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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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yruun IOHHop'”, TabneTku qucneprupyeMsle [ans gereii], 100 Mr+ 125 mr

Batch No / V2301492 Batch Quantlty/ 541.77kg
Cepus Ne : Pasmep cepuu :

Analytical Reprirt No / _ 290001680788 Date of Analysis / 16.08.2023
AHamuTHIeckuii oTder Neo : HlaTta aHanuza:

Date of Manufacmrc_?’ Tul-2023 Date of Expiry / Jun-2028
Jlata npou3BojicTBa ! [onen o :

Analysis performed according ND / Ananuz nposeger no HJT: TT N011252/02-150323

No Test / Iloka3zaTelb

Results / PesyanTaThi

Specification / Hopma

1 |Description / Onncanue

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

score-line on one side and
characteristic odor. /
Kpyrnele  maockOLMNMHAPHYECKUE
TabNeTkd  po3oBOrO  UBeTa  C

BKpaIuIeHHAMH, ¢ dackol U puckol
Ha OJHOH CTOpOHE, C XapaKTEpPHBIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie TUIOCKOLIMTHHAPUYECKHE
TabyeTku PO30BOTO UBETA ©
BXparnnenusMy, ¢ dackolf H puckod Ha
OJHOM CTOpPOHE, C XapaKTEpPHBIM
3aMaX0M.

Identification /
IloanuuHOCTL

Complies as prescribed/
CoO0TBETCTBYET

|

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  ynmepxuBaHMs ~ OCHOBHBIX
NUKOB Ha XpOMaTOTpamMMe
HCIBITYEMOIO  pPacTBOpa  NOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIOEpXKHUBaHUA IIHKOB Ha
XpPOMATOrpaMMC PACTBOPA CTAIIXAPTIILIX
06pa3nos nbynpodeHa U napaleTamona

Hpumeuanie: [Tpoaykr coorBeTcTBYET TpeboRaHuAM HJT

(pazzen «KOonuueCTBEHHOE
OTIpE/IETIEHUED).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axknwuenue: OJOBPEHO

Prepared by /
[Toarotosnexo:
Pardeep Kumar

S

Checked by /
ITpoBepero: Himesh Kumap—

\

Approved by: Manager/Executive /

Onobpeno: Menemkep Pyrosonimens
Abhishek Chauhan _

Reprint Date:
Hara: 16.08.2023

Reprint Date:
Hara: 16.08.2023

Reprint Date:
JlaTa: 16.08.2023

Registerard Nffire~ 8-7-337, Rnad No. 3, Banjara Hills, Hyderabhad - 500024, Telangana, India
Tel; +91 40 4900 2300, 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
H6yxun FOunop®, Tabnetku aucneprupyemsle [a aeteit], 100 mr + 125 mr

Batch No / V2301492 Batch Qqautlty_ ! 541.77kg
Cepusa Ne Pasmep cepuu :
Analytical Repgrt No/ . 890001680788 Date of Allaly.SlS / 16.08.2023
A”anuTHYeckuil oTyeT Ne ; Jlara aganuza:
Date of Manufacture / Tul-2023 Date of Expiry/ un-2028
Jlata npoHZBOJCTEA : Mopen j1o :
Analysis performed according ND / Ananu3 nposenet no HJI: TIN011252/02-150323
N Test / IlokazaTenn Results / Pe3yabTaTh Specification / Hopma
3 | Average weight of tablets / 365.5 mg/ 365.5 Mr 357.7 mg to 372.3 mg
Cpenusist Macca Ta0ieTox . (365.0 mg+2.0%)./
Complies/CooTBeTCTBYET Ot 357.7 wr 10 372,3 Mr
(365,0 Mr + 2,0 %)
4 Disintegration / 00 min 25 sec/ 00 mun 25 cek | Not more than 3 min /
PacnagaemocTs He 6onee 3 MuH
5 |Dissolution / PacrBopenne 92 % to 101 % Not less than 70 % (Q) of Cj;3H30;
(ibuprofen) after 30 min / He wmenee
70 % «Q Ci3H130,
(ubynpoden) yepes 30 MuH
92 % to 100 % Not less than 70 % (Q) of CsHoNO;
(paracetamol) after 30 min / He menee
70 % Q CsHoNOs
(mapaueramon) yepe3 30 MUH
6 |Dispersibility / Complies / Cootsercteyer | Uniform suspension passing through the
JucnepcHoCTh 710 pm sieve is formed / O6pa3syercs
OIHOpPOJHASA CYCIEH3Hs, NpoXonsmasn
4yepe3 CHUTO C DPa3MEpOM OTBEPCTHi
710 MM
7 |Related substances / PoacTBeHHbIC IPpHMecH

