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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 5/Ctp. 1135

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxaun FOunop®, Tadaerku gucneprupyemble [is gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202236

Batch Quantity / O6bem napTun : 547.500kg

890001623729

[Analytical Report No / AHajauTu4eckuii oTuer No :

Date of Analysis / {aTa ananausa: 30.10.2022

Date of Manufacture / Jlata nponssogcrsa : Oct-2022 [Date of Expiry / Cpok rogHocTH : Sep -2027

Analysis performed according ND / Ananns nposesen o HJ/I: [1N011252/02-041021

Ne  Test/ IlokasaTesan

Results / PesyabTaTsl _ ISpecification / Hopma

1 ‘Description / Ouncanue

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. /

[Kpyrnble HJ'[OCKOL[I/I.HHHﬂpliquKl-Iel[{p}fFﬂbIe IJIOCKOLUMHAPHUYECKIE]
radjeTkn  po30BOTO  LBeTa  CTadNeTKM  po3oBOro  LBeTa ¢
BKPArICHUMM, C hackoii 1 puckoll HaBKkpanneHusiMu, ¢ Gackoil U puckoi Ha

YMIHOI CTOPOHE,0HOH CTOPOHE,

C XapaKTEPHBIM 3araxom. |C XAPaKTCPHbIM 3araxoM.

(3]

Jdentiﬁéation h
Il'lo,rumHHOCTb

Complies as prescribed/ [The retention times of the main peaks
CooTBeTcTBYET on the chromatogram of the test
solution should correspond (o the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
YACPAKHBAHHS OCHOBHBIX [UKOB HA
Xpomarorpamme HCOBITYEMOTO|
pacTsopa  JOJIKHEL c00't'sc7.‘C'rBoB:1T|,|
BPEMEHAM  YJICPKHBANNA HKOB I-IEL!
XpoMarorpaMme pacTeopa

CTaHLapTHLIX 00pa3ioB uﬁynpoqaexj

i napateramona (paznen
| «KonuecTsennoe onpeaenesues).

Remarks : The Product conforms to ND/
IIpumeuanue: TponykT cooTreTeTryeT Tpebopanuam HJI

Opinion : APPROVED
Sarmorcnuce: OJJOBPEHO

Prepared by /
IToarorosneHo:

Kushal Kumar &

Checked by /

[IpoBepeHo:

Naresh Kumar éf
-

Approved by: Manager/Executive /
Onobpeno: Meneaxep /

Pywoomurens A \—
Amit Kumar [TV

Reprint Date:
Hara: 30.10.2022

Reprint Date:
Hara: 30.10.2022

Reprint Date:
Hata:30.10.2022

Registercd Office: 8-2-237, Road Neo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 450C 2900, Fax: +31 40 4900 2959, Email: mail@drreddys.com

CiN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun YOunop®, TadieTku Ancneprapyemsie [nis aereit], 100 mr + 125 mr

Batch No / Cepus No : V2202236

Batch Quantity / O6bem naprau : 547.500kg

890001623729

Analytical Report No / AHanuTHYeCKHH oTuer Ne :

Date of Analysis / JlaTa ananansa: 30.10.2022

Date of Manufacture / /lata nponsBoacrsa : Oct-2022

Date of Expiry / Cpok roguoctn : Sep -2027

Analysis performed according ND / Anasu3 nposenen mo HJI: TIN011252/02-041021

Ne  [Test/ IoxasaTesn

3 Av;ra_ge _weight of tablets /
Cpennsisi Macca Ta0J1eTOK

4 j Disinteg;ation / o

_Pacnmajaemocth

5 Dissolution /
PacTBOpenue

6 Dispersibility /
J/IncnepcHOCTL

Results / Pe3ym>}aTbl

1Specificati0n / Hopma : |

] 363.3 mg/ 363.3 Mr

Complies/cooTBeTCTBYET

00 min:32 Seconds/00 muu 32 Sec

357.7 mg to 372.3 mg (365.0 mg +
2.0 %)./ Ot 357,77 mr no 372,3 mr
(365,0 mr £+ 2,0 %)

