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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A
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Distt. Solan, H.P,, 173 205, INDIA
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun FOuuop®, Tabnetky nucneprupyemsie [is geteii], 100 Mr + 125 mr

Batch No{ V2301957 Batch Quantlty.l 542.7 kg
Cepust Ne Pasmep cepun :

Analytical Repgrt No/ 890001695559 Date of Analysis / 21.10.2023
Ananurnyeckuit oryer Ne : Jlata aHanu3a:

Date of Manufacture / 09-2023 Date of Expiry/ 08-2028
JlaTa npoU3BOJICTBA : ["oneH 10 :

Analysis performed according ND / Ananu3 nposese no HJI: ITN011252/02-150323

Ne Test / Iloxa3zarean

Results / Pe3yabTaTbl

Specification / Hopma

1 |Description / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrnble  mIOCKOLMIMHAPUYECKUE
TabNETKM  pO30BOro  IBeTa C

BKpaIJIeHUsAMH, ¢ (hackoil ¥ puckoi
Ha OHOW CTOpOHE, C XapaKTEPHLIM
3aMnaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie TUIOCKOLIUJINHPHUYECKUE
TabneTku pO30BOroO BeTa c
BKpaIrieHUsMH, ¢ Gackoi U puckod Ha
OJHOM  CTOpPOHE, C  XapaKTEePHBIM
3amaxom.

2 |Identification /
IToaMHHOCTDH

Complies as prescribed/
CoOoTBETCTBYET

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 (Assay section). /
Bpemena  ynepkuBaHHSI ~ OCHOBHBIX
IMKOB Ha XpoMaTorpaMme
HCMBITYEMOTO0  pacTBOpa  JOJDKHEI
COOTBETCTBOBATH BpeMeHaM
yAepKUBaHUs ITHKOB Ha
XpOMaTorpamMMe pacTBOpa CTaHAAPTHBIX
o6pasuos ubynpodena u napareramona

IIpumeuganne: [IpoaykT coorercTByeT TpeboBanmsM H]I

(pazzen «KonnuyecTBeHHOE
ONpeZICTICHUEY).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJJOBPEHO

Jara: 21.10.2023

Hara: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBnEHO: /) Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / PykoBoaurens
Ankaj Verma ‘é L/ Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jlata: 21.10.2023

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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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yknun IOnnop”, Tabnetku ancneprupyembie [ans aereii], 100 mr + 125 mr

Batch No /

Batch Quantity /

Cepusg Ne : 280151 Pa3mep cephn : 427 kg
Analytical Repc:rt No/ 890001695559 Date of Analysis / 21.10.2023
Ananuruyeckuit oryer Ne : Jlara ananuza:

Date of Mapufacture / 09-2023 Date of Expiry / 08-2028
Jlata npon3BOACTEA ! T'oneH jo :

Analysis performed according ND / Ananus nposesen no HJI: ITN011252/02-150323

Ne Test / Iloka3aTenb Results / PesyabTaThl Specification / Hopma
3 | Average weight of tablets / 362.8 mg/ 362.8 M 357.7 mgto 372.3 mg
Cpennsisi Macca TabJ1€TOK . (365.0 mg + 2.0 %). /
Complies/CooTBETCTBYET Ot 357,7 Mr 1io 372,3 Mr
(365,0 Mr 2,0 %)
4 | Disintegration / 00 min 19 sec/ 00 Mun 19 cek  |Not more than 3 min / - |
PacnanaemocThb He 6onee 3 mun
5 |Dissolution / PacTrBopenue 99 % to 103 % Not less than 70 % (Q) of CisHisO2
(ibuprofen) after 30 min / He memnee
70 % Q) Ci3H 130
(ubynpoden) yepes 30 MuH
97 % to 101 % Not less than 70 % (Q) of CgHoNO:
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO>
(napaneramout) uepes 30 MUH
6 |Dispersibility / ~ Complies / COOTBETCTBYET Uniform suspension?using through the
JlucnepcHoOCTh 710 pm sieve is formed / O6pasyercs
OJHOPOJHAs CYCNEH3Ms, NPOXOAsias
yepe3 CHTO C pPa3MeEpoOM OTBEPCTUH
710 MKM
7 |Related substances / PoacTBeHHbIe NpHMeECH

