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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

Page 1 of 5/Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOunop®, TadsieTku Aucneprupyemble [ns pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300445 : Batch Quantity /. O6bem maptTuu : 547.500kg
Analytical Report No / AHasmTndeckuif oryer N : Date of Analysis/ JaTa anamm3za: 22.03.2023
890001651275

Date of Manufacture / Jlata npoussoacTsa : Mar-2023 |Date of Expiry / Cpok rogsoctu : Feb-2028

Analysis performed according ND / Anasuz nposeaen no H/: T1 N011252/02-041021

Ne  [Test/ Iloka3aTenn Results / Pe3y1bTaThl Specification / Hopma i
1 Description / Onucanue 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. /

|
prFHbIe HHOCKOHI/IHI/IH.’lp!-lL!ECKIIEKP)/TJILIC HIIOCKOHHHHH,E[pI/I‘leCKHei
rrabneTku PO30BOI0 OBE€Ta crabaeTKn PO30BOT'O aBeTa C

BKpAIUIEHUAMHE, ¢ Backoii ¥ prcKoi HABKpaniaeHnsaMH, ¢ Gackoii U prckoii Ha

OHOU CTOPOHE,01HOI CTOpOHE,

L € XapaKTePHbIM 3aaXOM. C XapaKTEePHBIM 3aM1aXOM. 1
2 Identification / Complies as prescribed/ The retention times of the main peaks
IoannHHOCTH COOTBETCTBYET on the chromatogram of the test

golution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference  standards
solution (section Assay). / Bpemena
YAEPAKUBAHNS OCHOBHBIX MHKOB HA
xXpomarorpaMmme HCIBITYEMOTO
jpacTBOpa NOJDKHBI COOTBETCTBOBATH

:BpEMe.HaM VAepHuBaHua MNOHKOB Ha

XpomaTorpaMme pacTBopa
CTaHAapTHBIX 00pasuoB noynpodena
L riapaueramona (pasmen

KomiuecTBEHHOE ONpeAC/IEHHE?). [

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanuam HJJ 3akawyenue: OJOBPEHO

Prepared by / F Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: / A IIpoBepeno: Ramakant Opodpeno: Menemxep / l ' EE zj
Ankit (_,.- 9 A PyxosoanTens Manoj Kumar —
Reprint Date: Reprint Date: Reprint Date:

Hara: 22.03.2023 Hata: 22.03.2023 Hara: 22.03.2023

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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Page 2 of 5/ CTp. 213 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg. .
H6ykaun I0nuop®, Tabaerku qucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300445

Batch Quantity / O6nbem naptuu : 547.500kg

890001651275

Analytical Report No / Auanntuyecknii oTder Ne: |

Date of Analysis / lata aHanu3a: 22.03.2023

Date of Manufacture / lara npon3sogcrsa : Mar-2023

Date of Expiry / Cpok roanocru : Feb-2028

Analysis performed according ND / Auajn3 nposeaen mo HJ: [T N011252/02-041021

Test / IlokazaTeb

Results / Pe3yabTaThl

3 Averz;ge weight of tablets /
Cpennsin Macca Tab/1eToOK

364.0 mg/ 364.0 mr

Complies/COOTBETCTBYET

Speciﬁcatio_n / Hopma

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot 357,77 mr po 372,3 mr
(365,0 Mr = 2,0 %)

| 00 min:25 Seconds/00 muH 25 Sec

4 Disintegration /

I PacnagaemocTh

5 Dissolution / 101% to 103 %
PactBopenue

99% to 102%

[Not more than 3 min /

He 6onee 3 MuH
Not less than 70% (Q) of Ci3H;50
(ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHisOz
(ubynpoden) gepes 30 MUH
Nof less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
]HE: meHee 70 % (Q) CsHoNO;
(mapaueramon) yepes 30 MUH

