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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykiann FOunop®, TabaeTku micneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200646

Batch Quantity / O6bem napTun : 547.500kg

Analytical Report No / AHanHTHYecKHii oTyeT N :
890001584386

Date of Analysis / [laTa ananmza: 11.04.2022

Date of Manufacture / Jlata mpon3ssoacTsa : Mar-2022

Date of Expiry / Cpox rogHocTh : Feb-2027

Analysis performed according ND / Ananus nposeaen no HJL: TT N011252/02-041021

Ne

Test / Iloka3zaTens

Results / Pe3yabTaThl

|Sp_q|_:ification / Hopma

1

Description / Onucanue

one side and characteristic odor. /
K pyrisie
rabneTkn PO30BOTO [BeTa
OHOIH

ic XapaKkTepHbIM 3araxoM.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

IIoCKOIMITHHApHYeckne Kpyrisie

BKpareHHsaME, ¢ Gackoil U puckoit HaBKpanieHHAMH, ¢ (ackoii i pucKoii Ha
CTOpPOHE,0/1HOI

one side and characteristic odor. /
[IOCKOLMTHHAPHYECKIE
crabneTk PO30BOI0 LBeTa C
CTOpOHE,
C XapaKTEPHbIM 3aMaxXoM.

™~

'.f[dentification /

Mo IMHHOCTD

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 (section Assay). / Bpemena
VACPKIHBAHNA OCHOBHLIX TMHKOB Ha
XpomaTorpamMme HCTIBITYEMOTrO
pacTBOpa JIOMKHBI COOTBETCTBOBATH
BpEMEHaM yAepiHBaHuA THKOB Ha

Xpomarorpamme pacrsopa

" napateramona
(I onuuecToene NNNeeTeHHey).

CTAHAAPTHBIX 00pasloB l-Iﬁyl'ipOCbCHﬂi
(pasnen
|

Remarks : The Product conforms to ND/
IIpumeuanwue: [Ipoayxt cooTeTcTBYeT Tpebosanuam H/L

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 11.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [TposepeHo: | Onobpeno: Meuemxep /
Ankit . Himesh KumM PykoBoauTens ¢
3 ; 1 el .
Manoj Kumar
Reprint Datc: Reprint Date: Reprint Date:

Harta: 11.04.2022

Jara:11.04.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykmua FOunop®, TabseTky gucneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200646

Batch Quantity / O6bem maprun : 547.500kg

890001584386

Analytical Report No / AnaanTHyeckuii orget Ne :

Date of Analysis / laTa anaiau3za: 11.04.2022

Date of Manufacture / Jlata npoun3soacTea : Mar-2022

Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Anaans nposesen no H/L: IT NOI 1252/02-041021

3 [Average weight of tablets/ | 364.5 mg/ 364.5 mr 357.7 mg to 372.3 mg (365.0 mg +
|Cpe;1nim macca Tab/ieToK | 2.0 %). / Ot 357,7 mr go 372,3 mr
| Complies/cOOTBETCTBYET (365,0 Mr = 2,0 %)
|
4 Disintegration / 00 min:28 Seconds/00 mun 28 Sec [Not more than 3 min /
PacagaemocTb He Gonee 3 MUH
Ne Test / ITokazaTeJb Results / Pe3yabTaThl Specification / Hopma
5 Dissolution / 98% to 101% Not less than 70% (Q) of CisHisOz
PacTBopennue (ibuprofen) after 30 min / '
He wenee 70 % (Q) CuiHisOs
(ubynpoden) yepes 30 MuH
98% to 100% Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNOs
_ (napaueramon) uepes 30 MUH
6 Dispersibility / Complies / CoOTBETCTBYET Uniform suspension passing through!
hncnepcnocrb the 710 um sieve is formed

O6pasyercsi OQHOPOJHAs CYCHCH3MS,
Epoxo,uﬂmaﬂ yepe3 CHTO C pasMepoM
orsepetiii 710 MKM

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorsercTyeT Tpedosanuam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 11.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBneHo: [IpoeepeHo: . OnobpeHo: Menempkep /
Ankit @ - Himesh KUQEJ—/’ - Pykosonutens W/
' el Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Jara: 11.04.2022

Jara:11.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOnnop®, Ta6aeTKH qucneprapyembie [ais aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200646

Batch Quantity / O6bem naptuu : 547.500kg

890001584386

Analytical Report No / AHajuTHYecKHH oTyer No :

Date of Analysis / JlaTa ananu3a: 11.04.2022

Date of Manufacture / lata npon3sofcTsa : Mar-2022

Date of Expiry / Cpok roanoctu : Feb-2027

Analysis performed according ND / Ananus nposeaen mo HJL: [TN011252/02-041021

7 @elated substances /
O[CTBEHHbIE IPUMeECH

iMethod 1/Meron 1 —
Determination of 4-Amino
Phenol content / OnpenencHue
CcoJlepXKaHU COAEPKAHUS
4-amMHHO(EHOA

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeneneHye
HeuAeHTH()UIIMPOBaHHBIX
nprMeceit nOynpodeHa 1
napaieramona

0.001%

BDL (Disregard limit 0.05%)

0.001%

4-aminophenol (paracetamol impurity)

M-amMiIHODEHON (npumech
napaineramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnuHuyHasg HewAeHTHPUUMPOBAHHAS
pUMeCh ubynpodena uiu
mapaneramona -

mot more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)

