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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Page 1 of 5/Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HM6ykann FOuuop®, TabneTky ancneprupyemsle [1as aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200702

Batch Quantity / O6bem naptuu : 547.500kg

890001592257

Analytical Report No / AHajquTHueckHii or4yer Ne :

Date of Analysis / JlaTa ananu3a: 25.05.2022

Date of Manufacture / [Iata npoussoacTsa : Apr-2022

Date of Expiry / Cpok roanocty : Mar-2027

Analysis performed according ND / Ananus nposeaen no HJI: [1 NO1 1252/02-041021

Ne Test / IloxazaTennb

Results / Pe3yabratsi

Specification / Hopma

1 Description / Onucanune

one side and characteristic odor. /
[Kpyrnsie
TabneTKH PO30BOTO uBeTa
‘onHoi

C XApaKTEpPHBLIM 3aIaX0M.

Pink flat-faced beveled-edge 1ableta|lP1nk flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

wiockoLuauHapnyeckueKpyrnoe

BKpanieHusMu, ¢ packoil U puckoit HaBKparieHHaMH, ¢ (ackoii n pHckoii Ha
CTOPOHE,OHHOIT

one side and characteristic odor. /
MA0CKOLHIHHAPHYECKHE
crabneTkH  po30BOro  LBETa ¢

CTOpPOHE,
C XapakTepHbIM 3anaxoM.

2 Identiﬁcatio-n /
[TopguHHOCTH

Complies as prescribed/
COOTBETCTBYET

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
YACPKMBAHUS OCHOBHBIX [THKOB Ha
Xpomarorpamme UCTIBITYEMOTO,
pacTBOpa [OKHBI COOTBETCTBOBATH
BpeMeHaM YAEpXHHBAHUS [IIIKOB Ha
XpOMaTOrpamme pactBopa
craHaapTHLix 00pasios ubynpodena
" napaletamosa (pasnen
«KOoAHYECTBEHHOE ONPEICIEHHE).

Remarks :

The Product conforms to ND/
IIpumeuanue: IIpoxykT cooTBETCTBYET Tpedosanmam HIT

Opinion : APPROVED
3axmouende: OJIOGPEHO

Prepared by / Checked by / i Approved by: Manager/Executive /
[Toarorosnexo: IIposepeno: / . Onobpeno: Menemxep / | )
Ankit “A Pravesh Rana A 7 PykoBoauTenb i
g0 Pavan Kumar Sharma ~
Reprint Date: Reprint Date: Reprint Date:
Hara: 25.05.2022 Jara: 25.05.2022 Harta:25.05.2022

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HMoyxkann FOunop®, TadueTky ancneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200702

Batch Quantity / O6bem napruu : 547.500kg

890001592257

Analytical Report No / AnanuTuyecknii oryer Ne :

Date of Analysis / laTa anammza: 25.05.2022

Date of Manufacture / /lata npon3poacTsa : Apr-2022

Date of Expiry / Cpok roasocts : Mar-2027

Analysis performed according ND / Anaaus nposegen no HJI: [T N011252/02-041021

3 Average weight of tablets / 363.2 mg/ 363.2 mMr 357.7 mg to 372.3 mg (365.0 mg +
Cpennss macca Ta0JIeTOK 2.0 %). / Ot 357,7 mr no 372,3 mr
Complies/cOOTBETCTBYET (365,0 mr + 2,0 %)
4 Disintegration / | 00 min:40 Seconds/00 mun 40Sec [Not more than 3 min /
[PacnagaeMocThb He 6onee 3 MHH
Ne Test / IlokasaTelb Results / PesyabsTaThl Specification / Hopma
5 Dissolution / 96% to 101% Not less than 70% (Q) of C;3H304
PacTBOpeHne (ibuprofen) after 30 min /
He wenee 70 % (Q) CuHisO:
(noynpoden) yepes 30 MITH
' 97% to 100% Not less than 70% (Q) of CsHyNO:
paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO:
[ (napauertamon) yepes 30 MUH |
6 Dispersibility / Complies / COOTBETCTBYET Uniform suspension passing through
/TucrnepcHOCTH the 710 pm sieve is formed
O06pasyercsi OIHOPOAHAsS CYCIIEH3HS,
MPOXOAAIIAs HEPE3 CHTO C PA3MEPOM
)omepcmﬁ 710 MKM

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBETCTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

IToproToneHo: ITposepeno: Onobpeno: Menemxep /

Ankit @ Pravesh Rana PyKOBOAHTENH G
Pavan Kumar Sharma /

Reprint Date: Reprint Date: Reprint Date:

Hata: 25.05.2022 JaTta: 25.05.2022 Hara:25.05.2022

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
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun I0Ounop®, Tabaerku Aucneprupyevsle [aas aereid], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200702

Batch Quantity / O6bem napruu : 547.500kg

890001592257

Analytical Report No / AHannTH4ecknii oryer Ne :

Date of Analysis / laTa anaiau3a: 25.05.2022

Date of Manufacture / [lata npousBoacTBa : Apr-2022

Date of Expiry / Cpok rogsoctu : Mar-2027

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

7 Related substances /
PoncTBeHHDBIE IPpHMeECH

Method 1 / Meton 1 —
Determination of 4-Amino

[ Phenol content / Onpenenenne
ColepXaHUs CONEPKaHUSI
4-aMmuHOGEHONA

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeneneHue
HeuAeHTU(UIUPOBAHHBIX
npumMecel nbynpodeHa n
mapaneraMmona

0.0001%

0.06%

0.06%

4-aminophenol (paracetamol impurity)

