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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ymu FOuuop®, Tabnetkn sucneprupyemsie [as eteii], 100 Mr + 125 Mr

1 |Description / Onucanne

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrisle NIocKOLMAMHAPHYECKHE
TabJETKA  pO30BOTO  LBETA C
BKpAIUIEHUSMH, ¢ dackoit U pHckoit
Ha OJHOH CTOpOHE, C XapaKTepHBIM
3anaxom.

it o/ V2301494 Batch Quantity /539 goqxq

epusa Ne : Pasmep cepuu :

Analytical Report No / Date of Analysis /

A”anutH4eckuit oruer Ne : LU AT JlaTa ananuza: Ut

Date of Manufacture / Tul-2023 Date of Expiry / Tun-2028

Harta npoussoacTsa : I'ones 10 :

Analysis performed according ND / Aranuz nposegen nmo HJT: ITIN011252/02-150323

Ne Test / Iloka3zaTenb Results / Pe3yabTaTsl Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie [UIOCKOUMITHHA PHUECKHE
Tabnerkd pO30BOrO LBETA c
BKpAaIUICHUAMHU, C (PacKOM H PHCKOM Ha
ONHO#  CTOPOHE, C XapaKTepPHbIM
3araxoM.

Identification /
TlopuuuOCTL

Complies as prescribed/
CootBercTBYET

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  yHaepXHUBaHHS ~ OCHOBHBIX
MTHKOB Ha XpOMaTorpamMMe
UCIOBITYEMOTO  pPacTBOpPa  JOJDKHEI
COOTBETCTBOBATh BpeMEHaM
YIOEpPXKHBAHUS MHKOB Ha
XpOMaTOrpaMMe pacTBOpa CTaHHAPTHBIX
06paznos nbynpodeHa u napaneraMmona

IIpaMevanue: [IpoaykT cOOTBETCTBYET TpeboBanmam HJT

(pasnen «KonyyecTBeHHOE
OTIpELEICHHUER).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axuawuenve: OJOBPEHO

Hata: 16.08.2023

Hara: 16.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosnexo: ’ ITporepeno: Himesh Kumar Onobpeno: Menejgkep / PykoBonnTess
Pardeep Kumar Qf/; =—— | Abhishek Chaulnfk K

Reprint Date: Reprint Date: Reprint Date:

Jara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ysomn FOanop®, Tabnerkn aucneprupyemsie [ns aereii], 100 mr + 125 mr

Batch Quantity /

Batch No /
Cepus Mo : V2301494 Pasiep cepuit 539.000kg
Analytical Rep(:rt No/ 890001680810 Date of Analy_s:s / 16.08.2023
Anamutiuueckuit otdeT Ne : Jlata aHanuza:
Date of Manufacturc./ Jul-2023 Date of Expiry / Fun-2028
JlaTa npoM3BOJCTBA : Topen go :
Analysis performed according ND / Ananu3s npoeeses no HJT: 1 N011252/02-150323
Ne Test / IlokasaTenn Results / Pe3yasTaTst Specification /_HopMa
3 | Average weight of tablets / 366.4 mg/ 366.4 Mr 357.7 mg to 372.3 mg
Cpenusst Macca TabJIeToK : (365.0 mg £2.0 %). /
Complies/CooTBETCTBYET Ot 357,7 wr 10 372,3 Mr
(365,0 mr £2,0 %)

4 |Disintegration /
Pacnapasmecrts

00 miz 24 sec / 00 mHH 24 cex

Not more than 3 min /
He 6onee 3 mun

6 |Dispersibility/
JncoepcHocTh

5 |Dissolution /PacTBopenne

98 % to 103 %

96 % to 101 %

Complies / CoOTBETCTBYET

Not less than 70 % (Q) of CizHisO:
(ibuprofen) after 30 min / He wmenee

70 % Q Ci3HyiO;
(ubynpoden) gepes 30 MuUH

Not less than 70 % (Q) of CsHyNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO2
(napaueramon) gepe3 30 MuH

‘Uniform suspension passing through the
710 pm sieve is formed / O6pa3syercs
OJJHODOIHAS CYCIIEH3UA, MPOXOAAIIast
yepe3 CHTO C DPasMEpoM OTBEPCTUH
710 MkM

7 |Related substances / PoacresenHble npAaMecH

—

Remarks : The Product conforms to ND/
ITpameuanue: IIpoaykr cooteTcTByeT Tpebonanusam HJI

Opinion : APPROVED
3axnwyenne: OJIOBPEHO

Nata- 16 O] 2023

Tata: 16.N8.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IonroroBnexo: TIposepero: Himesh Kumar Ono6peto: Menemxep / Eyma JHTEN
Pardeep Kumar = S, Abhishek Chauhan ! \
Reprint Date: Reprint Date: Reprint Date:

