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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NovYKIuH IOHHOp®, TabJleTKH gucneprupyemMsle [ais gereii], 100 mr + 125 mr

Batch No / V2402338 Batch Quantity / 1500000.0 tab /
Cepha N : Pa3mep cepuu : 1500000.0 ta6
Analytical Repo:‘t No/ 040002729550 Date of Analysis / 27.11.2024
AHAJuTHYecKkHii oT4yeT Ne : Jata anann3za:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npoH3BoACTBa : T'oneH 10 :

Analysis performed according ND / Ananu3s nposesen mo HJI: JIIT-Ne(004427)-(PI'-RU)-260124

Ne
1 _D_escri_ption / Onucanue

Test / Iloxa3aTeanb

Identification /
IMoagaHHHOCTEL

Results / PesyabTaThl

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnsle NIOCKOUUTHHAPHUYECKHE
TabneTkM  po30BOTO  IIBETA C
BKpaneHusMHU, ¢ packoil u puckoii
Ha OJIHOH CTOPOHE, C XapaKTEePHEIM
3aMaxoMm.

Complies as prescribed/
COOTBETCTBYET

| The retention times of the main peaks on the |

Pink round flat-faced beveled-edge tablets |
with impregnations and a score-line on one
side and characteristic odor./ Kpyrmsie
TIOCKOLMIUHIPHYECKHE TabneTKu
PO30BOrO 1{BETA C BKPAMICHUAMH, C hackoii
W pHUCKOH Ha OOHOH CTOPOHE, ¢
XapaKTepHbIM 3aTIaXO0M.

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
yOepKMBaHUsT  OCHOBHBIX NHKOB  Ha
XpOMaTOrpaMM€ HCIBITYEMOIO pacTBopa
JNOJDKHBI ~ COOTBETCTBOBATH  BpeMEHaM
YIEpKUBaHUS THKOB Ha XpOMaTorpaMme |
pacTBopa CTaHAAPTHBIX 00pas110B
uhynpodena w  napanetamona  (pazaen |
«KonuyecTBeHHOE ONpESIECHUEY).

Remarks: The Product conforms to ND/
ITpumeuanne: [IpofykT cooTBeTCTBYeT TpeboBanusim HJJ

Opinion: APPROVED
3akawuenne: OJJOBPEHO

JaTa: 27.11.2024

Hara: 27.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrotosneno: Noor ITpoBepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBonuTenb
Mohammad Amit Kumar e

f
Reprint Date: Reprint Date: Reprint Date: |

Hara: 27.11.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tell +21 40 4500 2500, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L851S5AP1934PLCO04E07
v drreddys.com
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PacTBopenne

97 % to 100%

6 | Dispersibility /
HAucnepcHocts

Complies / CooTBeTCTBYET

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun IOuuop®, TabaeTku aAucneprupyemble [aus aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2A02688 Pa3mep cepHH : 1500000.0 Tab
Analytical Repo:‘t No/ 040002729550 Date of Analysis / 27.11.2024
AdanuTHYecKHii oTuer No ; Jarta aHanu3sa:
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
JlaTa NpoM3BOACTBA : | Il'ogen 1o : 1
Analysis performed according ND / Ananu3 nposegen mo HJI: JIIT-No(004427)-(PI'-RU)-260124
Ne Test / ITokazaTenn Results / PezyabraTbl Specification / Hopma
3 | Average weight of tablets 366.6 mg/ 366.6 Mr 357.7mg to 3723 mg'
/ Cpennsisi Macca . (365.0 mg + 2.0 %). /
TabJ1IeTOK CLomphES COOEST ST Or 357,7mr J0 372,3 Mr
| (365,0 Mr = 2,0 %)
4 |Disintegration / 00 min 32 sec / 00 muH 32 cex | Not more than 3 min /
Pacnagaemocts He Gonee 3 MuH
5 |Dissolution / 100 % to 102% 'Not less than 70 % (Q) of C13H1802|

[ (ibuprofen) after 30 min / He meHee 70 %
Q) C13H1802
(ubynpoden) yepes 30 Mux

Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q) C8HONO2
(napauetamonn) uepes 30 MUH

Uniform suspension passing through the
710 pm sieve is formed / O6pa3syercs
OJHOPOJHAs  CYCHEH3Us, NpoxXonsiias
| Yyepes CUTO ¢ pasMepoM OTBepCcTHH 710 MKM

) |Rudated substanees / Topcisurnbic npumoun

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusam HJ

Opinion: APPROVED
3axmouenue: OJIOBPEHO

Jara: 27.11.2024

Hara: 27.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrotosneno: Noor IIposepeno: Santosh Kumar Maurya | Ogobpeno: Menemxkep / PykoBogutens
Mohammad W Amit Kumar RV

Reprint Date: Reprint Date: Reprint Date:

