Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page2 of S/ Ctp. 23 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun FOanop®, TabaeTku aucneprupyemsbie [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300649

Batch Quantity / O6bem naptum : 540.00 kg

890001659231

Analytical Report No / Anajmurnyecknii oryer Ne :

Date of Analysis / laTta apanusa: 02.05.2023

Date of Manufacture / JlaTa npousBoacTsa : Mar-2023

Date of Expiry / Cpok roaHocty : Feb-2028

Analysis performed according ND / Anaqun3 nposeaen nmo HJI: [1N011252/02-041021

Ne  Test/ IMokazareas

Results / Pe3yabTaThl

iSpeciﬁcation / Hopma

3 Average weight of tablets /
Cpenusiai Macca TabJieTok

364.2 mg/ 364.2 mr

Complies/cooTBETCTBYET

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 %)

Not more than 3 min /-

98% to 100%

4 Disintegration / 00 min:27 Seconds/00 mun 27 Sec
PacnagaemocTthb He 6onee 3 Mun |
5 Dissolution / 99% to 101 % Not less than 70% (Q) of C13H150,
PacTBopeHue (ibuprofen) after 30 min /

He menee 70 % (Q) CisHisOy
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(mapaueramon) uepes 30 MUH

6 Dispersibility /
J{uCIepCHOCTH

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 um sieve is formed

OGpazyercsd OJHOPOAHAR CYCHEH3I,
MPOXOSILLAs Hepe3 CHTO ¢ PasMepoM
orBeperiii 710 MKkM

Remarks: The Product conforms to ND/
IIpumeuanue: [Iponykr coorseTcTBYeT TpeboBanusm HJ{

Opinion: APPROVED
3axmrouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IlpoBepeno: Himesh Kumar Onobpeno: Menemxep / -
Ankaj Verma ﬁ/ 5:3—_\-:_-1 Pyxosogutens: Kusum Lata%/
Reprint Date: = Reprint Date: Reprint Date:

JHara: 02.05.2023 Hara: 02.05.2023 JHara: 02.05.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.ccm
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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

CEPTH®HKAT AHAJIM3A

Page3 of 5/Ctp. 3135

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykmun FOunop®, raénerku ancneprupyembie [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300649

Batch Quantity / O6bem napran : 540.00 kg

890001659231

Analytical Report No / AHanuTudeckuii oryer Ne :

Date of Analysis / [laTa anaau3a: 02.05.2023

Date of Manufacture / Jlara npon3sojcrea : Mar-2023

Date of Expiry / Cpox rognoctu : Feb-2028

Analysis performed according ND / Ananu3s uposenen no HJL: I1N011252/02-041021

Ne Test / IlokazaTennb

Results / Pe3yabTaThl

Specification / Hopma

7 Related substances /
| [PoxcTBEHHBbIE IPUMeECH

Method 1/ Meroa 1 —
Determination of 4-Amino
Phenol content / Onpenenenne
coiepkanus coJiepKaHus
4-amuHOpeHONa

Method 2 / Metox 2 — [
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpenencHue
I.HeHIleHTI/I(I)I/ILalOBaHHle
npumecei ubynpodena u
[napateramona

0.0002%

0.04%

0.04%

4-aminophenol (paracetamol impurity) /

d-amuto(eron (MpuMeck napateramona)
- not more than 0.005% / He Gonee 05005'
D/b
Any individual unidentified impurity of
(ibuprofen or paracetamol) / Enunununas
HeuaeHTHnunposanHas npHuMecs
noynpogena nim napaneramona -

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

. |
Total impurities (Method 1+Method 2) /|
Cymma npumeceil (Merton 1 + Meron 2) -
not more than 0.7% / ve 6onee 0.7 %

Remarks: The Product conforms to ND/

Ipumeuanue: [Ipoaykr cootsercTByeT Tpedosanuam HJT

Opinion: APPROVED
Zakawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNIeHO: [Tposepeno: Himesh Kumar Onobpeno: Menemxep / A
Ankaj Verma ﬁ/ : PykoBoautens: Kusum Lata %g/
Reprint Date: Reprint Date: Reprint Date:

JHata: 02.05.2023 Jata: 02.05.2023 Jara: 02.05.2023

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Paged of 5/Ctp. 4u3 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxun FOuuop®, TabaeTkn aucneprupyemsle [ias aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300649

Batch Quantity / O6bem naprum : 540.00 kg

890001659231

Analytical Report No / Ananutuyecknii oruer Ne :

Date of Analysis / lata ananusa: 02.05.2023

Date of Manufacture / laTa npon3BoacTsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananus nposeaen nmo HJI: T1N011252/02-041021

8 Microbial limits /
MurpoOnoornyeckas
YHCTOTA
a) Total aerobic microbial
count / Ob1ee yncno
a3pOoOHBIX MUKPOOPraHH3MOB

B) Total combined yeasts and
mould count / Ob1tee yucno
[IpONOKEBBIX U MIIECHEBBIX

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

Shall be absent in 1g/ OtcyrcTBUE B 1 T

rpubor
Absent
c) E. coli
0 Uniformity of dosage units /
OAHOPOAHOCTD A03UPOBAHHUS 1.2 more  than
- Ibuprofen / ubynpoden onee 15,0
more  than
L5

- Paracetamol / napatetamon

Acceptance value (AV) should be not
15.0 / Tlokasareny
npuemnemoctd (AV) nommkeH ObITH He

Acceptance value (AV) should be not
15.0 / Tlokazareiny

npuemneMoct (AV) n0KeH ObITh HE
bonee 15,0 1

Remarks: The Product conforms to ND/

Hpumeuanne: [Ipoaykt cootseTcTByeT TpeboBaHusaM HJI

Opinion: APPROVED
3axmwoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosiieHo: [Mposepeno: Himesh Kumar Opnobpeno: Menemxep /

