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CERTIFICATE OF ANALYSIS
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Page 1 of 5/CTp. 1113 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun YOunop®, TadaeTkn aucneprupyembie [aas aereii], 100 mr + 125 mr .

Batch No / Cepust Ne : V2202027

890001621755

Analytical Report No / Ananurudeckuii oryer Ne : Date of Analysis / JlaTa anann3za: 19.10.2022

Batch Quantity / O6bem maprun : 547.500kg

'Date of Manufacture / Jlata npomzsosicrsa : Sep-2022  [Date of Expiry / Cpok rognocru : Aug-2027

| Analysis performed according ND / Anasu3s nposefen no HJL: [T N011252/02-041021

Description / Onucanne

’Ne :iest_ /T_IOKaSaTe.J'lb
1

Results / Pe3yabTaThl - ESpeciﬁcati_on / Hopma -
Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge rablclsi
with impregnations and a score-line o lwith impregnations and a score-line on

| one side and characteristic odor. / one side and characteristic odor. /
Kpyrasie — miockouuivHapHueckneKpyrible  MIOCKOUMJINHAPHYECKHE
radNeTKu poszoBoro  uBera  crabierkn pPO30BOro IBETa ¢
BKpanneHusaMu, ¢ hackoil u pickoli HapKpanaeHUsMu, ¢ packoii u pHucKoii H |
071HOH CTOpOHE,0AHOMH cTopone,
€ XapaKTEPHBIM 3aMaX0M. _!_C_KapBI(TEEIbIM 3araxom. -
2 Identification / omplies as prescribed/ [The retention times of the main peaks
[Moa HHHOCTE CooTBETCTBYET on the chromatogram of the test
olution should correspond to th
retention times of the peaks on th
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
YACPAKHBAHIA OCHOBHBIX TMHKOB HA
Xpomarorpamme HCIbITYeMOro
pacTBOpa AOJKHLI COOTBETCTBOBATH
BpeMEeHaM YHIepKUBAaHHA THKOB HA
Xpomarorpamme pacTeopa
CTaHaapTHLIX 00pasuoB udynpodeHa
i rMapaueramoJia (paznen
«KonnuectpeHoOe OnpeneieHney).
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpameuanue: [TpoaykT cooTBeTcTBYET Tpebopanism HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBJEHO: [TpoBepeHo: D OnobpeHo: Menemxep / :
Naresh Kumar @ Pardeep Kumar /_—:‘ ~ PykoponuTens u'l;,-,gu,ua (
3 . Manoj Kumar —
Reprint Date: Reprint Date: Reprint Date:
IaTta: 19.10.2022 Harta: 19.10.2022 Jara:19.10.2022

Registered Office: 8-2-2337 Road No. 3, Banjara Hills, Hyderabad - 500634, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4900 2995, Email: mail@d:reddys com

CliN: L’5195AP1984PLCO04A507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxand JOHHop®, TabneTKH aucneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202027

Batch Quantity / O6bem naprun : 547.500kg

890001621755

Analytical Report No / Ananurnueckuii orger Ne :

Date of Analysis / laTa anajausa: 19.10.2022

Date of Manufacture / lata npousBoactsa : Sep-2022

Date of Expiry / Cpok rognoctn : Aug-2027

Analysis performed according ND / Anann3 nposeaen mo H/: [1N011252/02-041021

Ne  [Test/IokaszaTean

Results / Pe3§7JI_bTaTbl

‘Speciﬁcation’ / Hopma
357.7 mg to 372.3 mg (365.0 mg +

2.0 %). /Ot 357,7 mr o 372,3 mMr
(365,0 mr + 2,0 %)

‘Not more than 3 min /
He 0onee 3 MuH

Not less than 70% (Q) of C;3H 504
(ibuprofen) after 30 min / .
He wmenee 70 % (Q) CiHisOs
(ndynpoden) yepes 30 muH

Not less than 70% (Q) of CyHsNO2
(paracetamol) after 30 min / |
He wmenee 70 % (Q) CsHoNO3
(napauetamon) yepes 30 MiH

