Do Dr. Reddy's Laboratories Lid.
’ * /
Formulation Unit-6
Dr' Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS®
CEPTUOPUKAT AHAJIU3A

Page 1 of 5/ CTp. 1 u3 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y JOunop®, TabeTkH Ancneprupyemble [aas aerei], 100 mr + 125 mr

Batch No / Cepnst Ne : V2300651 Batch Quantity / O6nem naptuu : 531.35 kg
Analytical Report No / AnaauTndeckuii oryer Ne : Date of Analysis / JIaTa ananu3a: 10.05.2023
890001661305

Date of Manufacture / Jlata npousBoactsa : Apr-2023 |Date of Expiry / Cpok roanoctu : Mar-2028

Analysis performed according ND / Ananins nposenen mo HJI: TI N011252/02-041021

Ne  [Test/IlokasaTesb Results / PezyabTaThl |S_peciﬁcation /Hopma |
Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line os]with impregnations and a score-line on
one side and characteristic odor. / n]one side and characteristic odor. / !
Kpyrasie  miockoummnapiteckneKpyrnsie TUIOCKOLIMITUHAPHUYECKHE
TabneTku  po30BOro  HBeTta  crabneTkH — po30BOro  UBETa ¢
BKparieHHsIMH, ¢ Gackoil U pACcKOit HABKpAIIEHUsIMH, C PacKOH ¥ PUCKOH Ha
JTHOM CTOPOHE,0AHON CTOpOHE,
o XapaKTEepPHbIM 3aMaxoM. ¢ XapaKTepHbIM 3aM1axoM.
2 [dentification / Fomplies as prescribed/ [The retention times of the main peakSJ
[Moa/IMHHOCTH CooTBeTcTBYET on the chromatogram of the tes
' solution should correspond to the
‘ retention times of the peaks on the
E chromatogram of ibuprofen and
| paracetamol  reference  standards
solution (section Assay). / Bpemena
YAEPKUBAHNA OCHOBHBIX IHMKOB HQ
Xpomarorpamme HCIBITYEMOTO)
pacTBopa JOJDKHBl COOTBETCTBOBAThH
BpeMEHaM YJCpXKUBAHMS MHMKOB HA
XpomarorpaMme pacteopa
CTaHAapTHbIX 00pasnoB uOynpodeHa
" napaueramona (pazgen
- «KonnuecTseHHOE ONPEACIEHUEY).
Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanue: [ponykt cootBeTcTBYET TpeboBarusaM HJT 3axmwouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executiv .
[ToarotoBneHo: & IIpoeepeno: Pardeep Kumar Opnobpeno: Menemxep / @m’
Ramakant / f PykoBomutens: Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:
Hata: 10.05.2023 Hara: 10.05.2023 Jara: 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2993, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.ccm
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnna IOHHop®, TabaeTkH gucneprupyemsle [ais aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300651

Batch Quantity / O6bem naptum : 531.35 kg

890001661305

Analytical Report No / Ananurnyeckuii orTyer Noe :

Date of Analysis / JlaTa ananusa: 10.05.2023

Date of Manufacture / /lata npousBoacrsa : Apr-2023

Date of Expiry / Cpok rognocts : Mar-2028

Analysis performed according ND / Anaau3s nposenen no HJI: [1 N011252/02-041021

Ne est / [TokasaTespb

Results / Pe_liy.]'leaTbl

3 |Average weight of tablets /
Cpeansas macca TabJeTOK

365.9 mg/ 365.9 mr

Complies/coOTBETCTBYET

) |Speci_ﬁcation / Hopma

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 mr no 372,3 mr
(365,0 Mr +2,0 %)

4 [Disintegration /
PacnagaemocTn

00 min:27 Seconds/00 muH 27 Sec

Not more than 3 min /
He 6onee 3 Mun

5 Dissolution /
PacTBOpenue

98% to 100 %

96% to 100%

Not less than 70% (Q) of C;3Hs0;
(ibuprofen) after 30 min / |
He wmenee 70 % (Q) C13H180%!
(ubyrnpoden) uepes 30 MUH-