6 Dispersibility /
/{ucnepcHOCTD

Complies / CooTBeTCTBYET

[Uniform suspension passing through
the 710 pm sieve is formed
OGpasyercs OJHOpPOAHAA CYCMEH3Nd,
MPOXOJALLAS Yepes CHTO ¢ pasMepoM
oTsepeTiii 710 MkM

irI‘est / lloxa3zaTeJsib

(7

‘- Results / Pe3yanaTbl_

Fpeciﬁcaﬁon / Hopma

Remarks * The Prodnet eonforms tn NTV/
Mpumeyanne: [Iponyxt cooTBeTcTBYeT TpeboBaHusaM HJI

(pinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / , Checked by / Approved by: Manager/Executive /
[ToaroroBneHo:; A [Tpoeepeno: Ramakan " i OpobdpeHo: Menenxep /
Ankit e gp L PykosoanTens Manoj Kumar .
Reprint Date: Reprint Date: Reprint Date:

Jara: 22.03.2023 JHara: 22.03.2023 Jara: 22.03.2023

Registered Office: 8-2-337, Road Na. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, 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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Page3 of 5/Crp.3u3 5

Product : Ibuclin Junior; dispersible tablets (for children) 100 mg + 125 mg .
Hoykaun IOnnop®, TabjieTkn aucneprupyemble [nas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300445

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / Ananutuyeckuii oruer Ne :
890001651275

Date of Analysis / laTta anann3a:"22.03.2023

Date of Manufacture / lata npon3soncrra : Mar-2023

Date of Expiry / Cpox rognoctu : Feb-2028

Analysis performed according ND / Auaiau3 nposeger mo H/: [1 N011252/02-041021

7

Related substances /
PoxcTeeHHbIe npaMecH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenexne
lcofepxanusi ConepXKaHus
4-amuHodeHoNa

Method 2 / Metog 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HenIeHTH(DUIIUPOBAHHBIX
npuMeceit ubynpodena u
mapaileraMmosia

0.0001%

BDL (Disregard Limit 0.05%)

0.0001%

-aminophenol (paracetamol impurity) /

-aMHHOGEHO (MpUMech napaleTamora)
- not more than 0.005% / ne 6omnee 0,005
%

Any individual unidentified impurity of
ibuprofen or paracetamol) / Exunnunas

[HenaenTHbHIMpOBaHHAS NIPUMECH

OynpodeHa Uy napaneraMmona -

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

Total impurities (Method 1+Method 2)
Cymma mpumeceit (Meroa 1 + Meton 2) -
not more than 0.7% / He 6osee 0.7 %

Remarks : The Product conforms to ND/

Ilpumeuanue: [Ipoayxr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
Zakiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroroBneHo: {’\ IIpoeepeno: Ramakan {_ Onobpeno: Menemxep / @/
Ankit L &L J/ PykxoBoautens Manoj Kumar Lo
Reprint Date: Reprint Date: Reprint Date:

Jara: 22.03.2023 JHara: 22.03.2023 Hara: 22.03.2023

Registered Office: 8-72-337, Rnad No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page4 of 5/Ctp. 4135
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann IOunop®, TabJeTKH Aucneprupyemsolie [ais gereii], 100 mr + 125 mr
Batch No./ Cepusi No : V2300445 —_ Batch Quantity / O6bem napruu : 547.500kg -
Analytical Report No / Ananutudecknii oryer Ne : Date of Analysis / JaTa ananuza: 22.03.2023

890001651275
Date of Manufacture / Jlata npoussoactsa : Mar-2023 |Date of Expiry / Cpok roanoctu : Feb-2028
Analysis performed according ND / Auajn3 nposeaen mo HJI: IT N011252/02-041021

] Microbial limits / |
MukpoOoHoJIorn4ecKas
YHCTOTA
a) Total aerobic microbial Less than 100 CFU/g/ Not more than 1000 CFU/g/
count / Obriee Yucio Menee 100 KOE/r He 6onee 1000 KOE/r

