Dr.Reddy’s “:'.
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moy cann FOunop®, TabaeTky aucneprapyemsie st aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201388

Batch Quantity / O6bem naprnu : 547.500kg

890001602537

Analytical Report No / Ananutuueckuii oryer Ne : Date of Analys

is / laTa anamu3a: 21.07.2022

Date of Manufacture / JIaTa npounssojcrsa : Jul-2022

Date of Expiry

/ Cpox rogsoctu : Jun-2027

Analysis performed according ND / Ananns npoBeiet no HJ1: TIN011252/02-041021

@'9 [Test / IMokasaTesn

Results / Pe3yabraTer

Description / Onucanue

Specification / Hopma

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets

ne side and characteristic odor. /

c PX&D&KTE‘.]]HI)[M 3anaxom.

with impregnations and a score-line onwith impregnations and a score-line on

[Kpyrnele  mockouumiuapuueckneKpyrisie IOCKOUMITHHAPHYECKHE
TabneTkn  po3oBOoro  Upera  ¢radmeTkn  po3osoro  usera
BKpanaeHuAMy, ¢ Gackoi ¥ pUCKOH HABKPATIEHHAMI, C (hackoii 1 pnckoit Ha
oHoil CTOPOHE,OJIHON CTOPOHE,

one side and characteristic odor. /

C XapaKTepHbIM JANaNoM.

3T

[dentification /
[loaNHHOCTDH

Complies as prescribed/
(C OOTBETCTBYET

The retention times 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). / Bpemena
YAEPKUBAHHS OCHOBHBIX MHKOB Ha
XpoMaTtorpamme HCIBITYEMOIQ|
pacTBOpa JOMKHLI COOTBETCTBOBATH
[BpemMeHaM  yAepiKHBaHig NHKOB HA

XpoMaTorpaMme pacTeopa
cTamnaapTHEIX 00pa3LoB noynpodena
" napateramona (pasnen

(ICOMMUEecTBEHHOE ONpeAeneHue»).

Remarks : The Product conforms to ND/
Ipumeuanne: IIpofyKT cOOTBETCTBYET TPEOOBAHHAM HJL

Opinion : APPROVED
3axmouenne: QJJOGPEHO

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

[NoarorosiieHo: IlposepeHo: ; Onobpedo: Menemxep /..

Ankit @ Pardeep Kumar 4____ PyxoBoauTens 7 B
Pavan Kumar Shar{

Reprint Date: Reprint Date: Reprint Date:

Jara: 21.07.2022 Iata: 21.07.2022 Jara:21.07.2022
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CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s 1

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoyrkaun FOunop®, Ta6/eTKH AuciiepropyeMbie |nas pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201388

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / AHanuTH4eckuii oTyer Ne :
890001602537

Date of Analysis / Jlata anaausa: 21.07.2022

Date of Manufacture / lata npon3zsoacrsa : Jul-2022

Date of Expiry / Cpok rognocrs : Jun-2027

Analysis performed according ND / Ananns nposeaes no HJL: 1 N011252/02-041021

Ne Test / Ilokazarean Results / PesyabTaThl Specification / Hopma
3 lAverage weight of tablets / 363.6 mg/ 363.6 Mr 357.7 mg to 372.3 mg (365.0 mg +
;_C[)ELI,HHH Macca Ta0JIeTOK 2.0 %). / Ot 357,7 mr go 372,3 mr
Complies/cOOTBETCTBYET (365,0 mr & 2,0 %)
4 Disintegration / 00 min:24 Seconds/00 mun 24Sec [Not more than 3 min / '
PacnajaemocThb He 6onee 3 Muu _
S Dissolution / 95% to 97% Not less than 70% (Q) of CpiH O
PacTBOpeRHue (ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHisO:
(ndynpogen) yepes 30 MUH
95% to 97% Not less than 70% (Q) of CsHsNO;
| paracetamol) after 30 min /
He menee 70 % (Q) CsHaNO:
| - (napaueramon) yepes 30 MuH
| Dispersibility / Complies / COOTBETCTBYET Uniform suspension passing through
/TucrmepcHOCTE the 710 pum sieve is formed /
ObpasyeTcsi OIHOPOJHAS CYCMEH3HS,
MPOXOAALIAs HEPE3 CUTO € PasMepoM
orseperiii 710 Mkm
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Ipoaykr coorsetcTByeT Tpedosannsam HJL

3axaouenue: OJJOBPEHO

Hara: 21.07.2022

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

HonrorosneHo: IpogepeHo: OpnobpeHo: MeHe,szep / -

Ankit Pardeep Kumar  — ‘ PykoBOUTETb ——
- Pavan Kumar Sharma

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.07.2022

Jlata:21.07.2022
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Page3 of 5/ Ctp. 3135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woyxaun FOrnop®, TaéneTku qucneprupyembre [41s A