ot more than 3 min/
He Gonee 3 mun

99 % to 100 %

‘ 97% to 100%

Not less than 70% (Q) of C;3Hi:0,
(ibuprofen) after 30 min /

He wmenee 70 % (Q) CiHpiOs
(nbynpoden) uepes 30 MuH

-LNm less than 70% (Q) of CyiHoNO:
(paracetamol) after 30 min /

He wmenee 70 % (Q) CyHoNOa2
(napaueramon) uepes 30 MuH

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
OGpasyeTcsi OAHOPOLHAS CYCHEH3HA,
J'[;'JOXOJ]HLL[EISI HEPC?; CHTO C pEl3M|3pOM
oTsepeTHii 710 MEM

Remarks : The Product conforms to ND/
Ipumeuanue: I1poaykT cooTBeTcTBYeT Tpebosanusam I1]1

Opinion : APPROVED
3akmwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: [porepeHo: @ Onobpeno: Menemxep /
Kushal Kuma@_ ) Naresh Kumar PykoBoguTenb .

= & Amit Kumar ]B"‘.'\f/
Reprint Date: Reprint Date: Reprint Date:
Jara: 30.10.2022 Jata: 30.10.2022 JaTa:30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykana FOunop®, tabierkn aucneprupyemele [mas gereii], 100 mr + 125 mr

Batch No / Cepug Ne : V2202236

Batch Quantity / O6bem maprun : 547.500kg

890001623729

Analytical Report No / AnanuTudecknii oruer No :

Date of Analysis / Mara ananusza: 30.10.2022

Date of Manufacture / lata npoussoacrea : Oct-2022 |Date of Expiry / Cpoxk rogsoctn : Sep -2027

Analysis performed according ND / Ananus nporexen o HJI: [1N011252/02-041021

_-ﬂ'f_* il‘est/ IMokazaTenr

Results / PesynabTaTer

‘? [Related substances /
PojacTBeHHBIE NpUMecH

‘ Method 1/ Meton 1 —
Determination of 4-Amino

| Phenol content / Onpenenenue

COJEpIaia ConepKaHUs
‘ 4-amuHodeHona

Method 2 / Meton 2 —
Determination of Ibuprofen

impurities / Onpeaenenue
HEUAEHTH(PULNPOBAHHBIX
npumeceil ndbynpodena u

mapaleramosna

and Paracetamol unidentified

0.0001%

0.06%

0.06%

Specification / Hopma |

_4-amin0phenol (paracetamol impurit)T):'

i
4-amiHodenon (mpumecs
napaueramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
Ennnndnas HemaeHTUOHLHPOBAHHAS
ImpUMech ubynpodena Hm
napaueramona -

not more than 0.2% / ne 6onee 0,2%

Total impurities (Method 1+Method 2)
CymmMa npumeceii (Meton 1 + Meton

2) - not more than 0.7% / He 6oJiee 0.7

%

8 Microbial limits /
MuxpoGuonoruyeckas
“HCTOTA

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/
Hpumedanne; [ponykT contreretryet Tpefnpamiam HJJ

Opinion : APPROVED
3armoucuuc: OJJOLIEITIO

Hata: 30.10.2022

Jata: 30.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: ITpoepeHo: @ Onobpeno: Menenxep /
Kushal Kumar/ \w\__£ Naresh Kumar i PykosoguTtens AN

Amit Kumar P(M —
Reprint Date: Reprint Date: Reprint Date:

Hata:30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com
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www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmun IOunop®, TabaeTku ancneprupyemsle [is aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202236

Batch Quantity / O6wem maprun : 547.500kg

Analytical Report No / Ananuruyeckuii otuer Ne :
890001623729

Date of Analysis / laTa anaausa: 30.10.2022

Date of Manufacture / Jlata npoussoacrea : Oct-2022

Date of Expiry / Cpoxk roanoctn : Sep -2027

Analysis performed according ND / Ananu3s nposesen no HJI; T1 N011252/02-041021

9

) E. coli

a) Total aerobic microbial I

count / Obuiee uucno |
A3pOOHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O611iee umcno
NIPOJIKEBLIX U TJIECHEBBIX
rpubos

Absent

|
Shall be absent in 1g / OrcyTeraue B 1

.