@3POOHBIX MUKPOOPraHU3MOB
; Less than 100 CFU/g/  Not more than 100 CFU/g/
b) Total combined yeasts and Menee 100 KOE/r He 6osee 100 KOE/r
mould count / Ob1wee yucio
TP OXOKEBBIX M TJIECHEBBIX

rpubor Shall be absent in 1g/ OrcyTtcTBUEe B 1 T
Absent
c) E. coli
9 Uniformity of dosage units / | Acceptance value (AV) should be not
OIXHOPOAHOCTDL AO3UPOBAHHA 1.5 rmore than 15,0 / Tlokasarenn
' npueMieMocTd (AV) noipkeH OBITh He
- Ibuprofen / ubynpoden oonee 15,0

Acceptance value (AV) should be nof
more than 15.0 / TIlokazarenn

1.5 npuemyiieMocti (AV) nomkeH ObITh HE
- Paracetamol / mapaueTamon ooee 15,0 . B |

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootsercTByeT TpeboBanmsM HJJ Saxswuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloarorosieHo: C’\ IIposepeno: Ramakant ‘k Onobpeno: Menemxep /
Ankit = ﬂ bﬂ‘ PykoBoautens Manoj Kumar

Np> _~
Reprint Date: Reprint Date: ! Reprint Date:
Jata: 22.03.2023 Jara: 22.03.2023 Hara: 22.03.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA

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
HNoykans IOunop®, TabseTkn gucneprupyemsle [ans gaeteii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300445.

Batch Quantity / O6bem napruu :.547.500kg

890001651275

" |Analytical Report No / AHanuTHYecKknii oT4deT No :

Date of Analysis / laTa ananmu3za: 22.03.2023

Date of Manufacture / JlaTa ripousBoacTBa : Mar-2023

Date of Expiry / Cpox rogHoctn : Feb-2028

Analysis performed according ND / AunaJju3 mposeaen mo H/I: I1 N011252/02-041021

10 As_sa_y / KosmuecTBenHoe
onpeeneHue
11 Package / YnakoBka

Ma4Ky KapTOHHYIO.

900 mg to 110.0 mg of C13H 150,
(ibuprofen) per tablet /

Ot 90,0 mr no 110,0 mr C13H 50
(ubynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsHsNO.
(paracetamol) per tablet /

OT1 112,5 mr no 137,5 mr CsHoNO,
(naparieramon) B Tabnerxe .
10 tablets in PVC/Al blister. 2(10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / Ilo 10carton pack. / ITo 10 Tabnerok B Giucrep
rabneroxk B 6mucrep uz [BX/Alnz [IBX/Al Ilo 1, 2 unu 20 6nucrepos
[lo 2 Onucrepa BMecTe %BMEGTE C UHCTPYKLHEH 10 NIPUMEHEHHIO B

100.6 mg /100.6 mr

124.8 mg/ 124.8 mr

PIHCprKHHCﬁ Mo MpUMEHEHUIO BHAYKY KapTOHHYIO.

12 Labeling / MapxkupoBka

According to ND. / B coorsercreuu ¢ H/I.

13 Storage conditions /
XpaHeHue

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

B opurunansHo# ynakoBke (OnucTep B Hauke) Npy TEMIIepaType HE BhILLE
25 °C.

14 Shelf life / Cpox roxsoctu

5 years / 5 net

Remarks : The Product conforms to ND/
IIpumeuannme: [Tpoaykr cootBercTBYeT TpeboBanusM HJL

Opinion : APPROVED
3akmouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneno: ITpoeepeno: Ramakant OnobpeHo: Menemxkep / @i é
Ankit - @lw Pyxopogurens Manoj Kumar

Reprint Date: Reprint Date: . Reprint Date:

Jara: 22.03.2023 Hara: 22.03.2023 Hara: 22.03.2023
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