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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTU®UKAT AHAJTIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
W6yknuH KOHMop®, TabneTkn ancneprupyembie [ans aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101530

Batch Quantity / O6beM napTtum : 547.500 KG

:890001545567

Analytical Report No / AHanutuueckuin ot4eT Ne

Date of Analysis / [laTa aHanu3sa: 21.09.2021

2021

Date of Manufacture / [lata npou3BoacTsa : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

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

Ne  [Test/[lokasaTenb Result / PesynbTatbl Specification / Hopma _

1 Description / Onucanne [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.

; Kpyrnbie nnockouunuugpuyeckne  Kpyrnbie nnockouunuHapuyeckme
TabneTky po3oBoro LBeTa ¢ TabneTkn po3oBOro LseTa c
BKpanneHusiMu, ¢ hackon 1 PUCKOK BKpanneHnsmMu, ¢ chackoit n puckomr Ha

a OJIHOWN CTOPOHeE, O[HOW CTOpoHE,
I XapaKTepHbIM 3anaxom C XapakTepHbIM 3arnaxom
2 Identification / Complies as prescribed/ The retention time of the main peaks on

MNoannHHOCTL

B cooTBeTCTBMM C ONUCaHUEM

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 OCHOBHbIX NKOB
Ha xpomaTtorpamme UCnbITyemoro
pacTeopa AOMKHbI COOTBETCTBOBATbL
BpeMeHaM yAepKuBaHUSA NMKOB Ha
XpomaTtorpamme pactsopa CTaHAapTHbIX
o6pasuos nbynpodeHa 1 napaueramona
(paspen «KonuuyectBeHHoe
onpeaeneHme»)

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cootBeTcTByeT TPebOBaHUAM HI

Opinion : APPROVED
3aknoyeHune: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

NaTa:21.09.2021

HaTa:21.09.2021

MoaroToBneHo: MpoBepeHo: OpobpeHo: MeHepxep /
Naresh Kumar (BE Himesh Kumar PykoBoguTens

< C:.\J—«/:L Pavan Kumarﬁjqarma
Print Date: Print Date: Print Date:

Nata:21.09.2021

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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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
U6yknuH KOHMOp®, TaGneTkn aucneprupyemble [ana aetei], 100 mr + 125 mr

Batch No / Cepust Ne : V2101530

Batch Quantity / O6eM naptuu : 547.500 KG

Analytical Report No / AHanuTu4yeckui otyeT Ne
:890001545567

Date of Analysis / flata aHanu3a: 21.09.2021

Date of Manufacture / lata npou3BopacTsa : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

2021

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

3 Average weight and 366.4 mg/ 366.4 mr 357.7 mg to 372.3 mg (365.0 mg 2.0
uniformity of weight / %) / 357.7 mr to 372.3 mr(365,0 mr £ 2,0
CpenHss macca v %)
04HOPOAHOCTb MaccChl 18/20 tablets — NMT 5 % / 18/20 Tabn. — |

| He Bonee £ 5 % 2/20 tablets — NMT 10 %

, Complies / 2/20 Tabn. — He 6onee + 10 %

4 Disintegration / | 00 Minute 39 seconds Not more than 3 minutes /

Pacnagaemocts ' He 6onee 3 MuH

5 Dissolution / | 99-101% Not less than 70% (Q) of C1sH1502
PacTteopeHue (ibuprofen) after 30 min

99-101% Not less than 70% (Q) of CsHeNO;

(paracetamol) after 30 min /
He wmenee 70 % (Q)
(bynpodeH) yepes 30 MuH
He meHee 70 % (Q) CeHsNO2
(napauetamon) Yepes 30 MuH

C13H1802

6 Dispersibility /
AncnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 pum sieve is formed / ObpasyeTcs
OHOPOAHas CycrneH3us, NpoxoasLyas
yepes cuTo c pasmepom syeek 710 Mkm

Remarks : The Product conforms to ND/
MpumevaHue: MNpoaykT cootseTcTBYET TPeboBaHuAM HA

Opinion : APPROVED
3akntouenue: OQOBPEHO

Prepared by /
[NoarotoBneHo:

Checked by /
[MpoeepeHo:

Approved by: Manager/Executive /
OpobpeHo: MeHepxep /

Hara:21.09.2021

Hara:21.09.2021

Naresh Kumar @L Himesh Kumar PykosoguTens
C}S—///ﬁ Pavan Kumar/Sharma
™
Print Date: Print Date: Print Date:

Harta:21.09.2021

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUPUKAT AHATTU3SA

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknud KOHMOp®, TabneTku gucneprupyemeie [ans peten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101530

Batch Quantity / O6bem naptum : 547.500 KG

Analytical Report No / AHanutnuyeckuu otyet Ne
:890001545567

Date of Analysis / lata aHanu3sa: 21.09.2021

Date of Manufacture / lata nponsBogcTtBa : Sep-
2021

Date of Expiry / Cpok rogHocTH : Aug-2026

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

Related substances /
PoACTBEHHbIE NPUMECH

i) Highest individual
impurity/ IMio6as
EAVHUYHasA NpuMech
noynpodreHa

i) Total impurities of
Ibuprofen / Cymma
npumecei nbynpodeHa

i} Not more than 0.3% / He 6onee 0,3%

0.1%

b)P-aminophenol
(Paracetamol impurity) /
A-amnHocheHon
(npumech
napavueTamona)

0.0001%

|Microbia| limits /
Mukpobuonornyeckas
uucToTa

a) Total aerobic
imicrobial count / OfLwee
HKcno aspoBHbIX
MUKpPOOPraHM3moB

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

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

b) Not more than 0.005% / He 6onee
0,005 %.

