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CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 1 of 5/CTp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann IOuuop®, TadaeTku aucneprupyemsole [nis aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300534

Batch Quantity / O6bem napTumn : 547.500kg

890001655110

Analytical Report No / AnaanTuyeckuii otyet Ne :

Date of Analysis / laTta anammsa: 08.04.2023

Date of Manufacture / Jlata npou3zsoacrea : Mar-2023

Date of Expiry / Cpok rognoctn : Feb-2028

Analysis performed according ND / Ananns nposenen mo HJI: 1 N011252/02-041021

Ne Test / IlokazaTens
1 Description / Onucanue

Results / Pe3yabTaThl Specification / Hopma
Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets|
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrnele  mrockouunuuapuveckueKpyrisie  NIOCKOUUIMHAPHYECKHE,
TabneTrku  po3oBOro  HBera  CrabneTkH  po3oBOro  LBeTa ¢
BKpanJICHUMHU, ¢ hackoil ¥ puckoil HaBkpannesnsmu, ¢ hackoil 1 puckoii Ha
OJTHOU CTOPOHE,OIHOI CTOPOHE,
C XapaKTepHBIM 3aIIaXxOM. C XapaKTepHbIM 3a1aXOM.

1]

Identification /
HoauuHOCTE

Complies as prescribed/ The retention times of the main peaks
CooTBeTcTBYeET on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen an
paracetamol  reference  standards
Eolution (section Assay). / BpemeHa
VIEPXKHBAHISE OCHOBHBIX IHKOB Ha
XpomarorpaMme HCIIBITYEMOT'Q
pacTBopa JOJDKHBI COOTBETCTBOBATH

BpEMEHAM YACEpPXHWBaHUs ITHKOB HQ

IXpomarorpamMMe pacTBOpa
U rdHAAPIHbIY V0pdsuur uOyupuldeHy
gl napaneramosa (pa3zmen

«KomiuecTBeHHOE ONpEIENeHUe). |

Remarks : The Product conforms to ND/
IIpumeyanne: ITpoayxt coorBeTcTBYET TpeboBanusM HJJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

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

IToarorornexo: W‘i’/ ITposepeno: Pardeep Kumar Onobperno: Menemxkep /

Ramakant P PykoBoautens Amit Kumar [&,\\——
|

Reprint Date: Reprint Date: Reprint Date:

Jlara: 08.04.2023 Jara: 08.04.2023 Jlata: 08.04.2023

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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Page2 of 5/ Ctp. 213 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaud JOHnop®, TabseTku aucneprupyembie [nias aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300534

Batch Quantity / O6bem nmapTum : 547.500kg

890001655110

Analytical Report No / Ananutuvyeckuii oruer Ne :

Date of Analysis / /lata anamu3a: 08.04.2023

Date of Manufacture / JaTta npon3soactsa : Mar-2023

Date of Expiry / Cpok rognocru : Feb-2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: [1N011252/02-041021

rl“est / TlokazaTenb

PVQ

‘ Results / Pe3yabTaThl

No Test / IlokazaTeJsn | Results / Pe3yabTaThl Specification / Hopma
3 Average weight of tablets / 362.7 mg/ 362.7 mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsisi macca Ta0J1€TOK 2.0 %)./ Ot 357,7 mr no 372,3 mr
Complies/cooTBETCTBYET (365,0 Mr 2,0 %)
4 Disintegration / 00 min:24 Seconds/00 muH 24 Sec Not more than 3 min / Il
Pacnagaemoctb - He 6osee 3 MuH
5 Dissolution / 98% to 100 % Not less than 70% (Q) of C:HisO,
PacTBopenne (ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci:HisOs
(nbynpoden) yepes 30 muH
97% to 99% Not less than 70% (Q) of CsHoNO:
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 mun
6 Dispersibility / Complies / CoOTBETCTBYET Uniform suspension passing through
JIacepcHOCTD the 710 um sieve is formed
Q0pasyerest ofHopoaHas cycnem:-m,‘i
NPOXOSILAS Yepe3 CHTO ¢ Pa3MepoMm
, o otseperHii 710 MM [

Specification / Hopma i

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboraHusiM HJ{

Opinion : APPROVED
Zakmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrororneno: | ,I}d/ _ | Hposepero: Pardeep Kumar OnobpeHno: Menemxep /

Ramakant WA~ PykoBogurens Amit Kumar /_S\_.«\/\—‘
Reprint Date: Reprint Date: Reprint Date: 1

Jlara: 08.04.2023 Jlata: 08.04.2023 JlaTa: 08.04.2023
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
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CERTIFICATE OF ANALYSIS

Page3of 5/CTp. 313 5

Product :-Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnans FOHnop®, TabaeTku aucneprupyemble [aas aereii], 100 mr + 125 Mr

Batch No / Cepusa Ne : V2300534

Batch Quantity / O6bem maptuu : 547.500kg

Analytical Report No / AHanuTn4eckuii oryer Ne :
890001655110

Date of Analysis / [laTa ananu3a: 08.04.2023

Date of Manufacture / laTta npoussoactsa : Mar-2023

Date of Expiry / Cpok rogaoct : Feb-2028

Analysis performed according ND / Ananu3 nposeaen mo HJI[: I N011252/02-041021

7

Related substances /
PoacTBeHHBIE IpUMeECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenne
coliepKaHusl ConepIKaHust
4-amuHodeHosa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenne
HEeUAEHTHQHLUMPOBAHHBIX
npumeceit ubynpodeHa u

mapatieraMoia

0.0002%

BDL (Disregard Limit 0.05%)