Cymma nipumeceit (Meton 1 + Meron
2) - not more than 0.7% / He 6onee 0.7
%

No Test / [lokazaTean

Results / Pe3yabTaThl

Specification / Hopma

8 Microbial limits /
MukpobuoaornyecKkas
YHUCTOTA

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

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

Not more than 1000 CFU/g/
He 6onee 1000 KOE/T

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

Remarks : The Product conforms to

ND/

Ipumeuanne: [poxykr cootBeTcTByeT Tpebosaniam HJT

Opinion : APPROVED
Zaxuaouenne: OJJOBPEHO

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

TToprotoBnexo: IporepeHo: | Onobpeno: Menenxep /

Ankit ( : Himesh KUM ~ | PykoBoauTens M/
éf B ' Manoj Kumar 1Q‘ 4

Reprint Date: Reprint Date: Reprint Date:

Hata: 11.04.2022 Hara: 11.04.2022 Jara:11.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann FOrnop®, TabaeTky AucHeprupyembie [isi

eteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200646

Batch Quantity / O6bem maptin : 547.500kg

890001584386

Analytical Report No / AHaIuTHYeCKHH 0TYeT No :

Date of Analysis / JlaTa ananmusa: 11.04.2022

Date of Manufacture / Jlata mponsBoctsa : Mar-2022

Date of Expiry / Cpox roanoct : Feb-2027

Analysis performed according ND / Anaau3 nposeaet mo HI: [TN011252/02-041021

a) Total aerobic microbial
count / Obwee 4UCIO

a5pOOHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1
r
b) Total combined yeasts and
mould count / Ob1ee 4ncno
POKIKEBBIX U MIECHEBBIX
rpuboR
ok coli -
9 Uniformity of dosage units / Acceptance value (AV) should be not
OnHOPOTHOCTE J03UPOBAHUS 1.0 more than 15.0 / [lokasareny
npuemnemocti (AV) 10/DKeH ObITh He
- Ibuprofen / nbynpoden oonee 15,0
i Acceptance value (AV) should be not
more than 15.0 / Tlokazarens
0.9 npuemnemoctit (AV) nomkeH ObITh He
| Paracetamol / napateramos Gonee 15,0 N
Ne  [Test/IlokaszaTenab Resuits / Pe3y1bTaThl Specification / Hopma
10 Assay / KontnuecTBeHHOE 90.0 mg to 110.0 mg of C13H50:

onpeaenenye

100.3 mg /100.3 mr

124.4 mg / 124.4 mr

(ibuprofen) per tablet /

oT 90,0 MI' IO 110,0 MI C13H1802
(nGynpoger) B TabneTke

112.5 mg to 137.5 mg of CsHoNO:
(paracetamol) per tablet /

Ot 112,5 mr no 137,5 mr CsHoNO;

(napaueramon) B TabJseTke

Remarks : The Product conforms to ND/
Ipumeuanue: [IpORYKT COOTBETCTBYET TpeOOBAHUAM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlogroroBneHo: - [IpoBepeHo: | Onobpeno: Menemiep /
Ankit ( Himesh KmW PykoBoauTenb /j'//
: : w
/;A/ Manoj Kumar At
Repriut Date: Reprint Date: Reprint Date:
Mara: 11.04.2022 Hara: 11.04.2022 Jlara:11.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HW6ykmnn FOunop®, TabieTkn aucueprupyembie [1s 1

ereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200646

Batch Quantity / O6bem naprin : 547.500kg

890001584386

Analytical Report No / AHanuTHaeckuii order Ne :

Date of Analysi

s / JlaTa anaiamza: 11.04.2022

Date of Manufacture / Jlata npon3goactsa : Mar-2022

Date of Expiry / Cpok roguocTu : Feb-2027

Analysis performed according ND / AHa1H3 npoBejeH no HJI: TIN011252/02-041021

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a

BMECTE c MHCTPYKUIHUEH
NMPUMEHEHUIO B TA4Ky KAPTOHHYTO.

carton pack. / Ilo 10 Tabnerok Bin a carton pack. / Ilo 10 Tabnerok B
6mictep u3 [IBX/AL Ilo 2 6aucTepadanctep u3 [IBX/AL o 1, 2 umm 20
MOOIHCTEPOB BMECTE C HHCTPYKUMEH MO

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet

NpHMEHEHHIO B MAYKY KapToOHHYIO.

According to ND. / B cOOTBETCTBHH C

HA.

!

25 °C.

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

B opuruHanbHO# ynakoske (6nuctep B navke) Mpyu TEMIEpAType HE BhILIE

11 Package / YnakoBKa

12 [Labeling / MapkupoBka

13 Stm‘agc conditions /
Xpanende

14 Shelf life / Cpox roqsocTH

S years / 5 et

Remarks : The Product conforms to ND/
Ipumeqanue: [IpOAYKT COOTBETCTBYET TPEOOBAHUAM HI

Opinion : APPROVED
3axymouenue: OJJOBPEHO

Jara: 11.04.2022

Jara: 11.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: IposepeHo: ) OnobpeHo: Menenep /
Ankit . Himesh KuM | PykoBonurens ' " ‘ﬁ
: . [ whut
Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Jlara:11.04.2022
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