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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WMoy EKmu KOnnop™, rabnetkn mucneprupyemsie [ans nereit], 100 mr + 125 mr
BatchNo / Batch Quantity /
Cep#a Ne : Nt Pa3mep cepud : pH.T5 kg
Analytical Report No / Date of Analysis /
AHaJlTHYeckuit oTder No el Jlara aHanu3za: e
Date of Manufacture./ 10/2023 Date of Expiry / 09/2028
JlaTa pou3BOACTBa : I"ozen 1o :
| Analysis performed according ND / Anamis nposeaen no HIT: 11 NO11252/02-150323
Ne Test / IToxazaTenn Resulfs / Pe3yabTaThI Specification / Hopma

1 |Description / Onucanne

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnele  miockonunMHIpMUecKHe
TabneTku  po30BOrO  [BeTa C
BKpAaIl/leHUsIMH, ¢ Qackoif U puckoit
Ha OJHOH CTOPOHE, ¢ XapaKTEPHBIM
3aaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrieie TUIOCKOUMIMHAPHYECKHE
TabneTkn DO30ROTC nBEera (v
BKpAaIUICHUSIMH, C Gackoil U pUCKO#H Ha
OMHOM  CTOpOHE, C  XapaKTEpHEHIM
3anaxom,

2 |Identification /
IoaaunnocTs

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 (Assay section). /
BpeMmena  ymepXHBaHMS  OCHOBHBIX
MUKOB Ha XpomaTorpamme
HCTIBITYEMOTO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMEHaM
YAEDPXKUBaHHS IIHKOB Ha
XNAMATATPAMME DACTROPA CTAHAPTHRIX
o6paznos HOynpogeHa U napaneraMona

(pazgen «KonuuectBeHHOE
OIPEZIEICHUED).
[Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IponykT cooTBeTCTBYET TpeGoBanusaM HJT 3axaodenne: OJJOBPEHO

Prepared by /
IToAroToByieHO: '
e A

Checked by /
Ilposepeno: Rama Kant

%

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosogureis
Amit Kumar f&*..:}-_—;_

Reprint Date:
Jara: 18.12.2023

Reprint Déte:

Reprint Date:

Jara: 18.12.2023

Jlara: 18.12.2023

Ragiverad Office: 8-2-337, Road Nu. 3, Banjara Hills, Hyderabiad - 500034, Teiangana, India

Tol =01 40 4400 2900, Fa

Citd: LAR195AML983PLECOAS07
vawavdrreddys.com

#2140 3900 28¢9, Cmail: mail

drreddys.com
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[Product: Touclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 ykans IOunop”, Tabnetku aucnepripyembie [1ns geteif], 100 mr + 125 mr
BatchNo/ Batch Quantity /
Cepra Ne V2302486 Paswep cepui : 540.75 kg
Analytical Repgrt No/ - 040002331300 Date ofAnaly‘sm " 118122023
AHaJurruaeckui otyeT Ne ; JaTa ananusa:
Date of Manufacture / Date of Expiry /
JlaTa npoH3BOACTEA : 10/2023 IomeH 110 : pLLPAP
Analysis performed according ND / Ananns npoeenes no HIT: TIN011252/02-150323
—
Ne Test / TlokazaTenn Results / PeayanTaThi Specification / Hopma
3 |Average weight of tablets / 363.0 mg/ 363.0 Mmr 357.7 mg to 372.3 mg
Cpeansis Macca TabaeTox : (365.0 mg +2.0 %). /
Complies/CooTBETCTBYET Or 357,7 Mr 50 372,3 Mr
(365,0 Mr 2,0 %)

4 |Disintegration /
PacnapaemocTsb

00 min 42 sec/ 00 m#H 42 cex

Not more than 3 min/
He 6onee 3 MUH

5 |Dissolution /Pacreopenue

6 |Dispersibility /
Jucnepcuocrs

99 % to 101 %

96 % to 99 %

Complies / CooTBeTCTBYeT

Not less than 70 % (Q) of Ci3HisO:
(ibuprofen) after 30 min / He MeHee
70 % Q CisHi50;
(ubynpooder) yepes 30 MUH

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q CsHyNO;
(napaueramorn) gepes 30 MuH

Uniform suspension passing through the
710 pm sieve is formed / Ob6pa3syercs
OIHOPOZIHAS CYCIIH3HS, MpPOXOAsLIas
yepe3 CHTO C pPa3MEpoOM OTBEPCTHH
710 MxM

7 |Related substances / PoacTBeHHbIE IpUMeECH

Remarks : The Product conforms to ND/
ITpumewanne: Ilpoaykr coorBeTcTByeT Tpebosanusm HJI

Opinion : APPROVED
3axawuenne: OJOBPEHO

Prepared by / S Checked by / : Approved by: Manager/Executive /
[ToaroTognexo: & ITpoeepeno: Rama Kant W Opobpero: Menepiep / PykoBoauTe)b
Ankit Amit Kumar WD e

