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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
CEPTUDOHUKAT AHAJIM3A

Page 1 of 5/ Crp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
[Moyxkaun FOunop®, TadjeTku aucneprupyemsle [10s gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202233

Batch Quantity / O6bem naprun : 547.500kg

890001626730

Analytical Report No / AHaauTHuecKHii oTyeT No :

Date of Analysis / JlaTa anannsa: 13.11.2022

Date of Manufacture / laTa npoussojactsa : Oct-2022

Date of Expiry / Cpok roasgoct : Sep -2027

Analysis performed according ND / Anann3s nposeaen mo H/: T N011252/02-041021

[NQ [Test / IlokasaTe/b Results / Pe3yabTaThl Specification / Hopma
‘1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge t1ablets
| with impregnations and a score-line onwith impregnations and a score-line on
| one side and characteristic odor. / lone side and characteristic odor. /
Kpyrabie nnocxoummHupuqecxuelk'py;‘nble TLIOCKOLHIHHAPHYECKIE
TaONeTKH  poO30BOTO  [1BeTa  CTAONeTKH  po30BOro  LBeTa ¢
BKparJieHHaMI, ¢ ¢hackoil u puckoit Ha:lBKpal'lJ'[eHMﬂMl/l, ¢ dacioil 1 prckoil Ha
. 0aHOi CTOpOHE, 0/IHOI CTOpOHE,
' C XapakTepHbIM 3aNaxXoM. € XapakTepHbIM 3anaxoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
| IMonmHHOCTD CooTrBeTcTByeT 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
yAepsKiBaHHs OCHOBHBIX MMKOB Ha
XpoMaTorpaMme HCILITYEMOTO,
PACTBOPA NOKHBL COOTBETCTBOBATh
BpEMEHAM YIEep>KHBaHHS MNHKOB Ha
xXpomarorpaMmMe pactsopal

CTAHZAPTHLIX 00pPa3llOB 116ynpod)czj
"

4] napaueramoia ([_‘133,118
«Konngectsennoe OH}JE,‘IEHGHPIC>)).

Remarks : The Product conforms to ND/
IIpumeuanue: [lponykr coorBetcTBYET Tpebosanusim HJI

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by /
TloarorosneHo:
Naresh Kumar

®

Checked by /
IIpoBepeHo:
Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemxep /

Pyxosonnrens W)

Manoj Kumar

Reprint Date:
Hara: 13.11.2022

Reprint Date:
Hara: 13.11.2022

Reprint Date:
Hara:13.11.2022

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.ccm

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Page2 of 5/ Ctp.2u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxkann FOunop®, TabaeTkn qucneprupyemste s gereii], 100 mr + 125 mr

Batch No / Cepusi No : V2202233

Batch Quantity / O6nem naprun : 547.500kg

890001626730

| Analytical Report No / Ananutnyeckuii oruer Ne :

Date of Analysis / laTa anaau3za: 13.11.2022

Date of Manufacture / Jlata npoussoacrsa : Oct-2022

Date of Expiry / Cpok roanoctu : Sep -2027

Analysis performed according ND / Anajn3 nposenen mo HJ{: [T N011252/02-041021

|:N9 'Test / Tlokazartenn

‘3 Average weight of tablets /

Cpennsist macca Ta6/1€TOK

|Disintegration /
PacnagaemocTs

=

Results / PesyabTaThl

‘_Speciﬁcation / Hopma

365.1 mg/ 365.1 mr

Complies/cooTBeTcTBYeET

. 00 min:28 Seconds/00 MuH 28 Sec

Y|

Dissolution /
PacTBOopenue

357.7mgto372.3 mg (365.0 mg= |
2.0 %). / Ot 357,7 mr o 372,3 mr
I(365,0 Mr + 2,0 %)