0.0002%

“4-aminophenol (paracetamol impurity) /
“-amuHodeHon (mpumech napaieramosa)
L not more than 0.005% / He 6onee 0,005
)

|

|IAny individual unidentified impurity of
(ibuprofen or paracetamol) / Ennzu4Has
[HeuieHTUUIPOBaHHAS] NpumMech
ubynpodeHa UM napaieramona -

inot more than 0.2% / He 6onee 0,2%
’Ll“otal impurities (Method 1+Method 2)
Cymma mpumeceit (Metoa 1 + Metop 2) -
Lnot more than 0.7% / He 6onee 0.7 %

|

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: IIpoaykt coorBeTcTBYeT TpeboBaHusm HJ[ 3akaouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: _ | lIpoBepeno: Pardeep Kumar Opobpeno: Menenxep /

Ramakant el Pykosoaurens Amit Kumar (\XV.«;\:
Reprint Date: Reprint Date: Reprint Date: )

JHata: 08.04.2023 Hara: 08.04.2023 Jlara: 08.04.2023
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Formulation Unit-6

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

CEPTU®UKAT AHAJIU3A

Page 4 of 5/ Ctp. 4 M3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmin FOunop®, TabaeTku Aucneprupyemelie [Aas aeveii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300534

Batch Quantity / O0wem naprun : 547.500kg

890001655110

Analytical Report No / AHauTHdecKknii oryer Ne :

Date of Analysis / JlaTa anaiu3a: 08.04.2023

Date of Manufacture / Jlata npousBoacTea : Mar-2023

Date of Expiry / Cpok roasoctu : Feb-2028

Analysis performed according ND / Ananus nposeaen mo HJL: T NOI 1252/02-041021

8 Microbial limits /
Mukpoouoorn4ecKas
YHCTOTA

i) Total aerobic microbial
count / Ob1ee 4ucio
a3p0OHBIX MUKPOOPraHH3MOB

b) Total combined yeasts and
mould count / Ob1ee Yucio
MPOXOKEBBIX H IJIECHEBBIX

50 CFU/g/
50 KOE/r

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

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

- Paracetamol / napaueTamost

rpu6oB Shall be absent in 1g/ OtcyTcTBUE B 1 T
Absent
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOIHOCTH A03HPOBAHHSA 1.5 more than 150 /  Ilokasareny
npuemiemMoctd (AV) jomked ObiTh He
- Tbuprofen / u6ynpodgen donee 15,0
Acceptance value (AV) should be not
more than  15.0 / Tlokaszatens
1.6 npuemnemoctit (AV) jomkeH ObITE HE

oonee 15,0 |

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
Saxmouenue: OJTOBPEHO

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

IMoxaroToseHo: % ‘&wj‘ IMposepeno: Pardeep Kumar Onobpeno: Menemxep / -

Ramakant ; P Amit K -
amakan C / — ykoBoauTeENs Amit Kumar (X:"’_‘_

Reprint Date: Reprint Date: Reprint Date:

Hara: 08.04.2023 Hara: 08.04.2023 Harta: 08.04.2023
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

PageSof S/CTp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TabneTku aucneprupyemsble [nis aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300534

Batch Quantity / O6bem naptuu : 547.500kg

Analytical Report No / Ananatu
890001655110

YyecKkMi oTuer Ne : Date of Analysis / lata anaau3a: 08.04.2023

Date of Manufacture / lata npousBoactsa : Mar-2023

Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Anajms nposeaen mo H: ITN011252/02-041021

10 Assay / KosuyecrBennoe
oInpejesieHUe

11 Package / YnakoBka

98.8 mg /98.8 Mr
122.8 mg/ 122.8 mMr
10 tablets in PVC/Al blister. 2

blisters and patient information

MavyKky KapTOHHYIO.

leaflet in a carton pack. / ITo 10
rabnerok B Giucrep u3 l'IBX/Al.:na IIBX/Al Tlo 1, 2 wnu 20 Gmsc*repog

[90.0 mg to 110.0 mg of Ci3H 30-
(ibuprofen) per tablet /

Ot 90,0 Mr g0 110,0 mr C;3H 502
(ndynpohen) B Tabnetke

112.5 mg to 137.5 mg of CsHoNO,
(paracetamol) per tablet /

O7 112,5 mr mo 137,5 mr CsgHoNO,
(napaueramon) B Tabrerke

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a

carton pack. / ITo 10 Tabnerok B Gancrep

[Mlo 2 Omucrepa BMecTe CBMECTE C MHCTPYKLHEH 110 IPUMEHEHHIO
MHCTPYKUMEH MO0 TNPUMEHEHMIO BMNAa4Ky KapTOHHYO.

12 -Labeling / MapkupoBKa

According to ND. / B cootBetctBuu ¢ HJI.

13 Storage conditions /
XpaHenue

[n the original packaging (blister in

25 °C.

B opuruHanpHOl ynaxkoBke (6JIMCTEp B Na4KE) PH TEMIIEPATYPE HE BBIIIE

carton pack) at temperature below 25°C.

14 Shelflife / Cpok rogHocTn

5 years / S net

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYET TpebGoBanusaM HJJ

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
Ioaroroeneno: 0 M/[‘/ IMposepeno: Pardeep Kumar Opnobpeno: Menemxkep / \—
Ramakant - ~ _ Pykosonutens Amit Kumar /&"‘/
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