Ly "P :
Reprint Date: Reprint Date: Reprint Date:
Hata: 18.12.2023 Hara: 18.12.2023 Hara: 18.12.2023

Registered Office: 8
Tel: +a1 40 4

A0 4900 208G
CIM: 01¢8aPLCOOA507

sdrreddys.com

37, Road No. 3, Barjara Hills, Hyderabad - 00034, Telangang, indiz
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Dr.Reddy’s “:‘
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[Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6y kmu FOruop®, Tabnetku ancneprupyemsie [ans aereii], 100 mr+ 125 mr
BatchNo / V2302486 Batch Quantity / 540.75 kg
Cep}m No: Pazmep cepui :
Analytical Repc:rt No/ 040002331300 Date of Analysis / 18.12.2023
AnaJutiyeckuid otyer No : Jlata aHayu3a;
Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa npou3BOACTRA : TomeH no :

Analysis performed according ND / Ananu3 nposenes no HJT; ITN011252/02-150323

No Test / IlokazaTenn

Results / PesynbTaTe!

Specification / Hopma

Method 1/ Meton 1
4-Aminophenol content /
Ornpenenienne conepixanus
4-amuHOpeHONA

0.001%

Method 2/ Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
OnpepeneHue
HEUAECHTUPHUIUPOBAHHBIX
npumMecelf nbynpogeHa u
napaueTamosna

0.001%

Total impurities (Method
1+Method 2) / Cymma
npumeceii (Meron 1 +
Metox 2)

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

4-amuHOGdeEHON (npumech
napateramona) - He 6onee 0,005 %

BDL (disregard Limit 0.05%)

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
02%

Eauuvudag  HeuAeHTHOMUUPOBAHHAS
MpPUMECH ubynpodena WM
napaueramorna - He 6onee 0,2 %

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

8 |Microbial limits* / MukpoOuoJioruieckasi 4ucrora*

a) Total aerobic microbial
count / O61ee 4ucio
a’poOHbIX
MHKPOOpPraHH3MOB

NA

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHnsaM HJ

Opinion : APPROVED
3axmroyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToneHo: ﬂ r IIpoBepeno: Rama Kant W Opnobpeno: Menemxkep / Pykosogutensb
Ankit 2 : Amit Kumar N\

Reprint Date: Reprint Date: Reprint Date:

Jata: 18.12.2023 Jara: 18.12.2023 Jara: 18.12.2023

Registared Oftice: 3-2-337, Road No, 3, Banjara Hills, Hyderabad - 50003}, Telsnpana, ingia

Tel: 91 46 490 2900, Fax: +91 4C 4900

2 195AP1SS

weavdrieddys.com

CIN:

129, Enail: maili®drreddys.com
LCO04507
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 yxun FOrnop®, Tabnetkn aucneprupyemsie [ans nereii], 100 mr+ 125 mr
BatchNo/ Batch Quantity /
CepHa Ne : NS Pasmep cepii : pUioks
Analytical Report No / Date of Analysis /
Anasntryeckuit otuet Ne ; DRI Jlara ananuza: gz
Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa npOH3BOACTRA : I'onex po :

Analysis performed according ND / Ananyz nporenes no HIT: TT NO11252/02-150323

Ne Test / Iloka3aTenn

Results / Pe3yapTaThl

Specification / Hopma

b) Total combined yeasts NA Not more than 10 CFU/g /
and mould count / O61iee He 6onee 102 KOE/r
YUCI0 APONOKEBBIX U

MTeCHEBBIX TPUOOB

¢) E. coli NA Shall be absentin 1 g/

OrcyrcTBHEe B 1 T

Uniformity of dosage units /

OJJHOPOIIHOCTL RO3HAPOBAHHA

Tbuprofen / U6ynpoden

2.8

The acceptance value (AV) should be not
more than 15.0 / Iloxazatens
npueMieMocTd (AV) pomkeH ObITH He
Gonee 15,0

Paracetamol / Tlapaueramon

2.8

The acceptance value (AV) should be not
more than 15.0 / [Ilokazarennb
npremieMocTd (AV) momxkeH OBITE He
6onee 15,0

10 |Assay / KonnuecTBeHHOE

onpefeeHHe

100.5 mg/ 100.5 mr

124.0 mg/ 124.0 Mr

90.0mg to 110.0mg of C;3His02
(ibuprofen) per tablet / Ot 90,0 Mr ao
110,0 mr C;3HisO;, (ubynpoden) B
Tabnerie

112.5mg to 137.5mg of CgHgNO;
(paracetamol) per tablet /Ot 112,5 Mr no
137,5 mr CgHyNO, (napaueramon) B