3 |Average weightof tablets/ | 364.5 mg/364.5 mr
CpenHsia macca Tal/1eToK
Complies/cooTBETCTBYET
4 Disintegration / 00 min:31 Seconds/00 mun 31 Sec
Pacnanaemocth |
5 Dissolution / ' 96% to 98%
PacTBopenne |
|
|
96% to 98%
6 Dispersibility / Complies / CooTBeTCTBYET
JlucnepcHOCTD '

Uniform suspension passing thmughi
the 710 um sieve is formed /
O0pasyercsl 0JHOPOJHAS CYCHEH3HS,|
MPOXOAIAS Yepes CiTOo ¢ pazMepom
orsepetiii 710 MKM

Remarks : The Product conforms to ND/
IMpumeuanue: [Tpoaykr cooTBeTCTBYET TpeboBaHUsAM H/I

Opinion : APPROVED
Jaxkmouenue: OJOBPEHO

Hara: 19.10.2022

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

[Toarorosnexo: ; ITpoBepeHo: P OnobpeHo: Menemxep /

Naresh Kumar é Pardeep Kumar c;LL_;- PyxoBoautens q.m Lw-g
= ' Manoj Kumar il

Reprint Date: Reprint Date: Reprint Date:

Jata: 19.10.2022

JaTa:19.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com
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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
www.drreddys.com

Page 3 of 5/ CTtp. 3 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykand IOnnop®, TaéneTkn Aucneprupyembie [ais gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202027

Batch Quantity / O6bemM napruu : 547.500kg

890001621755

Analytical Report No / AHanuTH4eckuid oT4yer No :

Date of Analysis / laTa ananu3za: 19.10.2022

Date of Manufacture / JlaTa npousBoactsa : Sep-2022

Date of Expiry / Cpox rognoctu : Aug-2027

Analysis performed according ND / Anasus nposegen no HII: [T N011252/02-041021

Results / Pe3ynbTarhl

No Ll;est/ Iloka3aTeb

7 elated substances /
PoacrBeHHbIe MPHMeECH

|

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / OnpeneneHne
coJieprKaHts colepXKaHns
4-amuHObeHoNa

Method 2 / Metog 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpezaeneHune
HenJIeHTUQHUIIMPOBAHHBIX
npumeceii nbynpodena u
napaneramosa

8 Microbial limits /
MuKpoOHosornyecKast
YHCTOTA

0.00004%

0.09%

0.09%

Speciﬂ:a'tion / Hopma
4-aminophenol (paracetamol impurity)'_
/
4-amitogenon (npumecs,
rapauetaMona) - not more than
0.005% / e 6onee 0,005 %

Any individual unidentified impurity|
'of (ibuprofen or paracetamol)
[Ennnuunas HenaeHTHHHIHPOBAHHAS
NnpUMech ubynpodena Wi
mapaueraMora -

not more than 0.2% / He 6onee 0,2% :

Total impurities (Method 1+Method 2)
Cymma npumeceit (Merton 1 + Meton
2) - not more than 0.7% / He Gonee 0.7,

(i
Sa

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

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

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

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
IToarotoBaeHoO:

a

Checked by /
ITpoBepeno:

Approved by: Manager/Executive /
Onob6peno: Menemxep /-

Jara: 19.10.2022

Naresh Kumar Pardeep Kumar Qﬁ_) PykoBogutens "’l’;‘ u-»@
- Manoj Kumar il
Reprint Date: Reprint Date: Reprint Date:

Jara: 19.10.2022

Jara:19.10.2022
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CEPTUDOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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Page 4 of 5/Crp. 4u35s

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOHnop®, Tadnerku aucneprupyemble [ass geteii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202027

Batch Quantity / O6bem naprtuu : 547.500kg

890001621755

Analytical Report No / AnajuTH4eckui order Ne :