Not more than 3 min /
He 6onee 3 MuH

97 % to 100 %

95% to 98%

Not less than 70% (Q) of C;3H;304
(ibuprofen) after 30 min /

He wmenee 70 % (Q) Ci3HisOs
ubynpoden) yepes 30 MuH

Not less than 70% (Q) of C3HoNO,
paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(napaueramon) uepes 30 MuH

6 Dispersibility /
TucnepcHOCTH

Complies / CooTBeTcTBYET

Uniform suspension passing through
the 710 pm sieve 1is formed
O0pazyeTcss OOHOPOAHAs CYCIEH3HS,
MpoxoAsilas 4epe3 CUTO ¢ pa3MepoM
oteepctuit 710 Mxm

Remarks : The Product conforms to ND/
IIpumeyanue: IIponykr coorBeTcTBYeT TpeGoBanusm HJT

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Jara: 13.11.2022

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

IToarorosaexo: [Iposepeo: Onobpeno: Menemxkep /

Naresh Kumar @ Pardeep Kumar :g’r;-;f Pykosonnress W
-~ Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 13.11.2022

JlaTa:13.11.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,
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Page3 of 5/Ctp.3u3z5s

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxmun FOunop®, Tadaerku gucneprupyembie [nas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202233

Batch Quantity / Oobem naprumn : 547.500kg

890001626730

Analytical Report No / AHanmuTH4eckuii ordeT No :

Date of Analysis / Jlata anann3za: 13.11.2022

Date of Manufacture / JIata npousBoactna : Oct-2022

Date of Expiry / Cpok rognoctu : Sep -2027

|Analy51s performed according ND / Ananus npoegen mo HI: IT N011252/02-041021

Ne Test / IlokazaTtenn

7 Related substances /
Pogcreennbie npuvec

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / OnpeneneHne
COMEPKAHUS CONEPIKAHUS
4-amuHodeHoTa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HEUIEHTUDULUPOBAHHBIX
npumeceil ubynpodeHa u

Results / Pe3ysbTaTthl

0.00004%

BDL (Disregard Limit 0.05%)

0.00004%

-Speciﬁcation / Hopma

4-aminophenol (paracetamol impurity)

4-aMMHOGEHON (npumeck|
napaueramona) - not more than|
0.005% / ne 6onee 0,005 %

Any individual unidentified impurit
of (ibuprofen or paracetamol)
EnvinnuHas HenaeHTHOUUMPOBaHHAs
[pUMECH uoympodena unu
napaueTraMorna -

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

Total impurities (Method 1+Method 2)
/ Cymma nipumeceii (Metoa 1 + Metog
2) - not more than 0.7% / He 6onee 0.7

MmapaieramoJia
%
8 Microbial limits /
MukpoOnoJornyeckasn Less than 100 CFU/g / Not more than 1000 CFU/g/
dHUCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponyxT coorBercTBYeT TpeboBanusam HJI

Opinion : APPROVED
Saxmwouenne: OJOBPEHO

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

Ioarororneno: IIposepeno: OnobpeHo: Menemxep / g

Naresh Kumar @ Pardeep Kumar Cﬁ(’;” Pyxosoaurtens WJ
— Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jlara: 13.11.2022 Hara: 13.11.2022 Hara:13.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emzil: mail@drreddys.com

CIN: L85195AP1384PLC004507

www.drreddys.com
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Distt. 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
Noyrkaun I0anop®, TadaeTku aucneprapyemsie [aiaa aerei], 100 mr + 125 mr

Batch No / Cepua Ne : V2202233

Batch Quantity / O6bem napruu : 547.500kg

[890001626730

Analytical Report No / AHanuTHYecKHii oTyer No :

