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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yknun FOuMop®, Tabiietku aucneprupyemble [as aeteit], 100 mr + 125 mr

Batch No/ V2301532 Batch Quantlty./ 532.0kg
Cepus Ne : Pasmep cepun :
Analytical Repc:rt No/ 200001686145 Date of Analysis / 19.09.2023
AHanutudeckuii otyeT Ne : JlaTa aHanu3a:
Date of Manufacture./ 08/2023 Date of E)%plry/ 07/2028
Jata npou3BoJCTBA : T'omen no :
Analysis performed according ND / Ananu3 nposener no HJ: I1 N011252/02-150323
Ne Test / Iloka3zaTen Results / Pe3yasTaTnl Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrnele  MIOCKOUMJIHHAPUYECKHE
TabNeTKu  pO30BOr0  IBETAa  C

BKpAIUICHUAMH, ¢ (acKoi U PUCKOH
Ha OJHOHI CTOpPOHE, C XapaKTEPHbIM
3amaxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrneie TUTOCKOLMITHHIPHYECKHE
TabneTku PO30BOTO 1[BETA c
BKPAIUICHHUSIMH, C (acKOH M pUCKO#l Ha
ONHOW CTOpPOHE, C  XapaKTepPHBIM
3aImaxoM.

2 |Identification /
IMogauHHOCTE

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  yaepXHBaHHS  OCHOBHBIX
IMKOB Ha XpoMarorpamme
UCMBITYEMOTO ~ pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIepKUBaHUS IIMKOB Ha
XpOMATOrpaMMe pacTBOPa CTAHAAPTHBIX
obpasnos #6ynpodeHa U napameramona
(paznen «KonnuecrserHoe
OTIpENieTICHHEY).

Remarks : The Product conforms to ND/
IIpumedanue: IIponykt coorBeTcTBYET TpeboBaHusM HJ{

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Prepared by /
IloaroromaeHo:
Santosh Kumar Maurya

@

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBonutens
Amit Kumar R

o\

.-r’"-’..’.._._

Reprint Date:
Jara: 16.01.2024

Reprint Date:
Jata: 16.01.2024

Reprint Date:
Jara: 16.01.2024

Repistered Office: §-2-337, Road No 3, Banjara Hills, Hydeabua - 500024, Telangana, india
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxmun FOrnop®, TabneTku aucneprupyemsle [ans gereii], 100 mr + 125 mr
Batch No / V2301532 Batch Quantlty. / 532.0kg
Cepus Ne : Pazmep cepud :
Analytical Repgrt No/ 290001686145 Date of Analysis / 19.09.2023
Ananutnueckuii otyet No : JaTta aHaynuza:
Date of Manufacture / 08/2023 Date of Expiry / 07/2028
Jlata mpouzBoncTaa : I'ozmeH fo : |

Analysis performed according ND / Ananu3 nposezen mo HJI: T1 N011252/02-150323

Ne Test / IlokasaTenn Results / PesynbraThl 1 Specification / Hopma
3 | Average weight of tablets / 364.9 mg/ 364.9 mr 357.7 mg to 372.3 mg
Cpennss macca TabjeTox . (365.0 mg 2.0 %). /
Complies/CooTBeTCTBYET Ot 357,7 Mr 10 372,3 Mr
(365,0 Mr+2,0 %)
4 | Disintegration / 00 min 22 sec/ 00 muH 22 cex | Not more than 3 min /
Pacnapaemocts He 6onee 3 Mun
5 |Dissolution / PacTrBopenne 97 % to 100 % Not less than 70 % (Q) of Ci3Hi30:
(ibuprofen) after 30 min / He menee
70 % Q) Ci:Hi30,
(ubympoden) yepes 30 Mun
96 % to 99 % Not less than 70 % (Q) of CsHyNO,
(paracetamol) after 30 min / He meHnee
70 % Q) CsHyoNO;
(napauetamon) uyepes 30 MuH
6 "Dispersitjility / Complies / CooTBercTByeT Uniform suspension passing through the
JducnepcHocThb 710 pm sieve is formed / Ob6pazyercs
OLHOpPOIHAST CYCIEH3Us, [POXOoJsiias
Yepe3 CHTO C pa3MEpPOM OTBEepCTUH
710 Mxm
7 |Related substances / PoacTBeHHbIE€ MpHMeECH

