol) after 30 min /
He wmeHee 70 % (Q)
(bynpodheH) yepes 30 MUH
He meree 70 % (Q) CsHsNO2
(napaueTtamon) Yyepes 30 MuH

C13H1504

6 Dispersibility /
ncnepcHocTb

Complies / CooTBeTcTBYET

Uniform suspension passing through the
710 um sieve is formed / O6pasyeTca
0JHOpOAHAanA CycneHsns, npoxoasilas
Yepes cuTo ¢ pasmepom ayeek 710 MKm

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTcTBYET TpeboBaHUaAM HL

Opinion : APPROVED
3axknioueHue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[arta:19.08.2021

Jara:19.08.2021

MoaroToBneHo: lMpoBepeHo: OpnobpeHo: MeHenxep /
Naresh Kumar Pardeep Kumar Pykosoantens

- 1 Pawan Kumar _
Print Date: Print Date: Print Date:

Hata:19.08.2021
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMop®, Tabnetkn aucneprupyemsole [aAns aetei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101347

Batch Quantity / O6em naptum : 547.500 KG

Analytical Report No / AHanuTtnyeckun otuyeT Ne

:890001540287

Date of Analysis / Jata aHanu3sa: 19.08.2021

Date of Manufacture / [lata nponssoacTsa : Aug-

2021

Date of Expiry / Cpok rogHocTt# : Jul-2026

Analysis performed according ND / Ananus nposeaex no H: I N011252/02-021017

7 Related substances /
PoacTteeHHblE NpUMech

i) Highest individual

4-amMunHopbeHoN
(npumech
napaueramona)

8 Microbial limits /
Mukpobuonoruyeckas
uncToTa

a) Total aerobic
microbial count / Ofwwee
4Mcno aspobHbIX
lrvl|/u<poopra|-u/|3M013

impurity/ Niobas 0.05% i) Not more than 0.3% / He 6onee 0,3%
eaVHUYHas npuMech

néynpoceHa

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 Gonee
(Paracetamol impurity) / 0.0002% 0,005 %.

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

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

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTBeTcTBYET TpeboBaHuam HJ]

Opinion : APPROVED
3akniovenue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[aTa:19.08.2021

Jarta:19.08.2021

MoproToBneHo: [MpoBepeHo: Opobpexo: MeHepxep /
Naresh Kumar _ Pardeep Kumar Pykosogutens /)

@, OL Pawan Kumar /\2/,
Print Date: Print Date: Print Date:

[HaTta:19.08.2021
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Dr.Reddy’s ‘:"

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MoyknuH OHUop®, TabneTkun aucneprupyemsie [ana aetei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101347

Batch Quantity / O6em naptuu : 547.500 KG

Analytical Report No / AHanutuyeckui otyeT Ne

1890001540287

Date of Analysis / ata aHanu3a: 19.08.2021

Date of Manufacture / Jata npouasoacTea : Aug-

2021

Date of Expiry / Cpok rogHocTH : Jul-2026

Analysis performed according ND / AHanu3 npoBeaex no HA: I N011252/02-021017

b) Total combined
yeasts and mould count
{/ OBLee yncno
JAPONOKEBbIX Y
nnecHesbIx rpubos

c) E. coli

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

Absent in 1g/ OTcyTcTBYET B 11

9 Uniformity of dosage
units

OnHopoaHoCTL
031pPoBaHUSA
a) - Ibuprofen /
néynpodeH

b) Paracetamol /
napaueTamon

10 |Assay/
KonunyectBeHHoe
onpeaeneHne

23

2.4

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

Shall be absent in 1g/ OtcyTectBue B 11

a) Acceptance value (AV) should be not
more than 15.0

Mokasatenb npuemnemocTn (AV)
nomKkeH ObiTb He bonee 15,0

b) Acceptance value (AV) should be not
more than 15.0

MokasaTenb npuemnemocTu (AV)
|[mormkeH BbITb He 6onee 15,0

126.1 mg/126.1 mr

100.5mg / 100.5 mr

112.5 mg to 137.5 mg of CsHgNO
(paracetamol) per tablet / OT 112,5 mr o
137,5 mr CsHgNO:,

(napaueTamon) B TabneTke

90.0 mg to 110.0 mg of C13H150:
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Cq3H104
(W6ynpodber) B TabneTke |

Remarks : The Product conforms to ND/

MNMpumevanue: Mpoaykr cootBeTcTByeT TpebosaHnam HI

Opinion : APPROVED
3aknmtoyenue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MposepeHo: OpnobpeHo: MeHepxep /
Naresh Kumar - Pardeep Kumar g Pykosogutene
@ o "—"“L“’ Pawan Kumar Jy/
Print Date: Print Date: Print Date:
[aTa:19.08.2021 Hata:19.08.2021 Hata:19.08.2021
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Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANN3A

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH lOHMOp®, TabneTku aucneprupyembie [ans aeteu], 100 mr + 125 mr

Batch No / Cepus Ne : V2101347 Batch Quantity / O6bem naptum : 547.500 KG

:890001540287

Analytical Report No / AHanutuueckui otyet Ne |Date of Analysis / [lata aHanu3a: 19.08.2021

2021

Date of Manufacture / [lata npousBoacTia : Aug- |Date of Expiry / Cpok rogHocTu : Jul-2026

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

11 Package / Ynakoska

‘Q)O 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 a
ileaﬂet in a carton pack. /Mo 10 carton pack. / [1o 10 TabneTok B 6Gnuctep
Tabnetok B 6nuctep us MBX/Al.  n3 MNBX/ Al Mo 1, 2 unu 20 Gnuctepos
Mo 2 6nuctepa BM BMECTE C UHCTPYKUMEN NO NMPUMEHEHWUIO
€ecTe C UHCTpyKuuel no B NauyKy KApTOHHY!O.

NMPUMEHEHUIO B NaYKy KAPTOHHYIO.

12 Labeling / MapkupoBka

According to ND / B cootBeTcTeumu ¢ HJ]

13 Storage conditions /
XpaHeHue

Protected from light at temperature below 25°C. / B 3alUMLIEHHOM OT CBETa
MecTe npy TemnepaTtype He ebiwe 25 °C.

14 Shelf life / Cpok

5 years / 5 net

rogHocTn
Remarks : The Product conforms to ND/ Opinion : APPROVED
MNpumeyvanue: MNpoaykr cooTeeTCTBYET TpeboaHuam HJ 3aknroueHue: O0OBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBNEHO: MpoBepeHo: OpobpeHo: MeHepxep /
Naresh Kumar @ Pardeep Kumar <>4[; Pykosogutene /)

o — Pawan Kumar /\F’_
Print Date: Print Date: Print Date:
Jara:19.08.2021 Hata:19.08.2021 Hata:19.08.2021
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