Remarks : The Product conforms

IIpumeyanue: [Tpoaykr cooTBeTcTBYET TpeboBaHUsAM HJT

to ND/

Opinion : APPROVED
3axayenne: OJJOSPEHO

Prepared by / ; Checked by / Approved by: Manager/Executive /
IToaroTosneno: @ \ - [IpoBepeno: Rama Kant W Onobpeno: Menemkep / PykoBonuTenb
Ankit Amit Kumar fl«:\\./ )

Reprint Date: Reprint Date: Reprint Date: '

Hata: 18.12.2023 Harta: 18.12.2023 Hara: 18.12.2023

Registared Office: 8-2-337,

Tol: +01

401800 292%, Email: mail
2 195 AP1SEGPLEOQG507
wwyrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIA3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Wby KiuH IOunop®, Tabnetku nucneprupyemble [aas getei], 100 Mr+ 125 mr
BatchNo / Batch Quantity /
Cepmia Ne : /2802485 Pa3mep cepus : . -
Analytical Report No / Date of Analysis /
AHaJIHTHYECKHH oTHeT Ne : Lo el JlaTa aganusa: Ske2le
Date of Manufacnuc-/ 10/2023 Date of Expiry / 09/2028
JlaTa npou3BoJICTRE : : I'ogew 1o :
Analysis performed according ND / Ananus nposeses no HJT: 1T N011252/02-150323

Ne Test / IloxasaTenn Results / PesyabTaThl Specification / Hopma
tabneTke

11 |Package / YnakoBxa 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in a|blisters and patient information leaflet in
carton. / To 10 Tabnerok B Giucrep |a carton. / [To 10 TabneTok B 6nucTep u3
3 TIBX/AL Io 2 6auctepa smecte ¢ | TIBX/AlL Tlo 1, 2 unu 20 6nucrepos
BHCTpYKUHEH 10 MNPUMEHEHHIO B|BMECTE C HHCTPYKUMEH MO NIPUMEHEHHIO
a4yKy KapTOHHYIO. B Na4Ky KapTOHHYIO.

12 |Labeling / Mapxuposka |According to ND. /B coorercTeuu ¢ HJI.

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

XpaHeHHe B opurusansHO# ynakoske (611CTep B a4Ke) NpH TEMIEPATYpe He BEILIE

25 2C,

14 |Shelf life / Cpok rognocTi |5 years/ 5 ner

* 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. / McnplTanne NPOBOAUTCS TOJLKO It Kaxoii 20-ii cepay WM JIst ONIOH cepHn B
IroJl, B 3aBHCHMOCTH OT TOr0, 4TO HACTYNHT paHee. [loxasaTens MoXkKeT OTCYTCTBOBaTh B CepTH(UKaTe aHAJH3A.

Remarks : Thé Product conforms to ND/

Mpumeuanne: [Iponykr cooteercrayeT Tpebosanuam H/J

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroToBEHO; /[Z [Tporepeno: Rama Kant W :Opnobpeno: Menemxep / PykoBoautens
Ankit P Amit Kumar N.\/’

Ry
Reprint Date: Reprint Date: Reprint Date: '
Hara: 18.12.2023 Jara: 18.12.2023 Jara: 18.12.2023

Ragistered Offico: ¢

237, Rond iNou3, Ban

30 2209, Fax

wewwdrreddys,com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UGy smn FOuuop”, Tabnetkn aucnepripyembie [ans gereii}, 100 mr + 125 mr
BatchNo / Batch Quantity /
Cep Ne ; el Pa3Mep cepi 540.75 ke
Analytical Repgrt No/ 040002331300 Date of Analy‘sw / 18.12.2023
AHaJINTHYECKHUH OTHeT No: Jlara aHanusa:
Date of Manufactu;’e/ 10/2023 Date of Expiry / 09/2028
JlaTa npou3BojCcTBA | opew 1o :
Analysis performed according ND / Ananus nposesies no HJT: ITNO1 1252/02-150323

API name (INN) /

Hasmenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapauietamon
API manufacturer batch number / PIBM230355 APAPE2023060684
Homep cepuu npoussoauTens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTanuu FEQA00449 FEQA00344

npoussoguTesa LJID:

API Manufactured by & country/
IIpounssoputens A®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa SKTus
®apma Caiiencus Jlumuten, Uuans

Granules India Ltd., India /
I'pauynec Uuans JITa., Unpus

Remarks : The Product conforms to ND/

IMpumeuanne: [IpofyKT COOTBETCTBYET TPEOOBAHUAM HJ{

Opinion : APPROVED
3axmouenue: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarotosneHo: IMposepeHo: Rama Kant Onobpeno: Menekep / PyKoBofHTENb
Ankit e \ 4o Amit Kumar A

Reprint Date: Reprint Date: Reprint Date; '

JNara: 18.12.2023 Jlara: 18.12.2023 Jara: 18.12.2023

37, Road Ne

3, Banjzra Hilis, Hyceral




