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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ubykann fOHI/IO}’)oO, tabrnetkn qucneprupyemsle [ans nereit], 100 mr+ 125 mr

Batch No/ Batch Quantity /

Cepus Ne V2400284 Pasmep cepun : >43.2kg
Analytical Rep(zrt No/ 040002444171 Date of Analy.51s / 11.03.2024
Ananurnyeckuii oTyet Ne ; JlaTa ananusa:

Date of Manufacture / 02/2024 Date of Expiry/ 01/2029
JlaTa mpou3BOACTBA : T'onen no:

Analysis performed according ND / Auanu3 nposeaes no HJ[: [1 N011252/02-150323

No Test / Iloxa3zaTean

Results / Pe3yabTaThl

Specification / Hopma

1 |Description / Onncanne

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

score-line on one side and
characteristic odor. /
Kpyrisle  MIOCKOLMIHHIPAYECKUE
TabeTkn  po30BOro  ILBETa C

BKpaIJICHHSIMH, ¢ (dackoif 1 pucKol
Ha ONHOU CTOPOHE, C XapaKTepPHBIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrible IUIOCKOLIMIMHAPHYECKHE
TabJEeTKH PO30BOTO 1BETa c
BKparuieHUusMH, ¢ dackoil U puckoil Ha
OJHOH  CTOpOHE, C  XapaKTEepPHBIM
3amaxom.

2 |Identification /
IToauuuOCTL

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). /
BpeMena  ynepXuBaHHS ~ OCHOBHBIX
HKOB Ha XpOMaTOrpaMme
HCTIBITYEMOTO  PacTBOpa  JIOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIEPKUBAHUS MHKOB Ha
XpOMaTorpaMMe pacTBopa CTaHAAPTHBIX
obpazuoB ubynpodeHna U napaueramona

Ipumeuanne: [TpoayxT coorBeTcTBYeT TpeboBaHusaM HJJ

(pazmen «KonunyectBeHHOE
onpeneeHUE).
Remarks : The Product conforms to ND/ Opinion : APPROVED

Saxarouenue: OJJOBPEHO

Hata: 11.03.2024

Jara: 11.03.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBnexo; A Iporepero: Ramg Kant | Onobpeno: Menenxep / PykoBoguteins
Ankit will W Manoj Kumar 5 ;[!!Sz

il \
Reprint Date: Reprint Date: Reprint Date:

Hara: 11.03.2024

Registered Office:
Tel:=

01 40 4900 2860, Fax: #3140 8¢

2-2-327, Road Ne 2, Banjar

Y2846, Emaidt mail

L 7

a Hills, Hyderabad - 500034, Telangana, india
@drredays,com
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Cpennsas macca Tabnerox .
pea Complies/CooTBETCTBYET

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmn F0auop”, TabneTky aucneprupyembie [ans aeteif], 100 Mr + 125 mr
Batch No/ Batch Quantity /
Cepust Ne : V2400284 Pasmep cepun : >43.2kg
Analytical Repclrt No/ 040002444171 Date of Analysis / 11.03.2024
Ax”anutuvyeckuii otuet No : JlaTa ananuza:
Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BOACTRA : I'ogen no :
Analysis performed according ND / Ananus nposezaex no HJI: II N011252/02-150323
Ne Test / IToxazaTeasn Results / Pe3yabTarsl Specification / Hopma
3 |Average weight of tablets / 365.6 mg/ 365.6 Mmr 357.7 mg to 372.3 mg

(365.0 mg+2.0%)./
Ot 357,7 mr no 372,3 mr

97 % to 100 %

6 |Dispersibility / ~ Complies / CooTBeTcTBYET
JucnepcHocTh

(365,0 Mr +2,0 %)
_4__Disintegration /I 00 min 31 sec/ 00 mun 31 cek | Not more than 3 min /
PacnagaemMocTn He 6onee 3 MuH
5 |Dissolution / PactBopenne 98 % to 102 % Not less than 70 % (Q) of Ci3sHis0-

(ibuprofen) after 30 min / He MeHee
70 % «Q Ci3His02
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO2
(mapaueTtamon) yepe3 30 MHH

Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
OJTHOPOJHAS CYCHEH3Us, INPOXOnsillas
yepes CHTO C pa3MepoM OTBEPCTHH
710 MKM