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

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykr cootBeTcTBYET Tpebosanuam HI

Opinion : APPROVED
3aknrouenue: OQOBPEHO

Prepared by /
[NoproToBneHo:

Naresh Kumar @
T

Checked by /
MpoeepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: Menepxep /
Pykosoautenb
Pavan Kumar{Sharma

|+

Print Date:
JaTa:21.09.2021

Print Date:
HaTa:21.09.2021

e
//
Print Date:

Hata:21.09.2021

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: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTU®UKAT AHAIIU3A

Tel : 491 98166 56001-02
www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMOp®, TabneTkn aucneprupyemele [ans pertei], 100 mr + 125 mr

Batch No / Cepusa Ne : V2101530

Batch Quantity / O6veM naptum : 547.500 KG

:890001545567

Analytical Report No / AHannTnyeckuut otuyet Ne

Date of Analysis / lata aHanusa: 21.09.2021

2021

Date of Manufacture / Jlata npou3soacTea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

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

bb) Total combined
yeasts and mould count
( OO0LLee yncno
POMOKEBLIX W
necHeBbIX rpubos

c) E. coli

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

Absent in 1g / OTtcyTeTByeT B 11

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

Shall be absent in 19/ OtcytctBue B 11

9 Uniformity of dosage
units

OpHopodHoCTb
03npoBaHuUs
a) - Ibuprofen/
nbynpodeH

b) Paracetamol /
napaueTtamon

2.0

2.0

10 Assay/
KonnuecteeHHoe
onpepneneHne

123.8 mg/123.8 mr

99.7mg/99.7 mr

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

Mokazartenb npuemnemoctn (AV)
BormkeH bbITe He Gonee 15,0

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

MokasaTterb npuemnemocTn (AV)
porpkeH Obite He Bonee 15,0

112.5 mg to 137.5 mg of CsHgNO:
(paracetamol) per tablet / OT 112,5 mr go
137,5 mr CeHsNO:2

(napauetamon) B TabneTke

90.0 mg to 110.0 mg of C13H1502
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci3H4s0;
(nbynpodpeH) B TabneTke

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTcTBYET TPeboBaHnam HJ

Opinion : APPROVED
3akntouyenune: OJOBEPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Narta:21.09.2021

HaTa:21.09.2021

lMoaroToBneHo: MpoBepeHo: OpobpeHo: Meneakep /
Naresh Kumar @ Himesh Kumar PykoBoauTens

= CL« S Pavan Kumar Sharma
Print Date: Print Date: Print Date:

Nata:21.09.2021

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: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
U6yknuu KOHMOP®, TabneTtku aucneprupyemsie [ana aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101530 Batch Quantity / O6bem naptum : 547.500 KG
Analytical Report No / AHanutudeckuit otyet Ne |Date of Analysis / [lata ananusa: 21.09.2021

:890001545567
Date of Manufacture / JaTta npousBoactBa : Sep- |Date of Expiry / Cpok roaHocTh : Aug-2026

2021
Analysis performed according ND / AHanu3 nposegeH no HA: N 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 a
leaflet in a carton pack. /Mo 10 carton pack. / Mo 10 TabneTok B GnucTep
Tabnetok B 6rnmctep ns MNBX /Al.  u3 NMBX /AL Mo 1, 2 unn 20 6nuctepos
Mo 2 6nucTtepa Bm BMECTE C MHCTPYKLUEN NO NPUMEHEHUIO
ecTe C MHCTpYKUunen no B NaYKy KAPTOHHYO.

NPUMEHEHUIO B NAYKy KAPTOHHYI. |
12  |Labeling / Mapknposka According to ND / B cootseTcTBum ¢ Hl

13  Storage conditions / Protected from light at temperature below 25°C. / B 3alLMLLEHHOM OT CBETA

XpaHeHune MecTe npu Temnepatype He Bbile 25 °C.

14  [Shelf life / Cpok 5 years / 5 neT -

| rOAHOCTN

I S _
Remarks : The Product conforms to ND/ Opinion : APPROVED
MpuMeyvaHue: MNpoaykT cooTBeTCTBYET TpebosaHuam H 3akntoyeHne: OQOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToeneHo: MpoeepeHo; OpobpeHo: MeHepxep /
Naresh Kumar Himesh Kumar Pykosogutens

C}[-"/__,_1 Pavan Kumar 8harma
| ="

Print Date: Print Date: Print Date:
[aTa:21.09.2021 Hara:21.09.2021 Harta:21.09.2021
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