Remarks : The Product conforms

IIpumedanne: [IpoayxT coorBercTByeT TpeboBanusM HJI

to ND/

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
HonrotosieHo: HPOBWEM,_H, Onobpeno: Menengep / PykoBOTEME
Pardeep Kumar o]i—;— - Abhishek ChauhazL \

Reprint Date: Reprint Date: Reprint Date: k

Jarta: 16.08.2023

Hara: 16.08.2023

Jlata: 16.08.2023

Reglslerad Office, 82-337, Noad No. 3, Baujara 1lills, |lyderabad 500034, Telungana, India
Tel: +81 40 4900 2500, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yknns JOunop”, Tabnerkn gucheprupyemsie [ nereii], 100 mr+ 125 mr

Batch No / V2301492 Batch Quantnty/ 541.77kg
Cepus Neo : Pasmep cepun :
Analytical Report No / Date of Analysis /
AHaJTUTHYECKUH OTHeT Ne ; R Jlara ananuza: GHE
Date of Manufacture / Tul-2023 Date of Expiry / Jun-2028
JlaTa NpOM3BOACTBA Topew fo:
Analysis performed according ND / Ananu3 npoeenes no HJI: T1 N011252/02-150323
Ne Test / IlokazaTens Results / Pe3yabTaThl Specification / Hopma

Method 1/ Metog 1
4-Aminophenol content /
Onpepenenre cogepxanns
4-amurobeHoa

0.0002%

|4-aminophenol (paracetamol impurity) -

not more than 0.005 %
4-amuHO(DEHON (mpuMecs
napatieramola) - He 6onee 0,005 %

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
OnpepeneHue
HEUJIeHTU(UIIHPOBAHHBIX
npumecel ubynpodena 1
napaweTamoJa

BDL {disregard Limit ¢.05%)%

0.0002%

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

EnuHu4Has  HeuAeHTHOHIMPOBAHHASL
npumech ubynpodeHna HIIN
napaneramodia - He 6onee 0,2 %

Total impurities (Method
1+Method 2) / Cymma
npumMeceit (Meton 1 +
Meron 2)

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

8 |Microbial limits* / Mukpobuonornieckas yncrora*
a) Total aerobic microbial Less than 100 CFU/g/ Not more than 10° CFU/g /
count / Obmiee uncno Menee 100 KOE/r He 6onee 10° KOE/r
a3poOHBIX
MHUKPOOPTaHH3MOB R
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeyanue: [IponykT COOTBET

cTByeT TpeboBannam HJJ

3akimouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBJIeHO: ﬁ [Tposepeno: Himesh I{umsy:_H OnobGpeHo: MenemAep / PykopoanTtens
Pardeep Kumar B — ) Abhishek Chauhan

Reprint Date: Reprint Date: ' Reprint Date: i

Jlata: 16.08.2023

Jara: 16.08.2023

JHata: 16.08.2023

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: L85195AP1584PLC0O04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yrknun FOuuop”, Tabnerku aucrneprupyemsie [aas gereif], 100 mr + 125 mr

Batch No / V2301492 Batch Quantity / 541.77kg
Cepus Ne Pazmep cepui :

Analytical Reptzrt No/ . 890001680788 Date of Ana]y'sm / 16.08.2023
AHanuTHdeckuit oryer Ne JlaTa ananusa: )

Date of Manufacture / Tul-2023 Date of Expiry / Fun-2028
Jlara n0poK3BOJCTBA : TozeH 1o :

Analysis performed according ND / Ananns nposesen no HII: ITN011252/02-150323

No Test/ IToxa3zaTesib

Results / i’esy.rlb"ranl

Specification / Hopma _ i

b) Total combined yeasts

HHCIIO APOHOKEBBIX U
IJIECHEBBIX IPUOOB

and mould count / Obuiee

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

Not more than 10° CFU/g /
He Gonee 10? KOE/r

c) E. coli

Absentin 1 g/
OrcytctByeTB 1 T

Shall be absentin 1 g/
OtcyrctBue B 11

9 | Uniformity of dosage units / OxHOpoIHOCTDb JO3HPOBAHHA

Ibuprofen / U6ynpoden 1.5 The acceptance value (AV) should be not
more than 15.0 / Iloxazatens
npuemieMocTi (AV) aospked ObITh He
Honee 15,0

Paracetamol / ITapaueramon 1.5 The acceptance value (AV) should be not

more than 15,0 / Ilokazarens
npremiemoct (AV) nomxeH ObITh HE
bonee 15,0

10
onpejaecienHe

Assay / KonnuecTBeHHOE

99.8 mg/99.8 mr

124.4 mg/124.4 mr

90.0mg to 110.0mg of C;3Hj;s0:
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0mr Ci;3HisO, (ubynpodeH) B
TabneTre

1125 mg to 137.5mg of CgHyoNO:
{(paracetamol) per tablet /Ot 112,5 Mr 10
137,5 Mmr CgHoNO; (mapanetamon) B

