Dr.Reddy’s Q':°

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

CEPTUDUKAT AHAJTTU3A

www.drreddys.com

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

Batch No / Cepusa Ne : V2101535

Batch Quantity / O6bem naptuu : 547.500 KG

:890001547138

Analytical Report No / AHanuTtuvyeckui otyeTt Ne

Date of Analysis / [lata aHanu3a: 27.09.2021

2021

Date of Manufacture / lata npouaBoacTBa : Sep-

Date of Expiry / Cpok rogHocTy : Aug-2026

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

Ne  Test/[Mokasatens Result / PesynbTatsl Specification / Hopma S
1 Description / Onncanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets with
| ith impregnations and a score-line impregnations and a score-line on one
on one side and characteristic odor. side and characteristic odor.
Kpyrnble nnockounnuHapudeckme  [Kpyrnble nnockouunurapudeckue
TabneTkn po3osoro LpeTa ¢ TabneTku po3oBoro LseTa ¢
BKpanneHusiMK, ¢ backol 1 puckol BKpanneHnamMu, ¢ hackon U pUcKon Ha
Ha OA4HON CTOPOHE, 0HOW CTOpOHe,
£ XxapakTepHbIM 3anaxom C XapakTepHbIM 3anaxom
2 Identification / Complies as prescribed/ The retention time of the main peaks on
[loannHHOCTB B cooTBeTCcTBUM C ONUCaAHNEM 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)./
BpewmeHa yaepkuBaHUA OCHOBHbIX MVKOB |
Ha XxpomaTorpaMmme McrnbiTyemoro
pacTBOpa AOMKHbLI COOTBETCTBOBATL
BpeMeHaM yAepXuBaHus NKoB Ha
XpoMaTtorpaMmme pacTBopa CTaHAapTHbIX
obpasuos nbynpodeHa n napavetamorna
|(pasp,en «KonuuecTteeHHoe

bnpe,qeneHwe»)

Remarks : The Product conforms to ND/
MpumeyaHue: MNpoaykT cooteeTcTBYET TpeboBaHmam HL,

Opinion : APPROVED
3aknrouvenune: OJOBPEHO

Prepared by /
[TogroToBneHo:

Checked by /
MpoeepeHo:

Approved by: Manager/Executive /
OpnobpeHo: MeHenxep /

HaTta:27.09.2021

Harta:27.09.2021

o
Pardeep Kumar Ravinder Kumar (o~ | PykoBoauTens
(i~ Kusum Lata «
- —M
Print Date: Print Date: Print Date:

[ara:27.09.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH KOHMop®, TabneTku aucneprupyemble [ana aeten], 100 mr + 125 Mr

Batch No / Cepusi Ne : V2101535 Batch Quantity / O6em naptum : 547.500 KG

:890001547138

Analytical Report No / AHanuTtuyeckuit otyet Ne  |Date of Analysis / [lata aHanu3sa: 27.09.2021

2021

Date of Manufacture / lata npousBogcTsa : Sep- |Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / AHanuz nposegeH no HA: N N011252/02-021017

3 }Average weight and | 365.4 mg/ 365.4 mr j357.7 mg to 372.3 mg (365.0 mg 2.0
|uniformity of weight / %) /1 357.7 mr to 372.3 mr(365,0 mr + 2,0
CpepaHsa Macca v %) !
'0QHOPOAHOCTb MacChl [18/20 tablets — NMT 5 % / 18/20 tabn. —

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

4 Disintegration / 00 Minute 52 seconds Not more than 3 minutes /
PacnagaemocTb He 6onee 3 muH

5 Dissolution / 98-101% Not less than 70% (Q) of C13H1s0>
PacTeBopeHue (ibuprofen) after 30 min

96-99% Not less than 70% (Q) of CgHgNO;
| (paracetamol) after 30 min/
He MmeHee 70 % (Q) Ci3H104
(wBynpocbeH) yepes 30 MuH
|' He meHee 70 % (Q) CsHoNO-
(napauetamon) yepes 30 MyH
6 Dispersibility / Complies / CooTtBeTcTBYET Uniform suspension passing through the
lncnepcHoOCTb 710 um sieve is formed / ObpasyeTcs
logHOpoOAHas cycrneHsns, Npoxoasillas
Hepes cuTo ¢ pasmepom syeek 710 Mkm |
| |

Remarks : The Product conforms to ND/ Opinion : APPROVED
MpumeyaHue: MNpogykr cooTeeTcTBYET TpeboBaHuam HL 3akntoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
MoaroToBneHo: MposepeHo: === | OpnoGpeHo: MeHemxep /
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
N6yknuH FOHUOp®, Tabnetku aucneprupyembie [Ana aeteu], 100 mr + 125 mr

Batch No / Cepwmsi Ne : V2101535 Batch Quantity / O6vem naptuu : 547.500 KG
Analytical Report No / AHanuTtuueckuii otyeT Ne |Date of Analysis / [lata aHanu3sa: 27.09.2021

:890001547138
Date of Manufacture / [lata npousBoacTBa : Sep- |Date of Expiry / Cpok rogHocTu : Aug-2026
2021
Analysis performed according ND / AHanus npoBegeH no HA: M N011252/02-021017