Uniformityﬁdosage units /
OaHopoaHOCTL A03MPOBaHUS

L Ibuprofen / ubynpoden

- Paracetamol / napaueramon ]

2.0

_FJ
—

Acccplancc value (AV) should be not,
[Nokazarens
npuemMsIeMocTH (AV) nosmkeH ObITh He)

more than 15.0 /
Oolsiee 15,0
more than 15.0 /

Oonee 15,0

10

Assay / KonnuecrBennoe
onpeaeJieHHe

99.3 mg /99.3 mr

123.5mg/ 123.5 mr

90.0 mg to 110.0 mg of C13H 130,
(ibuprofen) per tablet /

(noynpoden) B Tabnetke

(paracetamol) per tablet /

(mapaueramon) B Tabnerke

Acceptance value (AV) should be not
[Mokazarens
lpuepemuc i (AV) quiked Obrl's He

O7190,0 mr g0 110,0 mr C3H 30,
112.5 mg to 137.5 mg of CsHoNO,

Ot 112,5 mr go 137,5 mr CgHoNO,

Remarks : The Product conforms to ND/
TTpumevanne: IIpoaykr cootsercTsyer TpeGopammsam HJT

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /

Checked by /
[posepeno: @

Approved by: Manager/Executive /

Onobpeno: Meunemxkep /

Hara: 30.10.2022

Jlara: 30.10.2022

IoaroToBneno: <

Kushal Kumar @\// Naresh Kumar == PykoBoauTens N
Amit Kumar P{’ —

Reprint Date: Reprint Date: Reprint Date: '

Hata:30.10.2022
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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A

Page 5 of 5/Ctp.5u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann IOunop®, Tabnerku gucneprupyembie [aast gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202236

Batch Quantity / O6bem napruu : 547.500kg

890001623729

Analytical Report No / Anaantuyecknii oruer No : Date of Analysis / laTa anaausza: 30.10.2022

Date of Manufacture / JlaTa npoussoactsa : Oct-2022 |Date of Expiry / Cpox rogsocts : Sep -2027

—

[Analysis performed according ND / Auanus npoeenen no HJ1: [T N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/AI blister. 2 blisters]10 tablets in PVC/AI blister. 1. 2 or 20

and patient information leaflet in ablisters and patient information leaflet
carlon pack. / Ilo 10 Tabnerok [-:!in a carton pack. / ITo 10 TaGnerok B
Omnerep u3 NMBX/AL Tlo 2 6J1M<:Tepa]|GﬂHCTep u3 [IBX/AL Tlo 1, 2 unu 20
BMECTE (¢ HMHCTpYKLHEH NOGJIMCTEPOB BMECTE ¢ MHCTPYKLMEH nol

[TPHMEHEHHIO B NTAYKY KapTOHHYIO. iT[pllMeHeHI/l}O B NAYKY KaAPTOHHYIO. |

‘E Labeling / MapkupoBka

According to ND. / B cooTBETCTBUM ¢ HJI.

‘13 Storage conditions /
Xpanenue

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

B opurinHaibHO# ynakoske (611cTep B nadke) NpH TEMIEPaType He Bbllie
25 °C.

ﬁ4 Shelf life / Cpoxk rognocT

5 years /5 net ;

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpameuanue: [ponykr coorsercrayer TpeGosannsm 11]] 3axmoyenne: QJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenexo: IIpogepeHo: @ Onobpeno: Menensxep /
Kushal Kumar & Naresh Kumar L Pykosoaurens _h;\\cj

Amit Kumar {\ —
Reprint Date: Reprint Date: Reprint Date:

JHara: 30.10.2022 Hata: 30.10.2022 Hata:30.10.2022
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