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

U6yxms FOHuop®, Tabnetku Aucneprupyemsie [ans gereii], 100 mr + 125 Mr

Batch No/ V2301811 Batch Quantity / 5438 kg
Cepus Ne : Pasmep cepnH :

Analytical Repcirt No / ' 890001690781 Date of Analy'SIS / 27.09.2023
AHanuTuieckuit otueT No @ Jara aHannza:

Date of Manufacture./ Sep-2023 Date of E)fplry/ Aug-2028
JlaTa mpoOW3BOACTBA : [open no : |

Analysis performed according ND / Ananu3s nposeaer no HJI: IT N011252/02-150323

Ne Test / IloxazaTean

Results / Pe3yabraTh!

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrnsie  nuockOUMIIMHAPHYECKUE
TabNeTKH  pO30BOrO  1LBETa C

BKpatUleHusMH, ¢ Gackol u pHCKOU
Ha OJHOH CTOpOHE, C XapaKTepHBIM
3a1axoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie TUIOCKOLMITHH APHUECKHE
TabneTku PO30BOTO BETa c
BKpanneHuamu, ¢ $ackod U pHCKO#H Ha
OJHOM CTOpOHe, C XapaKTEPHBIM
3aMaxom.

2 |Identification /
IopuBKOCTD

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponyxr coorsercTByeT TpeGoBannsM HJI

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  yzepXuBaHHS ~ OCHOBHBIX
TUKOB Ha XpOMaTOrpaMme
UCIBITYEMOTO ~ pacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMEHaM
YAEp)KUBaHUA [IUKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHAIX
o6pasos ubynpodeHa u napaleramosa

(pazmen «KonnuecTBeHHOE
OIIpENETICHHE).
Opinion : APPROVED

3axawuenune: OJOBPEHO

Hara: 27.09.2023

Hata: 27.09.2023

Prepared by / @; Checked by / Approved by: Manager/Executive /
[Hogrororneno: " Ilposepeno: Himesh Kumar Onobpeno: Mernemxkep / Pykapoaujensb
Santosh Kumar Maurya Manoj Kumar { QEJ

\ = 5
Reprint Date: Reprint Date: Reprint Date:

Ilata: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Toli 102 10 4900 1900, Faa 191 10 1000 2006, Cmails mail @drroddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yxauu IOnnop”, Tabnerkn pucneprupyemsie [ana aereii], 100 mr+ 125 mr

Batch No / V2301811 Batch Quantlty./ 5438 kg
Cepust Ne ] Pasmep cepun :
Analytical Rep(irt No/ 200001690781 Date of Analysis / 27.09.2023
Amnanutuueckuit otyer Ne : JlaTa aHanu3sa:
Date of Manufacture'/ Sep-2023 Date of Expiry / Aug-2028
JlaTa poH3BOJICTBA : T'onen 1o :
Analysis performed according ND / Aranu3a nposesen no HIT: IT N011252/02-150323
Ne Test / IlokaszaTenn Results / PesyasTaThl Specification / Hopma
3 | Average weight of tablets / 368.1 mg/ 368.1 mMr 357.7 mgto 372.3 mg
Cpennss macca Tabserox 3 (365.0 mg£2.0%)./
Complies/COOTBETCTBYET Ot 357.7 Mr 10 372,3 Mr
(365,0 Mmr= 2,0 %)
4 | Disintegration / 00 min 28 sec/ 00 mun 28 cex  |Not more than 3 min /
PacnagaemocThb He 6onee 3 Mun
5 |Dissolution / PacTrBopeHue 96 % to 102 % Not less than 70 % (Q) of Ci3HsO:
(ibuprofen) after 30 min / He wMenee
70 % Q) Ci3Hi302
(ubynpoden) uepes 30 MHH
95 % to 100 % Not less than 70 % (Q) of CsHoNO;
(paracetamol) after 30 min / He Menee
70 % «Q CsHoNO,
(napaneramon) 4epes 30 MHH
6 |Dispersibility / Complies / CooTBeTcTByeT Uniform suspension passing through the
JucnepcHocTb 710 um sieve is formed / Obpa3yercs
ONHOPOJHAS CYCIICH3Us, NPOXOAAAs
Yyepes CHTO C pa3MepoM OTBEPCTHH
710 MkM
7 |Related substances / PoacTBeHHBIe IPHMECH B

Remarks : The Product conforms
Mpumeuanwe: TTPORYKT cONTRETC

to ND/
TRyeT Tpehnrarnam HJT

Opinion : APPROVED
Raxamuenne: QJIORPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive /
IMoaroroBneno: 2 Ilpesepeno: Himesh Kumar Onobpeno: Menemxep / Pykoroaijrensb
Santosh Kumar Maurya W l} - | Manoj Kumar ; [