Remarks : The Product conforms

IIpumeuyanne: [Ipoagykt cootBeTcTBYET TpeboBanusM HJ[

to ND/

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /

IlogrorosieHo: ﬁ‘

Santosh Kumar Maurya

Checked by /
Ilposepeno: Pardeep Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurtens
Amit Kumar -

e

Reprint Date:
Jara: 16.01.2024

Reprint Date:
Hara: 16.01.2024

Reprint Date: '

JHara: 16.01.2024

Repistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 508024, Telangana, Indin
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6yknn IOunop®, Tabnetku nucneprupyemsie [ns aeteit], 100 mr + 125 mMr

Batch No/ V2301532 Batch Quantlty. / 532.0kg
Cepus Ne : Pasmep cepun :

Analytical Repclrt No/ 890001686145 Date of Analy.s1s / 19.09.2023
AHanmuTH4eckuit otyer Ne : Jlata aHanusa:

Date of Manufacture / 08/2023 Date of Expiry / 07/2028
JlaTa mpon3BOJICTBA : I'omen mo :

Analysis performed according ND / Ananu3z nposenen no H/: I1N011252/02-150323

No Test / IToxa3zaTenan

Results / PesynabTaThl

Specification / Hopma 1

Method 1/ Mertog 1
4-Aminophenol content /
Onpeznenenue conep>kaHus
4-amunodeHona

Method 2 / Metop 2
Ibuprofen and Paracetamol
unidentified impurities /
OnpezneneHue
HenleHTUGULHPOBaHHBIX
npumeceii ubynpodena u
napaieramona

©0.0002%

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

4-aMuHOGEHO (npumech
napaneramona) - He 6osee 0,005 %

BDL (disregard Limit 0.05%)

0.0002%

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

EnuHuuHas  HeMAeHTUQULHpPOBaHHAS
IpUMEChH ubynpodena HIH
naparieramona - He 6onee 0,2 %

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meton 1 +
Mertoz 2)

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

Microbial limits* / Mukpo6uonornyeckas 4yucrora*

a) Total aerobic microbial
count / Ob1ee yucno
a3pobHbIX
MHKPOOPraHU3MOB

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

| Not more than 10° CFU/g/

He 6onee 10° KOE/r

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipogykr coorBeTcTBYeT TpeboBanusM HJJ

Opinion : APPROVED
3akimiouenue: OJOBPEHO

Prepared by /
IloarorosneHo: -
Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

——

Approved by: Manager/Executive /
Onobpeno: Menemep / PykoBoauTens

Amit Kumar A
=

Reprint Date:
Hata: 16.01.2024

Reprint Date:
Hata: 16.01.2024

Reprint Date: E

Hara: 16.01.2024

Registured Offtes
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmin FOuuop®, Tabnerku aucneprupyemsie [uis aeteii], 100 mr + 125 mr
Batch No/ V2301532 Batch Quantlty‘/ 532.0kg
Cepusi Ne : Pasmep cepun :
Analytical Rep(zrt No/ 890001686145 Date of Analysis / 19.09.2023
AHanmuTndeckuii otTyer Ne : Jata aHanu3za:
Date of Manufacture / 08/2023 Date of Expiry/ 07/2028
JaTta npou3BOACTBA : TopeH no :
Analysis performed according ND / Asanus nposesed mo HJT: TI N011252/02-150323
Ne Test / Iloka3aTteJsb Results / Pe3yabTaTsl Specification / Hopma

b) Total combined yeasts
and mould count / O61ee
YHCJIO APONOKEBBIX U
IJIECHEBBIX IPUOOB

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

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

¢) E. coli

Absentin 1 g/
OtcyrcTBYeTB 1 T

Shall be absentin 1 g/
OtcyrctBUE B 1 T

onpeacsjenue

120.9 mg / 120.9 mr

Uniformity of dosage units / OaqHopogHOCTb J03HPOBAHASA
Tbuprofen / U6ynpopen 1.4 [ The acceptance value (A V) should be not
more than 15.0 / Tlokasarens
npuemieMocTH (AV) nomkeH OBITH He
bonee 15,0
Paracetamol / ITapanieramon 3.0 The acceptance value (AV) should be not
more than 15.0 / Ilokasatens
npueMieMocTH (AV) AomkeH ObITh He
6onee 15,0
10 | Assay / KonnuecTBeHHOE 99.0 mg / 99.0 mr 90.0mg to 110.0mg of Ci3Hi30;

(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 Mmr C;3H;302 (ubynpoden) B
Tabnerke

112.5mg to 137.5mg of CgHyNO,
(paracetamol) per tablet / Ot 112,5 Mr 10
137,5 vr CgHoNO, (mapaueramon) B