TMara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- 97 401 490N 29NN, Fax- +91 40 4900 2999, Email: mail@drreddys,com
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ﬁ’roduct: Ibuclin Junior; dispersible tablets (for children) 100 mg + 125 mg

WU6yknun IOunop”, Tabnerkn nucnieprapyemsie [ans aereit], 100 mr + 125 mr

Batch No / V2301494 Batch Quantlt_y_ / _ 539.000kg

Ceprst No : . Pasmep cepy :

Analytical Report No / 290001680810 Date of Analy.sm ! |16.08.2023

Ananuradeckui otueT Ne ; Jata aHamusa:

Date of Manufacture / Tul-2023 Date of Expiry / Tun-2028

Jata npou3Bo/CTEA | Tonen 710 :

Analysis performed according ND / Apanu3 nposenes no HJI: ITN011252/02-150323

Ne Test / IloxasaTenn Results / Pe3yabTaThl Specification / Hopma
Method 1/ Meton 1 0.0001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpeneneHne ConepxaHHs 4-amuHODEHONT (mpumecs
4-amunodeHona napaueramona) - He 6osiee 0,005 %
Method 2 / Merton 2 BDL (disregard Limit 0.05%)% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpenenenne Enuauunas  HeHAEHTHQUIHMPOBAHHAS
HEHJEHTHOHIHPOBAHHBIX NIPHMECH ubymnpodena M
npuMeceit ubynpodeHna u napaneramona - e 6onee 0,2 %
HapaucTavona 0.0001%
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceii (Meron 1 +
Mertog 2)
8 |Microbial limits* / MurxpoGuoIorH4ecKas YHCTOTa™

a) Total aerobic microbial 50 CFU/g/ Not more than 10° CFU/g/
count / OBmee uncio 50 KOE/r He 6onee 10° KOE/r
a3pobHBIX
MHKPOOPTaHHU3MOB

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumevanue: ITpoxykT cooTBeTcTBYET TpeboBanmuam HJT 3axkmoyenne: OJJOGPEHO

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

ITonrotoBneHo: _ ) ITposepeno: Himesh Kumar Onobpeno: Menewkep / PyxoBoautens

Pardeep Kumar QL;- > | Abhishek Chauhan K_l

Reprint Date: Reprint Date: y Reprint Date: i

Jlata: 16.08.2023

Jlara: 16.08.2023

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

\HMeyknna 10umop®, TabneTky Aucneprupyemsie [1a fereid], 100 Mr + 125 mr k

Batch No / V2301494 Batch Quantity / 539.000kg

Cepus No : Pasmep cepHn

Auslytical Report No / 890001680810 Date of Analysis/ | 48 7023

AnanutAadvecknii otyer Ne ; Jlata ananuza:

Date of Manufacmre‘/ Ful-2023 Date of Expiry / Jun-2028

JlaTa mpou3BOACTRA Topmen 1o :

Analysis performed according ND / Ananu3 nposezen o HJT: 1 NO1 1252/02-150323

Ne ~ Test/ lloxazaTean - Results / Pe3aynnTaThl Specification / Hopma

b) Total combined yeasts | Less than 100 CFU/g / Not more than 10* CFU/g /
and mould count / Obmee Menee 100 KOE/r He 6onee 10> KOE/r
YHCJIO JPOMOKEBBIX U
IIECHEBBIX rpubOB
¢) E. coli Absentin 1 g/ Shall be absentin 1 g/

OtcyrctByerB I T

OrcyrcTBHE B 1 T

9 |Uniformity of dosage units / OIHOpPOAHOCTH 03HPOBAHMSA

Ibuprofen / M6ynpoden 0.8 The acceptance value (AV) should be not
more than 15.0 / Tloxasarens
npuemieMoctd (AV) nomkeH OBITH He
6omee 15,0

Paracetamol / [Tapaueramon 0.8 The acceptance value (AV) should be not

more than 15.0 / Ilokazarens
npremiemMoctd (AV) JomwkeH OBITH HE
6onee 15,0

10 | Assay / KonuuecreenHoe

onpeaeneHHe

100.5 mg/ 100.5 Mr

124.7 mg / 124.7 Mr

90.0mg to 110.0mg of CisHisO2
(ibuprofen) per tablet / Ot 90,0 Mr z0
1100 Mmr Cpi3His0: (ubynpodeH) B
1a0ne1ke

112.5mg to 137.5mg of CsHsNO:
(paracetamol) per tablet/ Ot 112,5 Mr Ko
137,5 mr CgHgNO. (mapaneramon) B