Jara: 27.11.2024

Registered Ofiice: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +0

wyw.drreddys.com

<0 4500 2560, Fax: =61 40 4900 2999, Emeail: mail@drreddys.com
CIN: LB5IS5AP1S84PLCO04AE0T
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HNo6ykaun IO}mop®, Ta0JIeTKM gucneprupyemsele [ana gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : V2402338 Pasmep cepud : 1500000.0 a6
Analytical Repovrt No/ 040002729550 Date of Analysis / 27.11.2024
AHaJuTHYecKHH oTueT No : JaTta ananuza:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npoM3BOJACTBA : TI'open no :

Analysis performed according ND / Auann3 nposegen mo HI: JII1-Ne(004427)-(PI'-RU)-260124

Ne Test/ Hokasatens | Results / Pe3yabTaThl Specification / Hopma
| Method 1/ Meton 1 B 4-aminophenol (paracetamol impurity) - not
4-Aminophenol content / 0.001 % more than 0.005 %
gnpiﬂf n;:ns c;,uepxcaﬂuﬂ 4-amuHobeHoN (MpUMech rnapaleTamona) -
~aMHUHOGEHON ue Gonee 0,005 %
Method 2 / Merog 2 ‘Any individual unidentified impurity of
Determination of ' Below BDL (BDL= 0.05 %) / Huxe | ibul?)rofen or paracetamol - not more than
Ibgprofs:n anfi Para'c_etamol 1OpOra perucTpaLuy 0.2%
el Al iy | EnuHM4YHAS HeuIeHTUHULUPOBaHHAS
Onpezenenne (IIP =0.05%) - A RHR
npuMech HbynpodeHa Uil napareramorna -
HENJIeHTU(HIHPOBAHHBIX N
v He 6onee 0,2 %
npumeceit ubynpocdena u
| maparieramona B
| Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.001%
npumeceil (Merop 1 +
Merton 2)
l =
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBaHusM HJJ 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoxaroroeneHo: Noor ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemxkep / PykoBonurens
Mohammad /Jﬂ/ﬂ é?\ Amit Kumar U
Reprint Date: Reprint Date: Reprint Date: ¥
Hara: 27.11.2024 Hata: 27.11.2024 Hara: 27.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tal: +21 40 4500 2300, Fax: +91 40 49G0 2999, Email: mail@dr eddys.com
CiN: L85195AP1984PLCO04S0T
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ykaun ¥Onuop®, Tabnerku aucneprupyemsie [as gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepua Ne . pesEE Pa3mep cepuu : 1500000.0 Tab
Analytical Rep0ft No/ 040002729550 Date of Analysis / 27.11.2024
AHAJIATHYecKH i oTueT Ne : JlaTa anaausa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npou3sBoacTBA : T'onen go :

Analysis performed according ND / Ananu3 nposeaen no HJI: JI[1-Ne(004427)-(PI-RU)-260124

Ne Test / llokazaTesn Results / Pe3yabTaThl

Specification / Hopma

a) Total aerobic microbial NA
count / Ob1ee yucno
a’3poOHBIX
MHKpPOOPraHHU3MOB

'b) Total combined yeasts | NA
'and mould count / O61ee
UMCIIO APOAOKEBBIX U
IJIeCHEBBIX IPUOOB

| - .
‘ g | Microbial limits* / Mukpo6rooruieckas 4ucrora*
|

Not  more than 103 CFU/g /
He 6onee 103 KOE/r

Not more than 102CFU/g /|
He 6onee 102 KOE/r

Shall be  absent in lg /
OrcytcTBUE B 1 T

c) E. coli NA

_9 Uniformity of dosage units / OAHOpOAHOCTH AO3UPOBAHHS
Tbuprofen / U6ynpoden 1.9
' Paracetamol / 2.0
IlapaueTamon

The acceptance value (AV) should be not
more than 15.0 /  IlokasaTens
npuemneMoctd (AV) nomkeH OBITb He
I60)16e 15,0

| The acceptance value (AV) should be not

more  than 150 /  Tlowazatens
npuemyieMocT (AV) JomkeH OBITH He
6oiee 15,0

Remarks: The Product conforms to ND/
Ipumeyanue: IIponykr cootBeTcTByeT TpeboBanusiM HJI

Opinion: APPROVED
3akmwuenne: OJIOBPEHO

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

ITonrorosneHo: Noor [Npoeepeno: Santosh Kumar Maurya | Ono6peno: Menemxep / PykoBoguTes

Mohammad /Wz_ Amit Kumar L
S

Reprint Date: Reprint Date: Reprint Date: |

Jara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024

Ragistared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India

Tek +91 40 4500 2200, Fax: =51 40 4909 2999, Email:

