Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTUDPUKAT AHAITN3A

Tel : +91 98166 56001-02

www.drreddys.com

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
MoyknuH FOHMop®, TabneTkn gucneprupyemeie [ons geten], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200077

Batch Quantity / O6bem naptuu : 547.500 KG

Analytical Report No / AHanutnuyeckun otyet Ne
:890001570107, 890001570078

Date of Analysis / Jata aHanu3a: 29.01.2022

Date of Manufacture / flata npou3BogcTBa : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

2022
1=
[Analysis performed according ND / AHanu3 nposegeH no HI: I'1 N011252/02-021017

Ne
1

Test / lNMokasaTernb

Result / PesynbtaThbl

Specification / Hopma

Description / Onncanne Pink flat-faced beveled-edge tablets

with impregnations and a score-line
on one side and characteristic odor.
Kpyrnble nRnockouunuHapnyeckie
TabneTkn poO30BOro LBeTa C
BKparnneHuamu, ¢ packon n puckon
Ha 04HOWN CTOPOHE,

C XapakTepHbIM 3anaxom

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

Kpyrnble nnockounnuHapuyeckmne
TabneTku po3oBOro useTa
BKpanneHnsiMu, ¢ acko U PUCKOR Ha
OAHON CTOPOHE,

C XapaKTepHbIM 3anaxom

Identification /
MNoannHHOCTL

Complies as prescribed/
B cooTseTcTBUN C ONUCaHKEM

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 yaepxruBaHUsi OCHOBHbIX NMUKOB
Ha XpomaTorpaMme UChbITYeMOro
pacTeopa AOMKHbI COOTBETCTBOBATb
BpeMeHaM yAepXKUBaHUA MUKOB Ha
XpoMaTtorpamme pacrtsopa cTaHAapTHbIX
obpasuoB ubynpodeHa 1 napaveTamona
(pasgen «KonuyecTtseHHoe

onpefeneHne»)

Remarks : The Product conforms to ND/
Mpumeyanume: lNpogykT cooTeeTcTBYET TpeboBaHnam H

Opinion : APPROVED
3akntouyeHue: O0OBPEHO

Prepared by /
lNMoaroToBneHo:
Ankit

/A

Checked by /
MpoBepeHo:
Himesh Kumar

Approved by: Manager/Executive /
OpobpeHo: MeHegxep /

PykoBoguTens
Pawan Kumar %
A oo

Print Date:
Nata:29.01.2022

Print Date:
[ara:29.01.2022

Print Date:
Hata:29.01.2022

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.drreddyvs.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

CEPTUPUKAT AHATTU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
NoyknuH KOHMop®, TabneTku aucneprupyemsie [ans geren], 100 mr + 125 mr

Batch No / Cepust Ne : V2200077

Batch Quantity / O6bem naptuun : 547.500 KG

|Analytical Report No / AHanuTuyeckuit ot4eT Ne
1890001570107, 890001570078

Date of Analysis / [lata aHanu3a: 29.01.2022

Date of Manufacture / [JaTta npousBogcTtBa : Jan-

2022

Date of Expiry / Cpok rogHocTu : Dec-2026

Analysis performed according ND / AHanu3s nposegeH no HA: M N011252/02-021017

3 Average weight and
uniformity of weight /
CpepnHaa macca u
OAHOPOAHOCTb Macchl

366.9 mg/ 366.9 mr

Complies

357.7 mgto 372.3mg (365.0 mg 2.0 |

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

%)

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

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

4 Disintegration /
Pacnapaemoctb

00 Minute 46 seconds

Not more than 3 minutes /
He 6onee 3 MmuH

5 Dissolution /
PacTteopeHune

102% - 103%

98% -101%

Not less than 70% (Q) of C13H1502

(ibuprofen) after 30 min

!Not less than 70% (Q) of CsHiNO:
(paracetamol) after 30 min /
He wmenee 70 % (Q)
(nbynpodbeH) Yepes 30 MuH
He mexee 70 % (Q) CsHaNO:
(napatietamon) Yepes 30 MuH

C13H1802

6  Dispersibility /
ncnepcHoCTb

Complies / CooTBeTCTBYET

Uniform suspension passing through the
710 pm sieve is formed / ObpasyeTcs
ofgHOpOAHAsA CyCcneH3vs, Npoxoasias
Hepes CUMTO C pasmepom adeek 710 mkm

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cooTBeTcTBYET TpeboBaHuam HJ

Opinion : APPROVED
3akntoueHue: OQJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[HaTa:29.01.2022

[Harta:29.01.2022

MoaroToBneHo: MpoBepeHo: Opobpero: MeHeaxep /
Ankit Himesh Kumar Pykosogutens
—J — Pawan Kumar  |)
ﬂ’/ <7 - A\ e—
Print Date: Print Date: Print Date:

HaTa:29.01.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Natagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CEPTU®UKAT AHANTU3A

Tel : +91 98166 56001-02

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

www.drreddys.com

Batch No / Cepus Ne : V2200077

Batch Quantity / O6em naptuu : 547.500 KG

Analytical Report No / AHanuTu4yeckui otyet Ne
1890001570107, 890001570078

Date of Analysis / [lara aHanu3sa: 29.01.2022

Date of Manufacture / flJata npoussogcTtBa : Jan-
2022

Date of Expiry / Cpok rogHocTu : Dec-2026

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

7 Related substances / |
PoncreeHHble npuvec |

i) Highest individual
impurity/ Iobas
€AVHWYHag NpuMech
nbynpodeHa

0.05%

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

ii) Total impurities of |
Ibuprofen / Cymma
npumecein ndynpodeHa

0.1%

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

b)P-aminophenol
(Paracetamol impurity) /
4-amnHodeHon
(npnmecsk
napaueTtamona)