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Ipoxykr cooTBeTcTBYET TpeboBanuam HJI 3axmiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iozrorornexo: [ [Tporepeno: Himesh Kumar Onobpeno: Menemkep/ PYKOROAHTEN
Pardeep Kumar o C}qﬁﬂ//_:‘“‘ Abhishek Chauhan F[\k?(
Reprint Date: Reprint Date: Reprint Date:

Harta: 16.08.2023 Hara: 16.08.2023 Jlata: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
18l +91 4U 459U 290U, FaK! +Y1 40 45900 2999, Emall: mall@direddys.cun

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product; Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ubyxms IOB_HOI)@, tabnaeTky jucneprupyemsie [ sereii], 100 mr + 125 mr

Batch No f V2301494 Batch Quantlty./ 539.000kg
Cepus Ne : Pazmep cepuH :
Analytical Report No / 890001680810 Date of Analysis / 16.08.2023
AHanmuTiyeckuii oTuer Ne : JlaTa ananuza: B . e
Date of Manufacture / Jul-2023 Date of E)Eplry/ Fun-2028
JlaTa NpoM3BOICTBA : I'oneH 1o :
Analysis performed according ND / Anamis nposesien no HJT: TI N011252/02-150323
Ne Test / TloxazaTenb Results / Pesynma:‘u Specification / Hopma

TabneTke

11 |Package / YnaxoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tabnerok B 61ucrep
13 [IBX/Al Ilo 2 6nuctepa BMeCTE C
HHCTpYKLMe# MC IpUMCHEHHIO B
naykKy KapTOHHYIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 Tabnetok B 61mcrep uz
TNIBX/Al Tlo 1, 2 win 20 6nucrepos
BMECTE ¢ HHCTPYKIHEH 10 IPYMEHEHHUIO
B D2YKy KapTOHHYIO.

12 |Labeling / MapkxupoBka

According to ND. / B cootrsercTuu ¢ HJI.

13 |Storage conditions /
XpaHneHnne

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuriHaisHOM ynakoske (61ucTep B IaYKe) IPH TEMIIEPATYPE HE BBIILE -

14

Shelf life / Cpok rogaocT

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, / MicnbiTaHHEe NPOBOAKMTCS TOJILKO AJIst KaXIo# 20-if cepHH HIIK NSl OHOH CepHH B
roj, B 3aBHCHMOCTH OT TOr0, YTO HACTYNHT paHee. [IokasaTe/ib MOXKET OTCYYCTBOBATEH B CEPTHPHKATE AHAIH3A.

Remarks : The Product conforms to ND/
IIpumeyvanue: [Iponykr coorBeTcTBYeT TpeboBanusM H]T

Opinion : APPROVED
Saxatouenune: ONNIOBPEHO

JlaTa: 16.08.2023

Jara: 16.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IloAroToBNEHO: [ ITpoepeno: Himesh Kumar Opobpexo: Mcuem«e[KPyK BOAATEITE
Pardeep Kumar = - ~ | Abhishek Chauhan \___1_:,1.

Reprint Date: Reprint Date: v Reprint Date:

Jara: 16.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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[Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Wby I0unop®, Tabnerku aucneprupyemsie [ans zereii], 100 mr+ 125 mr

Batch No x’ V2301494 Batch Quantlt)(/ 539.000kg
Cepusa Ne : Pasmep cepus :

Analytical Report No / Date of Analysis /
AHanuTudeckuii oTyer Neo : §90001630810 Jara ananusa: (L7
Date of Manufacture./ Tul-2023 Date of Expiry / Jun-2028
JlaTa npoU3BOJCTBA : TopmeH 5o :

| Analysis performed according ND / Ananws nposepen no HIL: IT NO011252/02-150323

API name (INN) /
Hanmenosane AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapatetamon
API manufacturer batch number /
Howmep cepay npoussoxiTess ADC: PIBM230137 5047/22-23, 4055/23-24
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIHH FEQA00219 FEQAO00191, FEQA00240
npou3pognTens I'JIdD:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,

ﬁP I Ma““f“t“':‘(lptg' & counfry/ Limited, India / Conapa Dxtus India / IlIpu Kpumna

D » CTpaHa: ®apma Caliercus Jlumuten, Manus | Gapmacsrorukans Jita., Haaus

Remarks : The Product conforms to ND/
IIpamenanne: [TponyxT cootsercTByeT Tpebopanusm HII

Opinion : APPROVED
Saxawuenne: OJJOBPEHO

Hara: 16:08.2023

Mata: 16.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
TloarorosneHo: TIporepeHno: H.{'mcSh Kumar Opobpeno: Menemkep {\PykoBojiiTens
Pardeep Kumar — —d ~— 5 | Abhishek Chauhan \ Q

/ J
Reprint Date: Reprint Date: Reprint Date:

Jara: 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
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