Date of Analysis / J/lata ananu3za: 19.10.2022

‘Date of Manufacture / {laTa npousBoacTra : Sep-2022

Date of Expiry / Cpok ronsoctu : Aug-2027

| Analysis performed according ND / Ananus nposenen mo HJI: [T N011252/02-041021

| k) Total aerobic microbial

count / O01ee yucio

|

mould count / Ob1iee uncno
POMOKEBBIX U MJIECHEBBIX
rpuboB

e E.coli

a3pOOHBIX MUKPOOPraHU3MOB |

Absent

b) Total combined yeasts and

- Ibuprofen / ubynpoden

10 Assay / KonuyecTBeHHOE
omnpeaesieHHe

9 Uniformity of dosage units / |
OxHOPOOHOCTH JO3UPOBAHHA 1.8

- Paracetamol / mapatietamon

1.8

Shall be absent in 1g / OtcyTcTaie B 1
r

Acceptance value (AV) should be not
more than 15,0 / [Tlokazarens
npuemanemoctH (AV) nomkeH ObITh HE!
oosee 15,0 |
Acceptance value (AV) should be not
more than 15.0 / [Tlokazarens
npuemaemoctit (AV) nomiker ObITb HE
oosnee 15,0

99.2 mg /99.2 mMr

124.0 mg / 124.0 mMr

90.0 mg to 110.0 mg of C3:H 302
(ibuprofen) per tablet /

OT1 90,0 mr go 110,0 mr Cj3H 503
(nbynpodper) B TabneTke

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

Ot 112,5 mr ao 137,5 mr CgHoNO»
(napaueramon) B Taberke

Remarks : The Product conforms to ND/
IIpumeyanne: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:
Naresh Kumar

>

Checked by /
IIpoBepeno:

Pardeep Kumar 4___4'_

Approved by: Manager/Executive /
Onobpeno: Menemxep / (

Pykosozutenh h:?; Tk
Manoj Kumar e

Reprint Date:
Hara: 19.10.2022

Reprint Date:
JHara: 19.10.2022

Reprint Date:
Jata:19.10.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIMN3A

Page Sof 5/ CTp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun I0OHnop®, Tabaerku aucneprupyemble [nas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202027

Batch Quantity / O6bem naptuu : 547.500kg

890001621755

Analytical Report No / AHanuTHUYecKHil oTyeT No :

Date of Analysis / laTa ananu3za: 19.10.2022

Date of Manufacture / laTa npoun3soacrsa : Sep-2022

Date of Expiry / Cpok roanoctn : Aug-2027

Analysis performed according ND / Ananu3 nposegen mo HJ/I: 11 NO011252/02-041021

1 "i-;‘ackage / YnakoBka _

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ajiblislers and patient information leaflet

carton pack. / Ilo 10 Tabnetox Biil] a carton pack. / Ilo 10 tabnerok B

onuctep u3 [IBX/Al Ilo 2 6nncrepabnuctep u3 [IBX/AL Ilo 1, 2 wnu 20

- |~ v
BMecTe C HHCTPYKUHUCH I'IDlU."lHCTepOB BMECTE C HHCTPYKLHUCH MO
|

[IPUMEHEHHUIO B NAa4YKy KapTOHHYIO. [MPHMEHCHHIO B NIA4YKY KAPTOHHYIO.

12 Labeling / MapknpoBka

13 _!Storage conditions /
‘Xpaﬂelme

14 Shelf life / Cpok rogHocTn

|According to ND. / B coorsercteuu ¢ H/I.

In the original packaging (blister in carton | pack) at temperature below 25°C.

B opurunaiibHo# ynakoBke (6Ja1cTep B Ma4Ke) NpY TEMIIEPATYPE HE BhILLIE
25 °C.

5 years / 5 net

Remarks : The Product conforms to ND/
Ilpumedanne: [IpoaykT cootBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3akauenue: OJJOBPEHO

Hara: 19.10.2022

Hara: 19.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloprotosneHno: IIpogepeno: Opnobpeno: Menenxep / r
Naresh Kumar @ Pardeep Kumar Qt/’ PykoBoautens S

- ’ Manoj Kumar Te—
Reprint Date: Reprint Date: Reprint Date:

Hata:19.10.2022
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