Not less than 70% (Q) of CgHgNO)!
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO;
(napaueramon) yepe3 30 MUH

6 Dispersibility /
JTucnepcHOCTD

Complies / CooTBeTcTBYET

Uniform suspension passing through
the 710 pm sieve is formed
OGpasyercs OAHOPOJHAS CYCTICH3NA,
NPOXOAsLIas Hepes CHTO C pasMEpoM
oreeperiii 710 MrM

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeqanne: IIpogykT coorBercTBYET TpeboBanusM H]I 3axiouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: @M Ilposepeno: Pardeep Kumar Onobpeno: Menemxkep / &M
Ramakant Qﬁ/__’ PyxoBoautens: Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Jara: 10.05.2023 Jara: 10.05.2023 Jara: 10.05.2023

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: L85195AP1584PLC004507
www.drreddys.ccm
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknnn HOamop®, Tadaerku gucneprupyembie [aas gereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2300651

Batch Quantity / O6bem nmaptuu : 531.35 kg

Analytical Report No / Anaauruyeckuii otuer No :
890001661305

Date of Analysis / /laTta anammsa: 10.05.2023

Date of Manufacture / laTa npon3sBojcTsa : Apr-2023

Date of Expiry / Cpok rognocru : Mar-2028

Analysis performed according ND / Anaaun3s nposeaen mo HJ/I: TT N011252/02-041021

No Test / IlokazaTenan Results / Pe3yabTaTh! Specification / Hopma

7 Related substances /
PoncreBenHbie npuMecH

|

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenu
CoIepKaHusI CoAepKaHUs
4-amuHOdeHOa

0.0002%

[¢]

Method 2 / Meron 2 — 0.09%
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexye
HEeHMeHTU (UL POBAHHBIX
npumeceit ubynpodena u
Tapaneramosia

0.09%

4-aminophenol (pargcetamol impurity) / |
“-aMuHOMEeHOT (NpUMech NapalueTamona)
- not more than 0.005% / He 6onee 0,005
%

{(ibuprofen or paracetamol) / EnriHuunas
HenaeHTHOUIIHPOBAHHAS TIpUMEChH
1OynpodeHa 1K napaleramona -

not more than 0.2% / He Gosee 0,2%

Total impurities (Method 1+Method 2)
CymMa npumeceii (Meton 1 + Merog 2) -
not more than 0.7% / e 6onee 0.7 %

Any individual unidentified impurity of]

Remarks: The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYeET TpeboBanusM HJ|

Opinion: APPROVED
Saxawyenne: OJIOBPEHO

)

Prepared by / Checked by / Approved by: Manager/Executive /
Iloxarorosnexo: ITposepeno: Pardeep Kumar Onobpeno: Menemxep / @ Zﬁ*f—(
Ramakant c_;f’_,_ PyxoBoautens: Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Jara: 10.05.2023 Hara: 10.05.2023 Hara: 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara H
Tel: +91 40 4900 2900, Fax: +91 40 4900

iils, Hyderabad - 500034, Telangana, india
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page4 of 5/Crp.4u3 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoywkann HOunop®, TabneTku gucneprupyemsie [aias gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300651

Batch Quantity / O6bem naptum : 531.35 kg

890001661305

Analytical Report No / AnanuTudeckuii oryer Ne :