Remarks : The Product conforms to ND/
IIpameyanue: ITponykT cooTBeTCTBYET TpeboBanam HJT

Opinion : APPROVED
Zaxiouenue: OJJOBPEHO

JlaTa: 16.08.2023

Jara: 16.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: =€ . HPOBCW% Onob6peno: MenemkepY PykosojnTens
Pardeep Kumar - = § Abhishek Chauhan \ ; i
Reprint Date: Reprint Date: Reprint Date:

Jara: 16.08.2023

Registered Office: 8-2-337, Rnad 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
CEPTUDPHUKAT 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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnua FOunop®, Tabnetkun aucneprupyemsle [Ans gereit], 100 mr+ 125 mr

Batch No / V2301492 Batch Quantlty‘/ 541.77kg
Cepusa Ne : Pa3mep cepuu :
Analytical Repc:rt No/ 890001680788 Date ofAna]yvms / 16.08.2023
Ananutuueckuii orget No : Hata ananuza:
Date of Manufacture_/ Tul-2023 Date of Eafplry/ Fun-2028
JlaTa npoOM3BOACTBA : Tonen no :
Analysis performed according ND / Axanus nposesied no HJI: T1 N011252/02-150323
Ne Test / IlokazaTens Results / Pe3ynsTaThI Specification / Hopma
tabneTke
11 |Package / Ynakopka 10 tablets in PVC/Al blister. 2 blisters | L0 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in a |blisters and patient information leaflet in
carton. / ITo 10 Tabnetox B 6nuctep |a carton. / ITo 10 Tabnetok B 6ucTep u3
u3 [IBX/AL Ilo 2 6aucrepa Bmecte ¢ [[IBX/AL Ilo 1, 2 unn 20 Gnucrepos
HHCTPYKIHEH MO TPUMEHEHHIO B |BMECTE C HHCTPYKUHEH MO MPUMEHEHHIO
NauKy KapTOHHYIO. B YKy KapTOHHYIO.
12 |Labeling / MapxupoBka According to ND. / B cootserctBuu ¢ HJI.
13 | Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHune B opurrnHaibHO# ynakoBke (611cTep B nauke) NpH TeMIIEpaType HE BBIIIE
251°0C.
14 |Shelf life / Cpok roquoctu |5 years /5 net

* 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. / MenbITaHue MpoBoAHTCA TOMLKO A8 KaxkA0i 20-# cepHH HIH ANS OHOH CepHH B
roji, B 3aBHCHMOCTH OT TOr0, YTO HACTYIHT paHee, [loka3aTenb MOXKET 0TCYTCTBOBAThL B cepTHOHKATE aHAJIH3A.

Remarks : The Product conforms to ND/
Ipumeyanne: [Ipoxykt cooTBeTcTBYET TpebopauusM HJL

Opinion : APPROVED
Bakaruenne: OOBPEHO

Jara: 16.08.2023

Jarta: 16.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: <>f_/ IIpoepeno: Himesh Kumar Onobpeno: Menejzkep / PykoBoaurens
Pardeep Kumar =L (,_-’L—J Abhishek Chauhank_ k

Reprint Date: Reprint Date: Reprint Date: \

JHata: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indja
Tel: +91 40 4900 2900, Fax: +91 40 4900 2899, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIA3A
Page 6 of 6 / CTp. 6 n3 ¢
Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyimn [0mitop”, Tabnetky aycneprispyembie [ans xerei], 100 Mr + 125 mr
Batch No / V2301492 Batcl'l Quantlt}t/ 541.77kg
Cepist Ne : Pazsep cepiiy
Analytical Report No / Date of Analysis /
AHanuTHYeckuit ordeT No : £ iEs0Es Jarta aHanusa; Pk 2R
Date of Manufacture/ Jul-2023 Date of Expiry/ Jun-2028
Hata npousgoacrea : Tonen no :
Analysis performed according ND / Aranus nposeaes no HJ{: ITN011252/02-150323

API name (INN) /
Haumenosanme AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number / PIBM230137 APAP/23030307

Homep cepunu nipoussoaurens ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTannun FEQA00219 FEQA00127
npownssoaureas I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & coun.tr y/ Limited, India / Conapa DxTu I'panynec Uunus Jitn., Uanus
ponssoxurens A®C, CEPANRT ®apma Caiiercns Jlumuten, Maaus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [TponykT coorsercrsyer TpeboBaruaM HJ| Jaxumouenne: QJJOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosmneHo: ci—— Ilposepero: Himesh Kumar . OnoGpeno: Menemiep / Pykospanrens
Pardeep Kumar = C,L————’ Abhishek Chauhan L
Reprint Date: Reprint Date: Reprint Date:
Hara: 16.08.2023 Hara: 16.08.2023 Hara: 16.08.2023

Registered Office; 8-2-337, Raad Nin. 3. Ranjara Hills, Hydarahad » 5010N24, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