Remarks : The Product conforms to ND/
ITpumeyanne: [TpopykT cooTBeTcTBYeT TpeboBanusam HJT

Opinion : APPROVED
Zakmaouenue: OJOBPEHO

Prepared by / ) Checked by /
IMoarotoBneHo: . | IIposepeno: Rama Kant
Ankit

o

Approved by: Manager/Executive /
Opobpeno; Mernemkep / PykosoanTens
Manoj Kumar i (9

1]

Reprint Date: Reprint Date:
Hara: 11.03.2024 Hara: 11.03.2024

Reprint Date:
Jara: 11.03.2024




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Cr. Reddy's Labeorateries Lid

Formulation Unit-6
Vil IKhol, Malagarh Road, Baddai,

Disti. Solan, H.R, 173 205, INDIA

56001-02

Page3 of 6/ Crp. 3 U3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6ykmmn FOnuop”, Tabnetku aucneprupyembie [1s aereii], 100 mr + 125 mr

Batch No / V2400284 Batch Quantlty./ 543.2 kg
Cepus Ne : Pazmep cepuy :

Analytical Repcirt No/ 040002444171 Date ofAnal¥s1s / 11.03.2024
Anamgruyeckuit otyeT No : Jlata apanuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npon3BoacTaa : I'oneH fo :

Analysis performed according ND / Ananu3 nposesies no H/I: TI N011252/02-150323

7 |Related substances / PogcTBeHHble IPHMeECH

Method 1/ Meron 1 0.001%
4-Aminophenol content /
OnpeneneHue coaepKaHus
4-amMunodeHona

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

4-amuHOdEHON (mpumecs
napaneramona) - He 6onee 0,005 %

Method 2 / MeTon 2 0.10%
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenexnune
HeUJeHTHQHLPOBAHHBIX
npuMecel ubynpodena u
napaneTraMmoa

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

Enunnunas  HeuJeHTUPUIUPOBaHHAS
IPUMECH ubynpodena WY
napaueramosna - He 6onee 0,2 %

Total impurities (Method 0.10%
1+Method 2) / Cymma

npumeceil (Meton 1 +
Merton 2)

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

8 |Microbial limits* / Mukpo6uonornyeckas yucrora*

a) Total aerobic microbial NA
count / Ob1ee YUCIO
a’pOOHBIX

MHUKPOOpPraHusMoB

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanune: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL 3akmoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IlpoBepeHo: Rama Kant Onobpeno: Menemkep / Pykosojuteinb
Ankit ﬁ M,,{/f Manoj Kumar G@’_’M’
Reprint Date: Reprint Date: ‘ Reprint Date:

Jata: 11.03.2024 Hara: 11.03.2024 Hara: 11.03.2024

Fesistored Office: &1

Road WMo, 3, Ban
Tl --9% MG 47 i
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

M6ykann H0unop”, Tabnerku ancnepriupyemsie [ans nereii], 100 mr+ 125 mr

gatch No / V2400284 Batch Quantlt}{/ 5432 kg
epus Ne : Pasmep cepun :

Analytical Repczrt No / 040002444171 Date of Analysis / 11.03.2024
Ananutryeckuid otuyet No Jara ananuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JlaTa npou3BoOACTBA : T"opeH fo:

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

b) Total combined yeasts NA Not more than 10° CF'U/g /
and mould count / O6uiee He 6onee 10* KOE/r
YUCIIO APONOKEBBIX U

TJIeCHEBBIX TPHOOB

c) E. coli NA Shall be absentin 1 g/

OrcyrctBHe B 1 T

9 | Uniformity of dosage units /

OaHOpOAHOCTD A03HPOBAHUS

10 |Assay / KoanuecTBennoe

onpeaejienve

993 mg/99.3 Mr

123.1 mg/ 123.1 mr

Ibuprofen / 6ynpoden 2.1 The acceptance value (AV) should be not
more than 15.0 / Tloka3saresns
npuemneMoctd (AV) JokeH OblTh He
Oonee 15,0

Paracetamol / [Tapaueramon 2.2 The acceptance value (AV) should be not

more than 150 / TIlokasaTtens
npuemaemMocti (AV) nokeH ObITh HE
bonee 15,0

90.0mg to 110.0mg of CizHizO:
(ibuprofen) per tablet / Ot 90,0 mr no
110,0 mr Ci3HisO2 (ubynpoden) B
TabneTke