Date of Analysis / laTa ananusa: 13.11.2022

|Date of Manufacture / lata nponsBoactsa : Oct-2022

Date of Expiry / Cpok rognocru : Sep -2027

Analysis performed according ND / Auasns nposegen mo HJ/I: ITN011252/02-041021

a) Total aerobic microbial
count / O6LLee yucio
a3pOOHBIX MUKPOOPTraHU3MOB

Ib) Total combined yeasts and
imould count / O6uiee uncio
POMOKEBBIX U NJIECHEBBIX
rpuboB

c) E. coli

Absent

9 Uniformity of dosage units /
OnHOpOIHOCTH N03HPOBAHUSA

- Ibuprofen / ubynpoden

- Paracetamol / mapaueramon

2.1

3.1

Shall be absent in 1g / OtcyrcTsue B 1
r

Acceplance value (AV) should be not
more than 15.0 / Tlokasarenn
npuemieMocTd (AV) nomkeH ObiTh He
Iﬁonec 15,0

Acceptance value (AV) should be not
more than 15.0 / [Tloka3saTens
npueMneMoct (AV) I0KkeH ObITh He
conee 15,0

10 Assay / KosinuecTBeHHOE
onpeneNeHHe

98.3 mg /98.3 mr

121.7mg/ 121.7 mMr

00.0 mg to 110.0 mg of C13H 50,
(ibuprofen) per tablet /

IOT 90,0 mr no 110,0 mr C3H 50,
(ubynpoden) B Tabnerke

112.5 mg to 137.5 mg of CsH9NO»
(paracetamol) per tablet /

Ot 112,5 mr 10 137,5 Mr CsHoNO»
(mapaueramon) B TabneTke

Remarks : The Product conforms to ND/
IMpumeyanne: [ponykr coorBeTcTBYET TpeGopanusam HJJ

Opinion : APPROVED
3akauenne: OJOBPEHO

Hata: 13.11.2022

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

ITonroroBneHo: IIposepeno: [ Onobpeno: Menemxep / .

Naresh Kumar Pardeep Kumar - PykoBoaurens '@&L
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 13.11.2022

Hata:13.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIN3A

Page 5 of 5/Crp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun FOunop®, TadreTku qucneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202233

Batch Quantity / O0bem naptuu : 547.500kg

890001626730

Analytical Report No / AHauTHYecKuii oTyeT No :

Date of Analysis / laTa anamm3a: 13.11.2022

Date of Manufacture / laTta nponssoacrsa : Oct-2022

Date of Expiry / Cpok rognoctu : Sep -2027

Analysis performed according ND / Ananus nposenen no H: TT N011252/02-041021

11 Pack?ge / YnakoBka

[TPHMEHEHHIO B TAYKY KAPTOHHYIO.

10 tablets in PVC/AI blister. 2 instcrsllO tablets in PVC/AI blister. 1, 2 or 20:
and patient information leaflet in ablisters and patient information 1eaﬂr:1|
carton pack. / Ilo 10 Tabnerok uEn a carton pack. / Ilo 10 tadnerok B
Gnncrep us IIBX/AL Ilo 2 GmwTemﬁmH:Tcp u3 [IBX/AL Ilo 1, 2 unu 20
BMECTE € HHCTPYKLHEH O0JAHCTEPOB BMECTE C HHCTPYKLIMEH 1O
NPUMEHEHHIO B NAYKY KaPTOHHYIO.

12 Labeling / MapkupoBka

According to ND. / B cootsercrsnn ¢ HJI.

13 Storage conditions /
XpaHeHuUe

In the original packaging (blister in carton pack) at temperature below 25°C.
B opurunansHoii ynakoske (014CTep B mayke) Npu TEMNEPATYPE HE BhIILE
25 °C.

14 Shelflife / Cpok rogHocru

5 years / 5 ner

Remarks : The Product conforms to ND/
IIpumeuanue: ponykT coorBeTcTBYeT TpeGoBanusam HJT

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Prepared by /
ITonrorosneno:
Naresh Kumar

e

—

Checked by /
ITposepeHo:
Pardeep Kumar

Approved by: Manager/Executive /

<:-L’A Onobpeno: MeHemkep /
: PykoBogurens w
Manoj Kumar ~

Reprint Date:
Hata: 13.11.2022

Reprint Date:
Hata: 13.11.2022

Reprint Date;
Hata:13.11.2022
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