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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun FOHHop®, TabsieTkn nucneprupyemMsie [puis gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200347

Batch Quantity / O6bem napTuu : 547.500kg

890001578117

Analytical Report No / AnaauTudeckuii oTder No :

Date of Analysis / JlaTta anamm3a: 12.03.2022

Date of Manufacture / /lata npousBoacrsa : Feb-2022

Date of Expiry / Cpok rognocrtu : Jan-2027

Analysis performed according ND / AnaJym3 nposeaen mo HJI: [T N011252/02-041021

We  [Test/ Ilokasaresn

1 Description / Onucanne

!\J|

Identification /
IloNTHHHOCTD

_ [Results / PesysbTatsi

Specification / Hopma

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

one side and characteristic odor. /

TabJIeTKH PO30BOI0 oBECTa

€ XapaKTEPHBIM 3al1aXOM.

Kpyrnele  maockouuanHapnyeckneKpyrnple  MIOCKOUUIMHAPUUECKHE

BKpAILIEHUSIMU, ¢ Packoll U puckoli HaBKpanIeHUIMH, ¢ fackoil U puckoii Ha
OHOMH CTOPOHE,0AHOI CTOpOHE,

lone side and characteristic odor. /

crabnerkn PO30BOTO aBeTa C

C XapaKTEPHBIM 3allaXOM.

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
YACP/KITBAHIIS OCHOBHBIX ITHKOB HA
XpomartorpaMmme HCIIBITYEMOTO
jpacTBOpa JOMKHBI COOTBETCTBOBATH)
[BpecMeHaM  yIOepXKHMBaHHMsI IIMKOB HA

XpOMATOrpamMMe pacTsopa
CTaHnapTHbIX 00pa3noB HOynpodeHa
18 napareramosna (paznen

l«KonnyecTBeHHOE ONPENEIEHUEY).

Remarks : The Product conforms to ND/
IIpumeuanme: [Iponykr coorsercTByeT Tpebopanusm HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 12.03.2022

Prepared by / Checked by / Approved by: Manager/Executjve /
Iloarorosineno: Py IIposepeHo: Onobpeno: Meneaxep / i
Ankit ( A & Naresh Kumar é’; PyxoBoautens y

g - Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Harta: 12.03.2022

Jara: 12.03.2022

Rrowiorad Dfficer 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, India

CIN: L85195AP1984PLC0O04507
www.drreddys.com

Tal. +51 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
Hoyrnnn IOunop®, TabaeTkn ancneprupyemoie [aag aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200347

Batch Quantity / O6bem napTuu : 547.500kg

890001578117

Analytical Report No / AHanmuTnyeckuii oruer No :

Date of Analysis / lata ananu3za: 12.03.2022

Date of Manufacture / Jlata npoussoacrsa : Feb-2022

Date of Expiry / Cpok roasoctu : Jan-2027

Analysis performed according ND / Auanu3 nposegen mo HJI: IT N011252/02-041021

(Q) Ci3Hi309

(Q) GCsHoNO;

formed /

3 Average weight of tablets / 361.9mg/ 361.9mr ‘357.7 mg to 372.3 mg (365.0 mg +
Cpeansist Macca Ta0j1eTOK 2.0 %)./ Ot 357,7 mr 0o 372,3 mr
Complies/cooTBeTCTBYET (365,0 Mmr = 2,0 %)
4 Disintegration / 00 min 32 Seconds/00 muH 32 Sec [Not more than 3 min /
. |PacmagaemocTth He 6onee 3 MuH
No Test / Ilokazarenn Results / PesyabsTaTnt Specification / Hopma
5 Dissolution / 96% to 100% Not less than 70% (Q) of Ci3H;50;
PacrBopeHune (ibuprofen) after 30 min /
He wmenee 70 %
(u6ynpoden) yepes 30 Mun
96% to 99% Not less than 70% (Q) of CsHgNO;
(paracetamol) after 30 min /
He wmenee 70 %
(mapaueramod) uepes 30 MuH _|
6 Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through
HcepcHOCTh the 710 pm  sieve is
OGpa3syercst 0AHOPOAHAS CYCMEH3HS,
MPOXOMALIAS HEPEe3 CHTO C pasMepoMm|
- orBepeTuii 710 Mrm

Remarks : The Product conforms to ND/
ITpumeyanue: IIpoayKT cooTBeTCTBYET TpeGoBanuam HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

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

IToxrotosnexo: IIpoepeno: Onobpeno: Menemxep /

Ankit % ] Naresh Kumar @/ PykoBoauTens / /
i Abhishek Chauhan '

Reprint Date: Reprint Date: Reprint Date:

Hara: 12.03.2022 Hara: 12.03.2022 Hara: 12.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun IOunop®, TabaeTkn ancneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200347

Batch Quantity / O6bem naptuu : 547.500kg

890001578117

Analytical Report No / AnanmuTuyecknii oryer No :

Date of Analysis / lata ananuza: 12.03.2022

Date of Manufacture / Iata npou3Boactsa : Feb-2022

Date of Expiry / Cpok rognoctn : Jan-2027

Analysis performed according ND / Anaan3s nposeaen nmo HJI: [1 N011252/02-041021

7 Related substances /
PoacTBeHHDBIC IPHMeECH

Method 1/ Meton 1 —
Determination of 4-Amino

COAepKaHUS COMlEPKAHUA
4-amuHodeHona

Method 2 / Mertop 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenedye
HeUIEeHTUOUIHPOBAHHBIX
npumeceit ubynpodena u
mapaleTramorna

Phenol content / Onpenenenue

0.00003%

0.06%

0.12%

No lTest / IToka3zaTein

4-aminophenol (paracetamo_l impurity)

4-aMHHOGEHON (nmpumecsy
napaueramona) - not more than
0.005% / He 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnvHnuHas HeuaeHTHUUMpOBaHHas
MprUMech ubynpocteHna WK
nmapaneramora -

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

[Total impurities (Method 1+Method 2)
/ Cymma npumeced (Meton 1 + Metoj|
2) - not more than 0.7% / ne 6onee 0.7
%

Results / Pe3yabTaTh!