Remarks : The Product conforms to ND/
ITpumeuyannue: IIpogykT cooTBeTcTBYET TpeboBanusM HT

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
ITonroroBnexo:
Santosh Kumar Maurya

B

Checked by /
ITposepeHo: Pardeep Kumar

=l

Approved by: Manager/Executive /

Onobpeno: Menemxep / PykoBourens
. v AN

Amit Kumar ?&w S

Reprint Date:
Hata: 16.01.2024

Reprint Date:
Hara: 16.01.2024

Reprint Date:
Hata: 16.01.2024
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmun Onuop”, TabneTku nucneprupyemsle [ aereii], 100 mr + 125 mr
Batch No / V2301532 Batch Quantlty./ 532.0kg
Cepus Ne : Pazmep cepuu :
Analytical Repclrt No/ 200001686145 Date of Analysis / 19.09.2023
Anamutnveckuii otueT No : JlaTa aHanuza:
Date of Manufacture / 08/2023 Date of Expiry/ 07/2028
JlaTa NpoM3BOJCTBA : I'ogeH fo ¢
Analysis performed according ND / Ananu3s nposeaen no HJI: IT N011252/02-150323
N | Test / Iloka3zarenn Results / Pe3yabTaTsl Specification / Hopma

Tabnerke

11 |Package / YnakoBka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / ITo 10 Tadnerok B Gaucrep
u3 [IBX/AL Ilo 2 6nrcTepa BMecCTE ¢
HHCTpYKUMEH 0O MNpUMEHEHHIO B
nayvky KapTOHHYIO.

10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and patient information leaflet in
a carton, / ITo 10 Tabnetok B OnucTep U3
IIBX/Al. Tlo 1, 2 wmu 20 6nucrepos
BMECTE C HHCTPYKLHEH M0 IPUMEHEHHIO
B Ia4YKy KapTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cootBercTBum ¢ HJI.

13 |Storage conditions /

Xpanenne
25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunansHo#i ynakoBke (6auctep B Nauke) Npu TEMIIEPATYpe HE BBILIE

14 | Shelf life / Cpox rogHocTH

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. / HecnbITaHHEe NPOBOAUTCS TOJILKO IS KaxJ0H 20-H cepuH HJIM IS OXHOH cepHM B
roji, B 3aBUCHMOCTH OT TOI'0, 4YTO HACTYNHT paHee. [loka3zaTeb MokeT OTCYTCTBOBAaTh B cepTH(HKaTe aHaH3a.

Remarks : The Product conforms to ND/

IIpumeyanne: [Iponykr cootBeTcTBYeT TpebopaHusiM HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

IloaroroBieHo: @

Santosh Kumar Maurya

Checked by /
IIpoBepeno: Pardeep Kumar

<l

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / Pykosonurens

Amit Kumar /l.» L
,ﬂ_’_,..-—

Reprint Date:
Hara: 16.01.2024

Reprint Date:
Hara: 16.01.2024

Reprint Date:
Hata: 16.01.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laberateries Ltd
Formulation Unit-6
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmun FOHuop®, Tabnetku nucneprapyemsie [ans gereii], 100 mr + 125 mr

Batch No/ V2301532 Batch Quantlty' / 532.0kg
Cepus No : Pa3mep cepuu :

Analytical Repczrt No/ 890001636145 Date of Analysis / 19.09.2023
AHanutn4eckuii otueT No : Hata ananusza:

Date of Manufacture / 08/2023 Date of Expiry / 07/2028
Jara npou3sBojicTRa : T'ogeH mo :

Analysis performed according ND / Auanu3s nposenes no HJ[: IT N011252/02-150323

API name (INN) /
Hanvenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM230171 APAPE2023060681
Homep cepun npoussogutens ADC:
FP Manufacturer API Batch number /
Howmep cepuu cyGcranmnn FEQA00295 FEQA00328
npoussoaurens I'JIdD:

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

Remarks : The Product conforms to ND/

Opinion : APPROVED

ITpumeuanne: [Ipoaykr cooTBeTcTBYeT TpeboBanmam HJI

3akaouyenue: ONOBPEHO

Hara: 16.01.2024

Jlara: 16.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: 22— | IIposepeHno: Pardeep Kumar Onobpeno: Menemkep / PykoBoauTeNb
Santosh Kumar Maurya B Amit Kumar e s

= 1 { /-‘
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.01.2024

Registerad Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
ol +©1 40 4900 2900, Fax: 453 40 4900 2299, Email: mail@drreddys.com
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