- Tomstirert-
Reprint Date: Reprint Date: X Reprint Date: iy

Tlata: 27.09.2023

Hara: 27.09.2023

Jara: 27.09.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknnn FOruop™, Tabnerku pitcneprupyemole [ans nereii], 100 mr+ 125 mMr

Batch No/ Batch Quantity /
Cepitst No ¢ hEEURA Pasmép cepnn : REAe
Analytical Report No / 890001690781 Date of Analysis / 27.09.2023
AHaTATHYECKHH oTueT No : Jlara ananu3a: eSS
Date of Mangfagmre / Sep-2023 Dqte of Expiry/ Aug-2028
Jlara npon3BoAcTsa T'ogen go :
Analysis performed according ND / Ananus npogenen no HJI: IT N011252/02-150323
]
Ne Test/ Iloka3zaTess ' ) Results / PesyapTaTs! Spccification / Hopma ]

Method 1/ Merox 1
4-Aminophenol content /
OnpejeneHne copepxanus
4-amuHOdeHOIA

Method 2 / Meton 2
Tbuprofen and Paracetamol
unidentified impurities /
Onpenenenne
HeHAeHTHHHUUHPOBAHHBIX
npuMeceii nbynpogena u
napaueramona

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Merox 1 +
Mertog 2)

0.0001%

0.09%

0.09%

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

4-aMuHODEHON (npumMeck
napaueramola) - He 6onee 0,005 %

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

EnnHuyHas  HeuOeHTHQHUUpOBaHHAS
UpUMech ubynpodena WIIH
napaneramona - He 6oiee 0,2 %

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

8 |Microbial limits* / MuxpoGHonornyeckas yucrora*

a) Total aerobic microbial NA Not more than 10° CFU/g/
count / O6iee uncio He 6onee 10° KOE/r
a3pOBHBIX
MHKPOOPTaHH3MOB

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumenanne: Mponyrr coorserersyet Tpebopanusam 1111

Saknwyenue: OJOBPEHO

Prepared by / @ Checked by / Approved by: Manager/Executive /
Iloaroropnero: Ilposepeno: Himiesh Kumar Onobpeno: Menemxkep / PyxosoanTens
Santosh Kumar Maurya Qv_jjﬂ/‘_‘; Manoj Kumar J i 2 /

A Attt
Reprint Date: Reprint Date: Reprint Date:
Hara: 27.09.2023 Hara: 27.09.2023 Hara: 27.09.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg
W6 ykman [Onnop”, Tabaerkn mucnepripyembie (s aeteii], 100 mr+ 125 mr

Batch No / V2301811 Batch Quantlty. / 5438 kg
Cepms Ne . Pasmep cepHmu .

Analytical Repourt No/ 290001690781 Date of Ana1y§1s / 27.09.2023
AHaNUuTHYECKHH oTHeT Ne Hata aHanu3za:

Date of Manufacture.! Sep-2023 Date of E)fplry! Aug-2028
Jara npon3BoAcTBa Il'omen go :

Analysis performed according ND / Ananus nposesies no HII: ITN011252/02-150323

Ne | Test / TTokazarenn

Results / PesyabTaThi

Specification / Hopma

b) Total combined yeasts NA Not more than 10* CFU/g/
and mould count / Obuee He 6onee 10? KOE/r
YUCIIO APOXOKEBBIX N

IUIECHEBBIX IpruboB

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

OTtcyrcTBHE B 1 T

9 | Uniformity of dosage units /

OJIHOPOJIHOCTB NO3HPOBAHHA

Ibuprofen / MU6ynpoden

Paracetamol / [Tapauetamon

1.8 The acceptance value (AV) should be not
more than 150 / Ilokasatens
npuemMieMocT# (AV) nomukeH ObITE HE
bonee 15,0

18 The acceptance value (AV) should be not

more than 150 / Iloxa3arens
npuemMneMoctd (AV) nomkeH ObITh HE
6oree 15,0

10 |Assay / KommyecTBeHHOE

ornpeaeIeHue

101.0 mg/ 101.0 Mr

124.2 mg/ 124.2 Mr

90.0mg to 110.0mg of C;3H;30:
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 Mmr C;3HisO, (ubynpoden) B
TabneTke

1125 mg to 137.5mg of CgHyNO»
(paracetamol) per tablet/ Ot 112,5 Mr 1o
137,5 Mr CsHoNO, (mapaueramon) B

Remarks : The Product conforms to ND/

Ipuneuanne: [Ipogykt coorBeTcTBYeT TpeboBamusm HJ[

Opinion : APPROVED
3axaroucune: OJOBPEHO

Prepared by / s
IToaroroBnexo: Qﬂ

Santosh Kumar Maurya

Checked by /
[Iposepeno: Himesh Kumar

_—

!