ereii], 100 mr + 125 mr

IBatch No / Cepusi Ne : V2201388

Batch Quantity / O6bem napram : 547.500kg

mlytical Report No / AHajuTHyecknii oruer Ne :
890001602537

Date of Analysis / laTa anammsa: 21.07.2022

Date of Manufacture / Jlata npoussojcrsa : Jul-2022

Date of Expiry / Cpok rogsocTs : Jun-2027

Analysis performed according ND / Apanus nposejeit no HJI: TTN011252/02-041021

Ne Test / TlokazaTeanb Results / PesyabTaThl Specification / Hopma
7 Related substances / 4-aminophenol (paracetamol impurity)
PojacrseHHble IPHMECH
4-aMmuHOQEHOI (npumech
Method 1/ Merton 1 — . napaueramona) - not more than
Determination of 4-Amino 0.00003% 0.005% / e 6onee 0,005 % |
Phenol content / Onpenenenne
coiepikanisl COAEPKaHUs Any individual unidentified impurity
4-amuHoteHoNa of (ibuprofen or paracetamol)
Enuuianas HeuAeHTUOUUUPOBAHHAS
Method 2 / Meron 2 — 0.05% TpUMech ubynpodena win
Determination of Ibuprofen napaueramona -
and Paracetamol unidentified not more than 0.2% / ue 6onee 0,2%
impurities / OnpeneneHue
HenneHTUHULMPOBaHHBIX 0.05% Total impurities (Method 1+Method 2)
npumMeceil uGynpodena u / Cymma npumeceii (Meron 1 +Merox
napateraMosia 2) - not more than 0.7% / ne 6onee 0.7
%o
8 Microbial limits /

Mukpo0dnoaoruuecKas
HHCTOTA

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/
IIpumeuanue: [TpOAYKT COOTBETCTBYET TPEOOBAHHMAM HI

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBNIEHO: 3 ITposepeHo: Ono6peno: Menenxep/ (0
Ankit @ s Pardeep Kumar — __"___AF-J PykoBoaUTENH & :"" e

= Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date:
Iata: 21.07.2022 Hara: 21.07.2022 Jata:21.07.2022
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIHN3A
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Formulation Unit-6
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Distit. Solan, H.P.,, 173 205, INDIA
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Page 4 of 5/ CTp. 4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yraus YOu0P®, TabeTKu Auceprupyemble [Ais 1

ereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201388

Batch Quantity / O6bem naprun : 547.500kg

890001602537

Analytical Report No / ABanuTH4eckuii oT4eT Ne :

Date of Analysis / lata ananmnza: 21.07.2022

Date of Manufacture / Jlata npou3ssoactsa : Jul-2022

Date of Expiry / Cpok roanocti : Jun-2027

Analysis performed according ND / Ananus nposeaen no HJL: 11 N011252/02-041021

a) Total aerobic microbial
count / Ob1uee 4yucio

I

A9pOOHBIX MUKPOOPraHH3MOB Absent Shall be absent in 1g/ OtcyTrcTBHE B |
.
b) Total combined yeasts and
mould count / O6luee yucio
JIPOMOKEBBIX U TIIECHEBBIX
rpuboB
c) E. coli |
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOAHOCTH JO3HPOBAHMSA 1.3 more than 150 / TIlokaszarens
npremieMocTi (AV) 1o/mKeH ObITh He
- Ibuprofen / u6ynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 / [lokazaTens
1.3 npremieMocT (AV) nomkeH ObITh He
- - Paracetamol / napaueTamoJi oonee 15,0 '
10 Assay / KosinuecTseHHOe 90.0 mg to 110.0 mg of C13H;50;
onpeaeNeHne (ibuprofen) per tablet /
O 90,0 MIT 4O 110,0 Mr C13H1302
100.4 mg /100.4 mr (ubynpoden) B TabneTke

123.5 mg/ 123.5 mr

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

OT 112,5 mr go 137,5 mr CgHoNO»
(napaueramos) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanue: IIponykT cooreTcTByeT TpedoBannamM HJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

TlogrorosneHo: ) [poBepeHo: ){ OnoGpeno: Menemxep / |} i

Ankit A / Pardeep Kumar — (— Pykooaurens l;’ =
& Pavan Kumar Sharma = /

Reprint Date: Reprint Date: Reprint Date:

Jata: 21.07.2022 Hata: 21.07.2022 Jata:21.07.2022
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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

CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIM3A

Page 5of 5/CTtp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykann KOunop®, TabieTky aucneprupyemble [1s aereii|, 100 mr + 125 mr

Batch No / Cepust Ne : V2201388

Batch Quantity / O6bem naprun : 547.500kg

890001602537

Analytical Report No / AnamnTH4ecKkuii oT4aeT No

Date of Analysis / JlaTa anamusa: 21.07.2022

Date of Manufacture / Jlata npoussoacTsa : Jul-2022

Date of Expiry / Cpok roguoct : Jun-2027

Analysis performed according ND / Anaaus nposeaen no HJL: IT NOI 1252/02-041021

11 Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / [lo 10 Tabnerok Bin a carton pack. / Ilo 10 tabnerok &
oancrep u3 [IBX/AL Tlo 2 6J'II/1CTE.'DEI!_GIII/ICTCp uz T[IBX/AL Tlo 1, 2 i 20
BMECTe C  UHCTpYKUHEH NOOIUCTEPOB BMECTE C HHCTPYKIHEH 10
NPHMEHEHHIO B MaYKy KapTOHHYIO. ‘llpi-IMEHeHI-I}O B [1QUKY KapTOHHYIO.

12 Labélihg / MapkHpoBKa

According to ND. / B coorserctsun ¢ HI.

13 Storage conditions /
XpaHeHHne

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

B opuriHaibHO# yrnakoBke (6McTep B nayke) Npu TeMIepaType HE BeILIE
25 °C.

14 Shelf life / Cpok rogHocTs

5 years / 5 ner

|

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cootsercTayet Tpebosaniam HJL

Opinion : APPROVED
3axouenune: OJJOBPEHO

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

[ToAroTORNEHO: . IIpoBepeHo: f Onobpeno: Mernemxep /| ) o

Ankit (- Pardeep Kumar =\ PykoBogutenb )i e
C’é"" ' Pavan Kumar Sharma r}f/
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