CIN: L85195AP1984PLCODAECT
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6 yknun FOunop®, Tabaerku gucneprupyemsie [nas gereii], 100 mr + 125 mr

Batch No / V2402338 Batch Quantity / 1500000.0 tab /
Cepust Ne : Pa3mep cepun : 1500000.0 Tab
Analytical Repo:’t No/ 040002729550 Date of Analysis / 27112024
AHATHTHYeCKH i oTueT Ne ¢ JaTa anaaun3za:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa mpoH3BOJACTBA : TI'open no :

Analysis performed according ND / Anayn3 nposegen no HJI: JITI-Ne(004427)-(PT™-RU)-260124

| Ne J Test / TlokaszaTenn Results / Pe3yabTaThl Specification / Hopma

10 Xssay/Ko.nnquTBeHHoe 100.6 mg/ 100.6 mr 90.0mg to 110.0mg of C13H1802
onpeaenenue (ibuprofen) per tablet / Or 90,0 Mr o
110,0 mr C13H1802 (ubynpoden) =B
TabneTke |
123.2 mg/ 123.2 Mmr 1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / OT 112,5 Mr no
| 137,5mMr C8H9NO2 (nmapaueramon) B

TabneTke
11 Package / Ynakoska 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information blisters and patient information leaflet in a

leaflet in a carton. / ITo 10 Tabnetok
B Omucrep m3 IIBX/Al Ilo 2
OnMcTepa BMECTE€ C MHCTpYKLHueH

carton. / [To 10 tabnerok B GnmcTep U3
MBX/Al. Ilo 1, 2 unu 20 611cTepOB BMECTeE
€ UHCTpYKUUEH 1O MPUMEHEHHIO B NA4Ky

N0  TNPUMEHEHHI0O B  IaukKy | KAPTOHHYIO.
KapTOHHYIO.
17 | Labeling / MapkupoBka |According to ND. /B cootsetcTBuu ¢ HJI, |.
13 [Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. / |
XpaHeHHe B opuruHansHoO# ynakoBke (6McTep B auke) Mpy TeMiieparype He Boliie 25 °C. ‘
14 [Shelflife / Cpox 5 years [ 5 jieT
l TOHOCTH

Remarks: The Product conforms to ND/
Ilpamevanue: [IpogykT cooTBeTCTBYET TpeboBaHUsAM HJT

Opinion: APPROVED
Sakawuenue: OJJOBPEHO

Hata: 27.11.2024

Jara: 27.11.2024

Prepared by / Checked by / Approved by: Managet/Executive /
IMogrorosneHo: Noor ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / PykoBonutens
Mohammad 7 AitIKEar L

¢ g @ : /\( /
Reprint Date: Reprint Date: Reprint Date:

Jlara: 27.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangona, India
Tl +91 40 4500 2300, Fax: +91 40 4900 2999, Email: mail@dri=ddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ykaun FOunop®, Taénerkn aucneprupyemsie [1as gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : Mkl Pasmep cepuH : 1500000.0 a6
Analytical Repovrt No/ 040002729550 Date of Analysis / 2711.2024
AHANTHTHYECKHH oTyeT No : JlaTta ananusza:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npoHu3BoJCTBA : I'ogen g0 :

Analysis performed according ND / Anasnn3 nposegen mo HJ/I: JITT-Ne(004427)-(PI'-RU)-260124

* 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 manufacturer's certificate of analysis. / McnbiTaHHe IPOBOAUTCS TOJIBKO A8 Kaxaoi 20-# cepuu uiay ais
OHOH cepHH B roj, B 3aBHCHMOCTH OT TOro, 4To HacTynuT panee. Iloka3aTe/ib MOMXeT OTCYTCTBOBATH B
cepTU(HKaTe aHATH3Aa IPOH3BOAUTEJIS.

API name (INN)/

npoussoauteiasa I'JID:

Hanmenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Hapauefalvion_
API manufacturer batch number / PIBM240152 APAP/24091293
Homep cepun nponsBoauteas ADC:

FP Manufacturer API Batch number /

Homep cepun cyGeTanmmu FERA00561 FERAO00538

API Manufactured by & country /
IIpoussogutenr ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB

®apma Caitercus Jlumuren, Uuaus

Granules India Ltd., India /
I'panynec Unaus JItn., Uuaus

Remarks: The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusM HJ{

Opinion: APPROVED
Zakmwuenne: OJIOBPEHO

Jata: 27.11.2024

Hara: 27.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Noor ITposepeno: Santosh Kumar Maurya | Ono6peno: Menemxep / PykoBogurens
Mohammad Amit Kumar L

_}2/ @—\ I/'I \*'/ S
Reprint Date: Reprint Date: Reprint Date: '

Jara: 27.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +21 40 4500 2500, Fax: +91 40 4360 2999, Email: mail@drreddys.com
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