Date of Analysis / /laTa ananu3a: 10.05.2023

Date of Manufacture / lata npou3soactsa : Apr-2023

Date of Expiry / Cpok rognoctn : Mar-2028

Analysis performed according ND / Anaans nposegen no HJI: IT N011252/02-041021

‘8 Microbial limits / |
HKpoOHoJIOrHYecKas |
YHCTOTA
i) Total aerobic microbial Less than 100 CFU/g / Not more than 1000 CFU/g /
count / O6uiee yHucno Menee 100 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHM3MOB
Less than 100 CFU/g/  [Not more than 100 CFU/g /
b) Total combined yeasts and Menee 100 KOE/r He 6onee 100 KOE/r
mould count / Obruee yucio
NPOXOKEBBIX U MIECHEBBIX |
rpu6os Shall be absent in 1g/ OtcyrctBUe B 1 1
Absent
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
ORHOPOIHOCTL JO3UPOBAHMS 0.8 more than 150 / Ilokasaren
npuemiaemoctn (AV) pomked ObiTh He
- Ibuprofen / ubynpoden Oodiee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasarens
0.7 npuemnemoctn (AV) nolpked ObiTh HE
- Paracetamol / napaueramon Ooxee 15,0

Remarks: The Product conforms to ND/

Ipumeuanue: Ilpoaykr coorsercTByeT Tpebosanusm HJJ

Opinion: APPROVED
3akmouenne: OTIOBPEHO

Prepared by / ',f‘ Checked by / Approved by: Manager/Executive /
Ioarotoenexo: _;yt IIpoBepeno: Pardeep Kumar Onobpeno: Menemkep / ) o
Ramakant ' " Pyxoeoautens: Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Harta: 10.05.2023 Hata: 10.05.2023 Hara: 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Page S of 5/Ctp. 5u3 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOnnop®, Tadnerkn aucneprupyemble [gias gereii], 100 mr+ 125 mr

Batch No / Cepust Ne : V2300651

Batch Quantity / O6bem naptuu : 531.35 kg

890001661305

Analytical Report No / AnanuTiHyecknii oryer Ne :

Date of Analysis / lata ananu3a: 10.05.2023

Date of Manufacture / Jlata nponspoacta : Apr-2023

Date of Expiry / Cpok rogsocts : Mar-2028

Analysis performed according ND / Auaau3s nposeaen no H/: ITN011252/02-041021

10 Assay / KoanuecTBennoe
|
omnpejesenne

11 Package / YnakoBka

0.0 mg to 110.0 mg of Cy3H 30>
(ibuprofen) per tablet /
01 90,0 mr 1o 110,0 mr Ci3H 50,
(nbynpoden) B TabneTke
112.5 mg to 137.5 mg of CsHoNO»
(paracetamol) per tablet /
Ot 112,5 mr g0 137,5 mr CsHoNO,
B (mapatieramon) B Tabnetke
10 tablets in PVC/Al blister. 210 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 Tabnerok B Gauctep
Tabnetok B 6nucrep mu3 TBX/Almz TIBX/AL Tlo 1, 2 wmm 20 6aucrepo
[lo 2 Onucrepa BMecTe CBMECTE C HHCTPYKLMEN N0 NPUMEHEHUIO :‘
HHCTPYKLHEH MO NPUMEHEHUIO BMAYKy KAPTOHHYIO, '
na4yKy KapTOHHYIO. I

101.7 mg /101.7mr

1259 mg/ 125.9 mr

12 Labeling / MapkupoBka

IAccording to ND. / B cooteerctuu ¢ H]I.

13 Storage conditions /
Xpanenne

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

B opurnnansrol ynakoske (61McTep B nadke) MPH TEMNEPATYpe HE BIILe
25 °C.

14 Shelf life / Cpok rognocTu

5 years / 5 net

Remarks: The Product conforms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHusaM HJT

Opinion: APPROVED
3akawyenne: OJJOBPEHO

~a

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosaexo: ITposepeno: Pardeep Kumar OnobpeHo: Menemxep / w/a{
Ramakant C:;l_,_ PyxoBoautens: Manoj Kumar =
Reprint Date: Reprint Date: Reprint Date:

Hara: 10.05.2023 Hara: 10.05.2023 Jara: 10.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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