4-aMUHOGDEHON (npumMech
mapaneramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnvayyHas HeuJeHTH(PUIUPOBaHHAS
MPUMECH ubynpodena WK,
mapaletamora -

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

Total impurities (Method 1+Method 2)
Cymma npumeceii (Merton 1 +Meron
2) - not more than 0.7% / e 6onee 0.7
%o

Noe Test / IlokazaTeanb

8 Microbial limits /

| MukpoOuoioruvieckas
| qUCTOTA

Results / PesynbTaThl

Specification / Hopma

Less than 100 CFU/g /

Memnee 100 KOE/r

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

S

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 Tpebobanusm HJJ

Opinion : APPROVED
3axarouenue: OJOBPEHO

Prepared by / Checked by / 7 Approved by: Manager/Executive /

[TogrotoBneHo: IIpoBepeHo: [ ' Ono6peno: Menemxep / [ =

Ankit CP Pravesh Rana % PyKOBOMTEND ¢ /
— Pavan Kumar Sharma =

Reprint Date: Reprint Date: Reprint Date:

Hata: 25.05.2022 Hata: 25.05.2022 Hata:25.05.2022

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: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOrnop®, TabiaeTky qucneprupyembie [ns aereiif, 100 mr + 125 mr

Batch No / Cepus Ne : V2200702

Batch Quantity / O6bem mapran : 547.500kg

890001592257

Analytical Report No / Ananurn4aecknii order Ne :

Date of Analysis / {aTa ananu3a: 25.05.2022

Date of Manufacture / lata npousBogcTsa : Apr-2022

Date of Expiry / Cpok rognocts : Mar-2027

Analysis performed according ND / Anasm3 nposeaen no HJI: 1 N011252/02-041021

a) Total aerobic microbial
count / Obmee uncno

25pOBHBIX MHKPOOPTaHH3MOB . Absent Shall be absent in 1g / OtcyTcTBHE B 1
r
b) Total combined yeasts and
mould count / Obuiee yucno
ITPOMOKEBBIX M TUICCHEBBIX
rprboB
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
| OaHOPOAHOCTL JO3MPOBAHUS 2.5 more than 15.0 / Tlokazateis
[ npuemnemocti (AV) fomKeH ObITb H
- Touprofen / ubynpoden oonee 15,0 '
' Acceptance value (AV) should be not
more than 15.0 / Ilokasarens
2.6 npuemiaemMocTi (AV) nomkeH 6sITh He

- Paracetamol / mapaneTamosn

poree 15,0

Ne Test / Iloka3zareanb

Results / Pe3yabTaThl

Specification / Hopwma

10 Assay / KostnuecrBeHHOE
onpeaeieHHe

99.7 mg /99.7 mMr

125.5 mg/ 125.5 mr

00.0 mg fo 110.0 mg of C13H 1302
(ibuprofen) per tablet /

Ot 90,0 Mr mo 110,0 mr C13H 1302
(ndynpoden) B TabneTke

|1 12.5 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: [Ipofykr cooTBeTcTBYeT TpeboBanusm H/T

Opinion : APPROVED
3akaouenue: OJJOBPEHO

Prepared by / Checked by / ' Approved by: Manager/Executive /
IloarotosneHo: }} [TpoBepeHo: Onobpeno: Menemxep / [ )
Ankit / Pravesh Rana PykosoauTens <

(/" Pavan Kumar Sharma < '/
Reprint Date: Reprint Date: Reprint Date:
Jara: 25.05.2022 Jara: 25.05.2022 Jata:25.05.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun YOunop®, TabuaeTkn qucneprapyemsle [aas aeteii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200702

Batch Quantity / O6bem napTuu : 547.500kg

890001592257

Analytical Report No / AnanuTudecknii oTuer Ne :

Date of Analysis / /Iata ananu3a: 25.05.2022

Date of Manufacture / Jlata npon3soacTsa : Apr-2022

Date of Expiry / Cpok roasoctu : Mar-2027

Analysis performed according ND / Ananu3 nposezner no HJI: I1 N011252/02-041021

ITpumeuanne: [Iponykr coorBeTcTByeT TpeboBanusm H/|

11  [Package / YmakoBka 10 tablets in PVC/AI blister. 2 blisters|1 0 tablets in PVC/Al blister. 1, 2 or 20)
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Ttabuerok BE a carton pack. / Ilo 10 tabnerok B
onucrep u3z [IBX/AL Ilo 2 omam'rcpa]mucrep u3 [IBX/AL Ilo 1, 2 unu 20
BMECTe C  HWHCTpYKHueH N00JIMCTEPOB BMECTE C HHCTPYKIHMEH 110
|np11mcuem-no B 124Ky KapTOHHYIO.  [PHMEHEHMIO B IAYKY KAPTOHHYIO.

12 |Labeling / Mapkuposka lAccording to ND. / B coorsetcTeuu ¢ HJI,

13 Storage conditions / IIn the original packaging (blister in carton pack) at temperature below 25°C.

Xpanenue

B opuruHansHOM yrnakoBke (61ucTep B IaUKe) NpU TeMilepaType He BbILIe
25 °C.

14 Shelf life / CpOK_l‘OIIHOCTH 5 years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED

3akauenue: OJOBPEHO

Prepared by / Checked by / /) Approved by: Manager/Executive /
IMoxaroToBseHo: [IpoBepeHo: y'4 Onobpeno: Menemxkep / /) (
Ankit Q Pravesh Rana VY PyKOBOZHTEND fonr

A }'/ Pavan Kumar Sharma —) "”/
Reprint Date: Reprint Date: Reprint Date:
Jlarta: 25.05.2022 Jarta: 25.05.2022 Jata:25.05.2022

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