8 [Microbial limits /
MuxpobHosoruueckas
HUCTOTA

Specification / Hopma

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 6onee 1000 KOE/r

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

Remarks : The Product conforms to ND/
IIpameyanue: ITpoaykT cooTBeTCTBYET TpebGoBaHmam HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

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

IToarorosneHo: ITpoeepeno: Opobpeno: Menemxkep,

Ankit @ Naresh Kumar @ PykoBonuTens A
Abhishek Chauhan "=*

Reprint Date: Reprint Date: Reprint Date:

Hara: 12.03.2022 Hara: 12.03.2022 Jlarta: 12.03.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Page4 of 5/ Ctp. 413 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyranu IOanop®, tadierku aucneprupyemele [mias aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200347

Batch Quantity / O6bem naprtuu : 547.500kg

890001578117

Analytical Report No / AHanuTH4ecKHif oTyeT No :

Date of Analysis / laTa ananu3a: 12.03.2022

Date of Manufacture / Jlata npou3soacta : Feb-2022

Date of Expiry / Cpox rogaoctu : Jan-2027

Analysis performed according ND / Anann3 npoeeaen nmo HJI: I1N011252/02-041021

a) Total aerobic microbial
count / Obuee yncio
a3pOOHBIX MHKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Ob1uee uucno
POMOKEBBIX U MJIECHEBBIX
rpuboB

c) E. coli

Absent

- Ibuprofen / ubynpoden

- Paracetamol / napaueramon

9 Uniformity of dosage units / |
OIHOPOAHOCTD T03HPOBAHHSA

1.9

2.4

Shall be absent in 1g / OrcyTcTBHE B 1
r

IAcceptance value (AV) should be not
more than 15.0 / TlokaszaTens

npuemaemoct (AV) KomKeH OBITh He
Gonee 15,0
IAcceptance value (AV) should be not
more than 15.0 / 1'Ior<azaTeJ'u,|
mpuemmemocTh (AV) 10KEH ObITH Hel
Oonee 15,0 '

No Test / Iloka3zaTean

- Results / Pe3yasTaThl

10 Assay / KonruuecTBeHHO€
onpenxeieHHe

98.4 mg /98.4 mr

122.4 mg/ 122.4 mr

Specification / Hopma
90.0 mg to 110.0 mg of C;3H130;
(ibuprofen) per tablet /

Ot 90,0 mr mo 110,0 mr C;3H 1302
(ubynpoden) B Tabnetke

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

Ot 112,5 mr go 137,5 mr CsHoNO;
(mapaueramout) B TaOJIETKE

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykTt cooTBeTcTBYET TpeboBauusm HJJ

Opinion : APPROVED
Zaxmouyenue: OJOBPEHO

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

IToarorosieHo: IIposepeHo: @ Onobpeno: Menemxep/

Ankit ﬂ Naresh Kumar “~<.- PykoBonutens / /
Abhishek Chauhan (L~

Reprint Date: Reprint Date: Reprint Date:

Hara: 12.03.2022 Hata: 12.03.2022 Hata: 12.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
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[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
(A6yknuH FOHnop®, Tab/eTKH Aucneprupyemsie [as gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200347 Batch Quantity / O6bem naprum : 547.500kg
Analytical Report No / AHanuTH4Yeckuif oTyeT No : Date of Analysis / lata ananu3a: 12.03.2022
890001578117

Date of Manufacture / lata npon3Boactgra : Feb-2022 |Date of Expiry / Cpok rognoctu : Jan-2027

Analysis performed according ND / Ananus nposeaen no H/: 11 N011252/02-041021

and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Ttabnerox gin a carton pack. / [To 10 Tabierox B
Onncrep u3 [IBX/AL Tlo 2 6mictepabanctep n3 [IBX/AL ITo 1, 2 win 20
BMeEcCTe c HUHCTPYKLHEH MOOMMCTEPOB BMECTE C MHCTPYKIHEH no
- MPUMEHEHHIO B MAYKY KAPTOHHYKO.  [IPUMEHEHHIO B MAYKY KapPTOHHYIO. |
12 Labeling / MapkupoBka |According to ND. / B cootercTuu ¢ H/I.

11 |Package / YnakoBka 10 tablets in PVC/AL blister. 2 bl islcrsF’D tablets in PVC/AI blister. 1, 2 or 20

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHue
B opuriHansHod ynakoske (OJMcTep B auke) OpH TEMNEPATYpPe HE BBILLE
25 °C.

14 Shelf life / Cpok rognocTu |5 years / 5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: I[IpoaykT cooreTcTBYeT TpebGoBanusm HJJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: ‘ IlposepeHo: OnobpeHo: Menemxep /|
Ankit @ Naresh Kumar @ PykoBoauTtens

- Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 12.03.2022 Hara: 12.03.2022 JHara: 12.03.2022
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