Remarks : The Product conforms

IIpumeyanue: [IpoayKT COOTBETCTBYET TpeDOBAHHAM HJI

to ND/

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: IIpoBepeHo: Santosh Kumar Maurya | Omo6peno: Meneukep / PykoBoaurens
Ankaj Verma A Manoj Kumar }M’
Reprint Date: Reprint Date: Reprint Date:

ITata: 21.10.2023 Hara: 21.10.2023 JaTa: 21.10.2023

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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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
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Formulation Unit-6
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykmun IOnnop”, Tabnetku nucneprupyemsie [as aerei], 100 mr + 125 mr

Batch No/ V2301957 Batch Quantlty.f 542.7kg
Cepust Ne : Pasmep cepun :

Analytical Repc:rt No/ 890001695559 Date of Analysis / 21.10.2023
Ananutudeckuii otuet Ne ; Hata ananuza:

Date of Manufacture / 09-2023 Date of E)fplry/ 08-2028
Jlata mpou3BOACTBA : ["oneH Jio :

Analysis performed according ND / Ananu3 nposeaet no HJ{: ITN011252/02-150323

No Test / Iloxazarenb

Results / Pe3yabTaThl

Specification / Hopma

Method 1/ Meton 1
4-Aminophenol content /
Onpezenexue conepxanus
4-aMuHOdEeHOIA

0.0001%

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-aMuHOobeHON (mpumechb
napaueramorna) - He 6osee 0,005 %

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenne
HeUACHTHHLHPOBAHHBIX
npuMeceit nbynpodena u
rapareramosa

0.05%

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2%

EnuHuyHas  HewJeHTH(QUUHUpOBaHHAS
IpUMeCh ubynpodeHa HIH
napaneramona - He 6oxee 0,2 %

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Merton 1 +
Merton 2)

0.05%

Not more than 0.7 % / He 6onee 0,7 %

Microbial limits* / MukpoGuosornueckasi yucrora*®

a) Total aerobic microbial
count / Ob11ee yucno
a3poOHBIX
MHMKpPOOPTaHH3MOB

NA

Not more than 10° CFU/g/
He 6onee 10° KOE/r

Remarks : The Product conforms to ND/
Ipumeuanune: [Ipoaykr coorBeTcTBYeT Tpedoanusm HI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared.by / Checked by / Approved by: Manager/Executive /
IMoaroToBneHo: ﬂ i = [Mpoeepeno: Santgsh Kumar Maurya | OnobpeHo: Menemxep / PykoBoanTens
Ankaj Verma - é\/\ Manoj Kumar MJ
Reprint Date: Reprint Date: Reprint Date:

Jara: 21.10.2023

Hara: 21.10.2023

Jlara: 21.10.2023

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
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT 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
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yxmun FOunop®, Tabnetku aucneprupyemsle [as perei], 100 mr + 125 mr

Batch No/ V2301957 Batch Quantity / 542.7 kg
Cepus Ne : Pa3zmep cepuu :

Analytical Rep?’rt No/ 890001695559 Date of Analysis / 21.10.2023
AHanutrudeckuit otdert Ne : Jara aHanuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa mpoM3BOACTBA : ToneH jo :

Analysis performed according ND / Ananu3 nposeaes no HJI: T N011252/02-150323

Ne Test / Iloxa3zaTesb

Results / PezyabraThl

Specification / Hopma

b) Total combined yeasts NA Not more than 10* CFU/g /
and mould count / O61uee He 6onee 10> KOE/r
YHCIIO APONOKEBBIX U

IUIECHEBEIX IPHOOB

¢) E. coli NA Shall be absentin 1 g/

OrcyrctBHE B 1 T

Uniformity of dosage units /

OIHOPOOHOCTH A03MPOBAHUSA

Ibuprofen / U6ynpoden

2.2

The acceptance value (AV) should be not
more than 15.0 / Ilokazarens
npueMiaeMocTd (AV) nommkeH OBITH He
oonee 15,0

Paracetamol / ITapaueramon

2.2

The acceptance value (AV) should be not
more than 150 / [Iloka3zarens
npuemsieMocTd (AV) HOMKEH OBITH HE
Gonee 15,0

10 |Assay/ KonuuyecTtBeHHOe

onpenelieHHe

99.1 mg/99.1 mr

1233 mg/ 123.3 mr

90.0mg to 110.0mg of C;3HisO2
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C;3HisO2 (ubynpoden) B
TabneTke

1125 mg to 137.5mg of CsHyNO;
(paracetamol) per tablet / Ot 112,5 mMr o
137,5 vr CgHoNO, (mapaueramon) B

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusM HJI

Opinion : APPROVED
3axsmwouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: /) [IpoBepeno: Santosh Kumar Maurya | Onobpero: Menemxkep / PykosoguTens
Ankaj Verma (H/ | Manoj Kumar & e ?

