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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yx un FOunop®, TabaeTkn aucneprupyemMble [1s gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200339

Batch Quantity / O6bem naprun : 547.500kg

890001577197

Analytical Report No / Anaautn4yeckuii oTyer Ne :

Date of Analysis / {aTa ananu3a: 28.02.2022

Date of Manufacture / /lata npousBoacTsa : Feb-2022

Date of Expiry / Cpok rogxoctH : Jan-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: TIN011252/02-041021

Specification / Hopma_

Pink flat-faced beveled-edge tablets,ltfl ink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

BKpAILIEHUsSIMH, ¢ backoit H puckoit HaBKpanIeHHsIMIL, ¢ GacKO! H PUCKOH Ha
CTOPOHE,0AHOH

ILC)IIE side and characteristic odor. /
ITOCKOILMIHHAPUIECKHE
crabjeTkd  po30BOro  LBeTa ¢

CTOpOHE,
C XapaKTEepHBIM 3allaXxOoM.

Ne _1 est / IlokazaTenn Results / Pe3yIbTaThl

1 Description / Onucanue
one side and characteristic odor. /
Kpyrisle  nnockounnnsapuuecknelpyribie
TabneTku  pPO30BOTO  L(BETA
OJHOM

| C XapaKTEPHBIM 3aI1aXOM.
2 Identification / Complies as prescribed/
IoaHHHOCTD 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 (section Assay). / BpemeHa
VIEPKHBAHIS OCHOBHBIX ITMKOB HA
Xpomarorpamme UCTIBITYEMOTQ
pacTBOpa HOJDKHBI COOTBETCTBOBAThH
BpeMeHaM YJICepPXMBaHMs IHMKOB HA
XpomarorpaMme pacTBopa
CTaHJapTHBIX 06pa3LoB uGynpodeHa
1 napareramona (pazmen
«KonnyecTBeHHOE ONPENETICHHEY).

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 28.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoeepeHo: OnobpeHo: Menenxep / 1
Pardeep Kumar 4_ Himesh Ku&a>l,/£‘ PykoBoauTE b il /

. B Abhishek Chauhan ©
Reprint Date: Reprint Date: Reprint Date:

Jara: 28.02.2022

JHara: 28.02.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOnuop®, TabieTKy gncneprupyembie s pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200339

Batch Quantity / O6bem maprun : 547.500kg

890001577197

Analytical Report No / Ananutndeckuil oruer Ne :

Date of Analysis / [lata anaam3a: 28.02.2022

Date of Manufacture / Jlata nponseoactsa : Feb-2022

Date of Expiry / Cpok roanocts : Jan-2027

Analysis performed according ND / Anajiu3 npoBejieH 1o HJI: TTN011252/02-041021

3 Average weight of tablets / 363.3mg/ 363.3Mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsiss Macca TabJieTOK 2.0 %). / Ot 357,7 mr g0 372,3 Mr
Complies/cOOTBETCTBYET (365,0 mMr = 2,0 %)
4 Disintegration / 00 min:35 Seconds/00 muH 35Sec  [Not more than 3 min /
PacniagaemMocTb He 6onee 3 MUH
INe Test / IlokazaTesn Results / Pe3yabTaThl Specification / Hopma
5 Dissolution / 96 to 101 Not less than 70% (Q) of Ci3HisO:
[PacTBOpeHHE (ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHisO:
(nbympoden) uepes 30 mMiH
96 to 100 Not less than 70% (Q) of CiHsNO:;
(paracetamol) after 30 min / |
He wmenee 70 % (Q) CsHyNO-
(napauetamod) yepes 30 MHH
6 Dispersibility / Complies / COOTBETCTBYET Uniform suspension passing through
JIncnepcHocTh the 710 um sieve is formed
OOpasyercsi OIHOPOJHAs CYCNEH3Is,
NPOXOAALIAA HEepe3 CHTO C pasmMepoM
oteepctiii 710 MkM

Remarks : The Product conforms to ND/
ITpumeuanue: [TpOYKT COOTBETCTBYET TpeOGOBAHNAM HT

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Tata: 28.02.2022

Hara: 28.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBeHo: ) IIpoBepeHo: - Opnobpeno: Menemxep
Pardeep Kumar <:1_,_ Himesh Km@_/"”} PyxoBonutens ,

- " | Abhishek Chauhan ‘—~
Reprint Date: Reprint Date: Reprint Date:

Hara: 28.02.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann IOnnop®, Ta6aeTKH AHceprupyemsble [as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200339

Batch Quantity / O6bem napruu : 547.500kg

890001577197

Analytical Report No / AHanuTH4eckdii oTder Ne :

Date of Analysis / JaTa ananu3za: 28.02.2022

Date of Manufacture / JlaTa npou3soactsa : Feb-2022

Date of Expiry / Cpok roanocru : Jan-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: [T N011252/02-041021

7 Related substances /
PoncTBenHble IpUMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
cofepKaHus COAEpIKaHUS
4-amuHodeHoNa

Method 2 / MeTon 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeneneHue
HEHAEHTH(DUIIMPOBAHHBIX
nprMeceit ubynpodena u
rapareramoa

0.0001%

0.06%

0.1%

4-aminophenol (paracetamol impurity)