112.5mg to 137.5mg of CsHyNO:
(paracetamol) per tablet / Ot 112,5 Mr no
137,5mMr CgHoNO: (mapaueramon) B
TabneTke

Remarks : The Product conforms to ND/

Ilpumeuanue: [IpoaykT cootseTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3axawuyenne: OJOBPEHO

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

IoaroroBneHo: ; /\ P IIporepeno: Rama Kapt d Onobpeno: Menemxkep / PykoBoauTens

Ankit / %X&"&D ' Manoj Kumar , .
il (n

Reprint Date: Reprint Date: Reprint Date:

Jara: 11.03.2024 Jara: 11.03.2024 Hara: 11.03.2024
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yknnn FOuuop”, Tabnetku nucneprapyemsle [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity /

Cepust No : V2400284 Pasmep cepud : >43.2 ke
Analytical Repczrt No/ 040002444171 Date of Analysis / 11.03.2024
AHamiTHyeckui otdeT No : JlaTta aHanuza:

Date of Manufacture / 02/2024 Date of Expiry / 01/2029
JaTta npou3BoACTBa : T'ogen no :

Analysis performed according ND / Anayims nposeser no HJI: TTIN011252/02-150323

11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnetok B GiHcTep
u3 [IBX/AL Ilo 2 6nuctepa BMecTe ¢
HHCTPYKIMeil Mo NpUMEHEHHI0 B
NayKy KapTOHHYIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / I1o 10 Tabnerok B 61uctep H3
TIBX/AL Tlo 1, 2 unu 20 6nucTepoB
BMECTE C HHCTPYKIIUEH 0 MTPUMEHEHUIO
B MayuKy KapTOHHYIO.

25 °C.

12 |Labeling / MapkupoBKa According to ND. / B cootercTeun ¢ HJI.
13 [Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHHe B opuruHanbHOM ynakoBke (61ucTep B auke) MpU TEMIEPAType HE BBILIE

14 |Shelflife / Cpok rogHocTu |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. / McnbITAHHE NPOBOAMTCH TOJNBKO 4151 Kaxao# 20-ii cepuu MM U1 ONHOIi cepuH B
rojl, B 3aBHCHMOCTH OT TOI'0, YTO HACTYNHT paHee. [lokazaTeiL MOXKeT OTCYTCTBOBATH B cepTH(MKATE aHA/IM3A.

Remarks : The Product conforms to ND/
IMpumeyanue: ITpoaykt cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
IToarorosneHo:; [Ipoeepeno: Rama Kan -k~
Ankds i&“\wy

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBogutens
anoj Kumar ; &Iﬂ'

Reprint Date: Reprint Date:
JaTa: 11.03.2024 JHata: 11.03.2024

Reprint Date:
Hara: 11.03.2024
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

W6ykmmn FOunop”, Tabnetkn nucneprupyemslte [s nereiil, 100 Mr + 125 mr

Batch No/ Batch Quantity /

Cepus Ne : V2400284 Pa3smep cepui : >43.2kg
Analytical Rep(irt No/ 040002444171 Date of Analysis / 11.03.2024
AHanutudeckuit otyet No : Jlara ananusa:

Date of Manufacture / 02/2024 Date of Expiry/ 01/2029
JlaTa npou3BOJACTBA : l'opeH no :

Analysis performed according ND / Ananus nposesex no H/I: T1 N011252/02-150323

API name (INN)/
Hauvenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapanietamon
API manufacturer batch number / PIBM230405 APAPE2023060685
Howmep cepuu npoussoauntenss ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTanuuu FERA00048 FEQAO00345
npoussoguteas LJIP:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DxTuB I'panynec Unnus JIta., Uaaus
1Iponzsoautent ADC, crpana: ®apma Caitencus Jlumuren, Unaus

Remarks : The Product conforms to ND/

Ipumeyanne: [TponykT cooTBeTcTBYeT TpeboBanuam HJA

Opinion : APPROVED
3akmiouenne: OJJOGPEHO

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

[Toarorosnexo: ﬂ | Ilpoeepeno: Rama Kant i— Onobpeno: Menenxep / Pykosogurens

Ankit o : '\_LM' Manoj Kumar ‘TMMJ
~ oy

Reprint Date: Reprint Date: ' Reprint Date:

Jata: 11.03.2024 JHata: 11.03.2024 Hata: 11.03.2024