=
Reprint Date: Reprint Date: Reprint Date:

JHara: 21.10.2023

Hara: 21.10.2023

Jlarta: 21.10.2023

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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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
CEPTUOUKAT AHAJIU3A
Page 50of 6/ CTp. 543 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun Ornop®, Tabnetku aucneprupyemoie [ans aereii], 100 Mr + 125 mr
Batch No / V2301957 Batch Quantity / 542.7 kg
Cepus Ne : Pasmep cepun :
Analytical Rep(\)'rt No/ 890001695559 Date of Analysis / 21.10.2023
Ananuruueckuii oryet No : JlaTta ananuza:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BoACTBa . T'onen no:
Analysis performed according ND / Ananu3 nposeaet no HJI: ITN011252/02-150323

Ne Test / ITokazaresan Results / Pe3ynbTaThl Specification / Hopma
tabrerke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

and patient information leaflet in a
carton. / ITo 10 Tabnerok B 6auctep
u3 [IBX/ALl. Tlo 2 6nuctepa BMecTe ¢
HHCTPYKLHEH MO NpPUMEHEHHIO B
nayky KapTOHHYIO.

blisters and patient information leaflet in
a carton. / ITo 10 TabneTok B 611UcTep U3
IMBX/AlL Ilo 1, 2 uma 20 6nuctepoB
BMECTE C HHCTPYKLMEH 10 NPHMEHEHHIO
B MauKy KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cootBerctBuu ¢ H/I.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHue B opurunansHoit ynakoske (61ucTep B MaUKe) MPH TEMIIEPAType HE BhILIE
25 °C.
14 | Shelf life / Cpok rognocta |5 years /5 et

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / McnbITaHHe IPOBOAUTCH TONBLKO ISl Kaxnoi 20-i cepHH HJIM JUIS OQHOM cepuu B
roji, B 3aBUCHMOCTH OT TOI0, YTO HACTYIHT paHee. Iloka3aTesib MOXKeT OTCYTCTBOBaTh B cepTHPHKATE aHAIM3A.

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpoxykt coorBercTByeT Tpebopanuam HJI

Opinion : APPROVED
3akimouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: & IIpoBepeno: Santosh Kumar Maurya | OgobpeHo: Meremxkep / Pylc:jjﬁm*enh
Ankaj Verma ' A% Manoj Kumar

d] [L ] k@.&-——“’
Reprint Date: Reprint Date: Reprint Date:
Hara: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

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: 1L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT 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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6yxun FOHuop®, Tabnertku aucneprupyemsie [ms nerei], 100 mr+ 125 mr

Batch No / V2301957 Batch Quantlty.f" 542.7 kg
Cepust No : Pasmep cepun :

Analytical Repcirt No/ 890001695559 Date ofAna]y.51s/ 21.10.2023
AHanutndeckuit otyer Ne : JlaTa aHanuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata pou3BOACTBA . ["oneH 1o :

Analysis performed according ND / Ananus nposeaeH no HJI: TTN011252/02-150323

API name (INN) /
Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
API manufacturer batch number / PIBM230185 APAPE2023060682
Homep cepun npouspoaurens ADPC:
FP Manufacturer API Batch number /
Homep cepun cy6ctanumun FEQA00299 FEQA00329
npoussoautens I'JIdP:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DxTus I'panynec MUunusa Jita., Manus
Hpouspopurenr AQC, crpana: ®apma Caitencus Jlumuten, Unaus

Remarks : The Product conforms to ND/

IIpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeno: Santgsh Kumar Maurya | Ono6peHo: Menemkep / PykoBoguress
Ankaj Verma & i\ Manoj Kumar @i

4 = LA
Reprint Date: Reprint Date: Reprint Date:
HMara: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023
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