Ankaj Verma /X/ Czin_\c: Pyxosoautens: Kusum Lata B%éﬁ/
Reprint Date: ] Reprint Date: ‘ Reprint Date:

Hara: 02.05.2023 Hara: 02.05.2023 Mara: 02.05.2023

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

CIN: L85195AP1584PLC0O04507
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

PageSof 5/Crp. 5u3 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg.
Noykans FOunop®, Tabierku aucneprupyemble [auas gereii], 100 mr + 125 mr

Batch No / Cepnst Ne : V2300649

Batch Quantity / O6bem naptun : 540.00 kg

890001659231

Analytical Report No / AnanuTndeckuii oryer Ne :

Date of Analysis / [lata ananusa: 02.05.2023

Date of Manufacture / lara npon3Boactsa : Mar-2023

Date of Expiry / Cpok rogsoctu : Feb-2028

Analysis performed according ND / Anaau3 nposexen no HJ/I: [TN011252/02-041021

10 Assay / KonnuecTeenHoe 00.0 mg to 110.0 mg of Cy3H 02
onpeneeHne (ibuprofen) per tablet /
100.1 mg /100.1mr 071 90,0 Mr no 110,0 mr C13H 302
(noynpoder) B Tabnetke
112.5 mg to 137.5 mg of CsHoNO,
123.6 mg/ 123.6 mr (paracetamol) per tablet / 'I
: Ot 112,5 mr 1o 137,5 mr CsHyNO,
- - (mapateramon) B Tabnetke
11 Package / YnakoBka 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. / [lo 1Qcarton pack. / ITo 10 Tabnerok B Gauctep
I' rabnetox B Oaucrep uz I[IBX/Alnz [IBX/AL Ilo 1, 2 unu 20 6auctepo
[To 2 Onucrepa BMECTE€ CBMECTE C MHCTPYKLUEH MO IPUMEHEHUIO B
WHCTPYKLUHEH MO TPUMEHEHHIO BMa4Ky KapTOHHYIO. ]|
MayKy KapTOHHYIO. l
12 Labeling / MapkupoBka |According to ND. / B coorserctBuu ¢ H/I.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHue
B opuriHansHo# ynakoske (611McTep B Navke) NpU TEMNEPATYpe HE BLILIE
25 °C.,
14 Shelf life / Cpox roqnocT |5 years / 5 net -

Remarks: The Product conforms to ND/
Ipumeyanue: [IponykT cooTBeTcTBYET TpeboBanusaM HJL

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosnexo: [Iposepeno: Himesh Kumar Opnobpeno: Menemxkep / ZE
Ankaj Verma ﬁ/ PykoBoautens: Kusum Lata g/
Reprint Date: Reprint Date: Reprint Date:

Hara: 02.05.2023 Jata: 02.05.2023 Jara: 02.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

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

Page 1 of 5/ Ctp. 1u3 5

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaud JOHHOp®, TabaeTky AucneprupyemMsle [aas aerefi], 100 mr + 125 mr

Batch No / Cepusa Ne : V2300649

Batch Quantity / O6bem mapTuu : 540.00 kg

890001659231

Analytical Report No / AnanuTu4yeckuii oryet Nt :

Date of Analysis / Jlara anannsa: 02.05.2023

Date of Manufacture / Jlata npoussoacTsa : Mar-2023

Date of Expiry / Cpok rogsocrn : Feb-2028

Analysis performed according ND / Anann3 nposeaen mo HJI: TTN011252/02-041021

Ne  Test / Toxasarens

Results / Pe3ybTaThl

1 Description / Onucanne

Pink flat-faced beveled-edge tablets
with impregnations and a score-line on

ione side and characteristic odor. /
[Kpyribie
Ha6neTKu

pO30BOro LBETa

naockoUUAuHApudeckueKpyrible

C

Specification / Hopma |
Pink flat-faced beveled-edge tablets
with impregnations and a score-line on
one side and characteristic odor. /

MJIOCKOUMIMHAPHYECKHE
po3oBoro  uBera ¢

rabhieTki

BKpArTeHUsMH, ¢ hackoii H PHCKOi HABKPAICHHAMH, C dackoii 1 puckoit Hai
€,

onHOM
.[c XapaKTEPHbIM 3aMaXOM.

Identification /
IToAJIHHHOCTD

Complies as prescribed/
CoOTBETCTBYET

CTOPOHE,01HOi

CTOpPOH
C XapaKTEepHbIM 3a1axOM.

The retention times of the main peaks
on the chromatogram of the test
%olution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
rqolution (section Assay). / Bpemena
[VAEPKHBAHNA OCHOBHBIX MOHKOB H
Xpomarorpamme HCHBITYEMOTO
pacTeopa MOKHLI COOTBETCTBOBATE
BpeMeHaM Y/JEPIKHBAHUA [IKOB HA
Xpomarorpamme pacTBopa
CTAaHAAPTHRIX 00pasior noynpodena
i Tapaieramoena (pasznen
«KonnuecTBeHHOE Onpelie/icHIey).

Remarks: The Product conforms to ND/
ITpumeyanue: [Ipoaykr cootBercTByeT TpeboBanusM HJ|

Opinion: APPROVED
3axarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: [Iposepeno: Himesh Kumar Onobpeno: Menemxep / w )
Ankaj Verma /R/ Pykosoautens: Kusum Lata )
Reprint Date: B Reprint Date: Reprint Date:

Jata: 02.05.2023 Jara: 02.05.2023 Hara: 02.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2960, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
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