4-aMHHOQEHOT (npumech
mapameramona) - not more than
0.005% / e 6oiee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EOuHHYHAA HEUJeHTHQHLIMPOBaHHAS
pUMeCh ubynpodeHa WK
napareraMmora -

not more than 0.2% / e 6onee 0,2%

Total impurities (Method 1+Method 2)
CymmMa npumeceii (Meron 1 +Meron
2) - not more than 0.7% / He Gonee 0.7
%

jResﬁlts / Pe3yJIbTaThl

Specification / Hopma

Noe Test / IlokazaTean

8 Microbial limits /
Mukxpobuosioruyeckast
qUCTOTA

\;Less than 100 CFU/g/
Menee 100 KOE/r

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

Not more than 1000 CFU/g/
He 6omnee 1000 KOE/r

Not more than 100 CFU/g/ [
He 6onee 100 KOE/r

Remarks : The Product conforms to

ND/

ITpumeuanue: [TponykT cooTBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jara: 28.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: L/ [IpoeepeHno: OnobpeHo: Menemxep /
Pardeep Kumar <=+ Himesh KM PykoBoauTens {
" | Abhishek Chauhan <
Reprint Date: Reprint Date: Reprint Date:

Jara: 28.02.2022

Jlata: 28.02.2022

Registered Office* 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOruop®, TabaeTKu Ancneprapyemsble [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200339

Batch Quantity / O6bem napruu : 547.500kg

890001577197

Analytical Report No / AnaanTndecknii order Ne :

Date of Analysis / laTa anann3a: 28.02.2022

Date of Manufacture / Jlata npon3soactea : Feb-2022

Date of Expiry / Cpok rognoctd : Jan-2027

Analysis performed according ND / Anasnn3 nposeges mo HJI: 1T N011252/02-041021

a) Total aerobic microbial
count / Obmee 4yncno

- Paracetamol / napaneramos

a3pOOHBIX MUKPOOPTraHU3MOB Absent Shall be absent in 1g / OtcyTrcTBHE B 1
r
b) Total combined yeasts and
mould count / O6111iee yucno
POMOKEBBIX U TJIECHEBBIX
rpubos
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OAHOpOAHOCTH J03HPOBAHHS 1.6 more than 15.0 / [Ilokasaress
npuemiemocti (AV) no/bkeH ObITh He
- Tbuprofen / u6ynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Ilokasatenn
1.8 rnpuemiemMocTd (AV) JomkeH ObITh He

bonee 15,0

Test / IlokazaTeb

Results / Pe3yIbTaThI

Specification / Hopma

Assay / KoinuecTBeHHOE
onpejejieHne

98.8mg /98.8 Mr

122.4mg / 122.4mr

00.0 mg to 110.0 mg of C;3H302
(ibuprofen) per tablet /

Ot 90,0 mr go 110,0 mr C13H 1302
(nGynpoden) B TabneTke

112.5 mg to 137.5 mg of CsHyNO»
(paracetamol) per tablet /

Ot 112,5 mr jo 137,5 Mr CsHoNO:
(napatetamos) B Tabnetke

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykt cooTBeTcTBYeT TpeboBanusam HJ

Opinion : APPROVED
3akmaouenue: OJJIOBPEHO

Jlara: 28.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosnexo: IIpoepeno: Onobpeno: Menemxep /,
Pardeep Kumar Qf_,/ Himesh KW PykoBonurens ,‘L
B ) Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Hata: 28.02.2022

Jlata: 28.02.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykmun FOrnop®, TabseTku AHCHeprapyembie [nas aereii], 100 mr + 125 Mr

Batch No / Cepus Ne : V2200339

Batch Quantity / O6bem napriu : 547.500kg

890001577197

Analytical Report No / AnaguTHueckuii orer Ne :

Date of Analysis / Jlara ananu3sa: 28.02.2022

Date of Manufacture / Jlata npon3soacrtsa : Feb-2022

Date of Expiry / Cpok rognHocts : Jan-2027

Analysis performed according ND / Anasu3 npose/ieH 1o HJI: TTNO011252/02-041021

11 Package / YnakoBka

and patient information leaflet in ablisters and patient information leaflet
carton pack. / IMo 10 Tabnerok Bin a carton pack. / Tlo 10 tabnerok B
Gmicrep u3 [IBX/Al Ilo 2 grncrepabmuctep w3 [IBX/AL Ilo 1, 2 wmm 20
BMECTE c HHCTPYKIHEH MOGANCTEPOB BMECTE C HHCTPYKIUEH MO
MPHMEHEHHIO B MAYKY KApTOHHYI.  |[IPHMEHEHHIO B MUKy KAPTOHHYIO.

(10 tablets in PVC/Al blister. 2 bl.ister§0 tablets in PVC/Al blister. 1, 2 or 20

12 Labeling / MapkupoBKa

According to ND. / B cootBetcTsuu ¢ HJI.

13 Storage conditions /
Xpanenue

In the original packaging (blister in carton pack) at temperature below 25°C.

B OpHUrHHANBHOMN yriakoBke (6MCTep B navke) MpH TEMNEPATYPE HE BBILIC
25 °C.

14 Shelf life / Cpok rognocTd

5 years / 5 netr

Remarks : The Product conforms to ND/
IIpumeyanue: IIpogyKT COOTBETCTBYET TPEOOBAHUAM HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Hara: 28.02.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToxroroBneHo: IIposepeHo: \ Onobpeno: Menemxep /
Pardeep Kumar 4—- Himesh Ku&__x_/,,/-f—'; PyKOBOIUTEH \
~ : Abhishek Chauhan “—
Reprint Date: Reprint Date: Reprint Date:

Jara: 28.02.2022

JTara: 28.02.2022
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