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykopoaiigent
Manoj Kumar ﬂ

t;))nr et

Reprint Date:
Hata: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29060, Fax: +91 40 4300 299S, Email: mail@drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hyxmin HOuiop”, Tabnetku gucneprupyemsie [ans aereii], 100 mr + 125 mr
Batch No/ Batch Quantity /
Cepua Ne : Vet Pa3mep cepiis @ R e
Analytical Report No / 890001690781 Date of Analy’sw / 27.09.2023
Ananutryeckuif otyer No Jarta aHanuza:
Date of Manufactureo/ Sep-2023 Date of E)fplry/ Aug-2028
Jlara npousBoacTsa : T'oneH fgo :
Analysis performed according ND / AHanus nposenen no HJ[: ITN011252/02-150323
Noe Test / TTokazarens Results / PesynabTaTst Specification / Hopma 1
| rabaerke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in a|blisters and patient information leaflet in
carton. / IJo 10 tabnetok B 6muctep |a carton. / ITo 10 TabneTok B 6nncTep uz
u3 TIBX/AL Io 2 6aucrepa emecte ¢ [TIBX/AL Tlo 1, 2 wmm 20 6mucTepos
HHCTPYKIMEH II0 NpPUMEHEHHIO B |BMECTE C MHCTPYKUHEH 10 MPUMEHEHMUIO
Ha4Ky KAPTOHHYIO. B I1a4Ky KapTOHHYHO.
12 |Labeling / MapkupoBka According to ND. / B cootsercteuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C, /
XpaHeHnue B opurunansroii ynakoske (bnuctep B mayke) Npu TEMIIEPATYpe HE BBILIC
25 °C.
14 | Shelf life / Cpok rogmocTn |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. / HcnbiTanue NPOBOJUTCS TONBLKO Ui KaxA0H 20-# cepyuu HIIN JJIF OAHOM CepHM B
TOJl, B 3aBHCHMOCTH OT TOIO, 4TO HACTYNHT paHee. [loxasaTennr MOXKeT OTCYTCTBOBATH B cepTHQUKATE aHAJIH3A.

Remarks : The Product conforms to ND/

Opinion : APPROVED
Saxmouenne: OJJOEPEIIO

Prepared by / @ Checked by / Approved by: Manager/Executive /
IMoarotoBneno: IIposepeno: Himesh Kumar Opnobpeno: MeHemkep / Pykopoaytens
Santosh Kumar Maurya — | Manoj Kumar &'Dw

» - 5 1
Reprint Date: Reprint Date: Reprint Date:
Jara: 27.09.2023 Jara: 27.09.2023 Hata: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
181 +91 4U 4960 2800, Fax: +91 40 4800 2938, Email: mail @drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6ykmun IOuuop®, Tabnerku aucneprupyembie [aaa aeteit], 100 mr + 125 mMr

Batch No/ V2301811 Batch Quantlt)(/ 5438 kg
Cepust Ne Pa3smep cepun :

Analytical Repgrt No/ 890001690781 Date of Analysis / 27.09.2023
AnanntHaeckuit oTyeT No : [lara aHann3a:

Date of Manufacture_/ Sep-2023 Date of E)fpll’y / Aug-2028
JlaTa IpoH3BOJACTBA : I'onen no :

Analysis performed according ND / Ananuz nposezet no HJI: IT N011252/02-150323

API name (INN) /
Haumenosanie ADC (MHH): Ibuprofen / 6ynpoden Paracetamol / [Taparietamon
API manufacturer batch number / PIBM230185 APAPE2023060681
Homep cepun npoussogutenst ADC:
FP Manufacturer API Batch number /
Homep cepuu cyberannnu FEQA00299 FEQA00328
npoussoguTens I'JID:

8 Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfr y/ Limited, India / Conapa OxTuB I'panynec Unpus JIta., Unpus
Hponssoanrens A®C, cTpana: ®apma Caiiencus Jlnmuten, Uuaus

Remarks : The Product conforms to ND/
Mpumeuanue: TIpnay T conTrReTeTRYPT TRRAoRARTSM HJIT

Opinion : APPROVED
3aiwmononme: OMOBPEHO

Prepared by / gl/ Checked by / Approved by: Manager/Executive /
IToarotosneHo: = IIpoBepeno: Himesh Kumar Onobpeno: Menemuep / PykoBoayTeis
Santosh Kumar Maurya O—M Manoj Kumar 4 fl Wik

" L T =
Reprint Date: Reprint Date: Reprint Date:
Hara: 27.09.2023 Hara: 27.09.2023 Hara; 27.09.2023
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