0.0003%

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

8 Microbial limits /
Mukpobuonorudeckas
MUCTOTa

a) Total aerobic
microbial count / O0wiee
HUCNO a3pobHbIX
MUKPOOPraHn3MoB

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

|
ftNot more than 1000 CFU/g /
[He 6oree 1000 KOE/r

Remarks : The Product conforms to ND/

MpumeyaHue: MNpoaykr cooTeeTcTByeT TpebosaHuaMm HJ

Opinion : APPROVED
3akntovenne: OQOBPEHO

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

MoaroToBneHo: MpoeepeHo: OpobpeHo: MeHegxep /

Ankit Himesh Kumar PykosoauTens
Ql/—ﬁ Pawan Kumar %A’_,

Print Date: Print Date: Print Date:

Hata:29.01.2022 Hata:29.01.2022 [ata:29.01.2022
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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

U6yknuH KOHMOP®, TabneTkn aucneprupyemele [aAna aeten], 100 mr + 125 Mmr

CEPTUDUKAT AHATTU3A Tel : +91 98166 56001-02
www.drreddys.com
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 T

Batch No / Cepusa Ne : V2200077

Batch Quantity / O6beM naptum : 547.500 KG

Analytical Report No / AHanuTuyeckun ot4yet Ne
1890001570107, 890001570078

Date of Analysis / flata aHanu3sa: 29.01.2022

2022

Date of Manufacture / Jata npouseogcTtea : Jan-

Date of Expiry / Cpok rogHocTu : Dec-2026

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

b) Total combined
yeasts and mould count
/ OOLee yucno

0 pOMOKEBBIX U
nnecHeBbIX rpuboB

c) E. coli

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

Absent / OTcyTcTBYEeT

9  Uniformity of dosage

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

Shall be absent in 1g/ OTcyTctBMEe B 1T |

units a) Acceptance value (AV) should be not
OpHopopHOCTb 2.7 more than 15.0
1031poBaHNA MokasaTtenb npuemnemocTtn (AV)
a) - lbuprofen/ \nomkeH OblTb He Gonee 15,0
nbynpodcbeH b) Acceptance value (AV) should be not
more than 15.0
MokasaTtenb npuemnemocTy (AV)
b) Paracetamol / 1.5 norkeH ObITb He Bonee 15,0
napaueTamort
10  Assay/ 112.5 mg to 137.5 mg of CsHgNO>
KonunyecteeHHoe 126.8mg/ 126.8mr (paracetamol) per tablet / OT 112,5 mr go
onpegeneHue 137,5 mr CsHgNO2

102.9 mg/ 102.9 mr

(napaueTtamon) B TabneTke

90.0 mg to 110.0 mg of C13H1s02
L(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci3H1sO4
(ubynpodeH) B Tabnetke |

Remarks : The Product conforms to ND/
Npumeyanue: | IpogykT cOOTBETCTBYET TpeboBaHuaM HL|

Opinion : APPROVED
3aknioyeHue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Harta:29.01.2022

[ara:29.01.2022

MogroTosneHo: lMpoBepeHo: Opobpero: Meneaxep /
Ankit Himesh Kumar — PykosoguTenb n

ﬂ M Pawan Kumar ,\’__/,q
Print Date: Print Date: Print Date:

Jata:29.01.2022
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHANU3A

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
www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknux KOHMOP®, TabreTkn ancneprupyemole [ana getein], 100 mr + 125 mr

Batch No / Cepusa Ne : V2200077 Batch Quantity / O6em naptum : 547.500 KG

:890001570107, 890001570078

Analytical Report No / AHanuTuyeckuit otyet Ne |Date of Analysis / [lata aHanusa: 29.01.2022

'Date of Manufacture / lata npousBoacTBa : Jan- |Date of Expiry /
2022

Cpok rogHocTH : Dec-2026

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

Mo 2 Gnuctepa Bm BME

MPVYIMEHEHUIO B NaYKy KAPTOHHYIO.

€cTe C UHCTPYKLuei no B MayKy KapTOHHYO.

11 |Package / YnakoBka  [10 tablets in PVC/AI blister. 2 10 tablets in PVC/Al blister. 1, 2 or 20 |
| blisters and patient information blisters and patient information leaflet in a
leaflet in a carton pack. / o 10 carton pack. / Mo 10 TabneTok B Gnuctep

Tabnetok B 6nmctep ua NMBX / Al.  mn3 NBX/ Al Mo 1, 2 unu 20 6nnuctepos

ctecC I/IHCprKIJ.I/IeIZ no npuMmeHeHuo

12 |Labeling / MapkupoBka |According to ND / B cooTtBeTcTeum ¢ HJ]

3 Storage conditions / Protected from light at temperature below 25°C. / B 3awuiieHHom oT cBeTa

XpaHeHue MecTe Npy TemnepaTtype He Bbile 25 °C.
|
14  Shelf life / Cpok 5 years / 5 net

roAHOCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumevanue: MpoaykT cooTeTcTBYET TPeboBaHuam H 3akntoyeHue: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MNoarotoeneHo: MpoeepeHo: OpobpeHo: MeHenxep /
Ankit Himesh Kumar PykoBoguTernsb _ '

- Pawan Kumar 0

) b~ A
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Print Date: Print Date: Print Date:
Hata:29.01.2022 [ara:29.01.2022 HNata:29.01.2022
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