7 Related substances /
PoacteBeHHbIe npumeci
i) Highest individual |
impurity/ Jlobas BDL (Disregard Limit 0.05%) i) Not more than 0.3% / He 6onee 0,3%
eauHNYHas npuMech
nbynpodeHa
i} Total impurities of
Ibuprofen / Cymma BDL
npumeceit ndynpodeHa i) Not more than 1.0% / He 6onee 1,0 %
b)P-aminophenol b) Not more than 0.005% / He Bonee
(Paracetamol impurity) / 0.00002% 0,005 %.
4-amuHobeHon
(npumecsh
-' napaueTamona) o S -
8 Microbial limits /
Mwnkpobuonornyeckas
umcToTa
@) Total aerobic | Less than 100 CFU/g/ Not more than 1000 CFU/g /
microbial count / ObLee MeHnee 100 KOE/r He 6onee 1000 KOE/r
MUCIO a3pPOBHbIX
MUKpPOOPraHn3moB
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeyanue: MNpoaykT cooTBeTcTBYET TpeboBaHmam HI 3akntouenue: OQOBPEHO
Prepared by / Checked by / - Approved by: Manager/Executive /
[logroToBneHo: [poBepeHo: ’J -t Onobpetxo: Menepxep /
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Dr. Reddy's Laboratories 1Ltd.
Formulation Unit-6

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

CEPTU®UKAT AHAJTTU3A
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www.drreddys.com

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
Noyknuu IOHMop®, TabneTku gucneprupyemole [Ana aetei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2101535

Batch Quantity / O6wem naptum : 547.500 KG

:890001547138

Analytical Report No / AHanuTu4yeckuin otyeT Ne

Date of Analysis / [lata aHanusa: 27.09.2021

2021

Date of Manufacture / lata npouseoactsa : Sep-

Date of Expiry / Cpok rogHocTH : Aug-2026

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

bb) Total combined
yeasts and mould count
ObLee yncno
APOXOKEBbLIX 1
nnecHesbix rpnbos

c) E. coli

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

Absent in 1g/ OtcytcTByeT B 11

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

Shall be absent in 1g/ OtcyTctBue B 11

9 Uniformity of dosage

a) Acceptance value (AV) should be not

b) Acceptance value (AV) should be not

units
OpaHopofHoCTb 2.5 more than 15.0
03UpoBaHUSA MokasaTtenb npuemnemocTtu (AV)
a) - Ibuprofen/ AorKkeH ObiTb He Gonee 15,0
nbynpodoeH
more than 15.0
MokasaTent npuemnemoctu (AV)
b) Paracetamol / 3.1 inormKkeH bbITb He Bonee 15,0
napauetamon
10 |Assay/
KonnuyecTtBeHHoe 122.1 mg/122.1 mr
onpegeneHve 137,5 mr CgHgNO,

99.8 mg/99.8 mr

112.5 mg to 137.5 mg of CgHeNO>
(paracetamol) per tablet / Ot 112,5 mr go

(napauetamon) B TabneTke

90.0 mg to 110.0 mg of C13H+s0>
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr Ci3H10:
(wbynpodpeH) B Tabnetke

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooTBeTCTBYET TpebosaHuam HJ

Opinion : APPROVED
3aknrouyeHue: OQOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Hata:27.09.2021
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

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
M6yknuH IOHMop®, Tabnetkn aucneprupyemele [ana aeten], 100 mr + 125 mr

Batch No / Cepus Ne : V2101535

Batch Quantity / O6em naptum : 547.500 KG

:890001547138

Analytical Report No / AHanuTuuyeckuit otyeT Ne

Date of Analysis / [laTta aHanusa: 27.09.2021

2021

Date of Manufacture / lata npousBoacTea : Sep-

Date of Expiry / Cpok rogHocTu : Aug-2026

Analysis performed according ND / AHanu3s nposeaeH no H: 1 N011252/02-021017

11 |Package /Ynakoska (10 tablets in PVC/AI 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. / o 10 carton pack. / [No 10 TabneTok B 6nuctep
Tabnetok B 6nnctep us NBX /AL, w3 MNBX /Al lNMo 1, 2 unn 20 Gnuctepos
Mo 2 bnucTtepa Bm BMECTE C MHCTPYKUMEN MO NPUMEHEHUIO
©CTe C UHCTPYKUMEN No B NaYKy KapTOHHY!O.

NPUMEHEHNIO B NAYKy KAPTOHHYIO.
12  |Labeling / Mapkuposka According to ND / B cootBeTcTBUM ¢ Hf]
13  Storage conditions / Protected from light at temperature below 25°C. / B 3awuiLleHHOM 0T cBeTa
XpaHerue MecTe npv Temnepatype He Bbiwe 25 °C.
14  Shelf life / Cpok 5 years / 5 net
rogHOCTM

Remarks : The Product conforms to ND/
MpumeyaHue: MNMpoaykT cootBeTcTBYET TpebosBaHnam HI,

Opinion : APPROVED

3aknrovyenue: OQOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoAaroToBneHo: lMposepeHo: .~ | OnobpeHo: MeHenxep /
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