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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ykaun FOHnop”, TabneTku aucnepriupyemsle [ans aetei], 100 mr + 125 mMr

Batch No / V2301491 Batch Quantlty./ 542.78kg
Cepns No : Pazmep cepiii
Analytical Repczrt No/ 290001680069 Date of Analysis / 16.08.2023
AHanutudeckuii otuer No : JlaTa aHanuza:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa mpon3BOACTBA : T'onen j1o :
Analysis performed according ND / Ananus nposeer no HJI: ITN011252/02-150323
Ne Test / Iloka3arens Results / Pe3yibTaThl Specification / Hopma

1 |Description / Onncanue

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

score-line on one side and
characteristic odor. /
Kpyrnple  IUIOCKOLMIMHAPHYECKHE
TablNeTKH  PO30BOTO  L(BETA €

BKpaIJIeHHsIMH, ¢ Gackoil u puckon
Ha OJIHOM CTOpOHE, C XapaKTEpPHLIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrsie IIOCKOLUMIIMHAPHYECKHE
TabneTKH PO30BOrO [BETA c
BKpaIUICHHIMHE, ¢ Qackoil ¥ pUCKOH Ha
ONHOH CTOpOHE, C  XapaKTEPHBIM
3aMaxoMm. '

2 |Identification /
ITogauHHOCTH

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). /
BpeMeHa  yOepXuBaHHS  OCHOBHBIX
MHKOB Ha XpomarorpamMmme
HCIIBITYEMOrO  pacTBopa  JIOJDKHEI
COOTBETCTBOBATh BpeMeHaM
yIepKUBaHUA IHKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHJapTHBIX
o6pazuoB ubynpodena 1 mapaneramorsna
(pazaen «KonndectseHHoe
onpeneneHue»).

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusim HJ

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by /
IToxroToBeHo:
Santosh Kumar Maurya

(3

o

Checked by /
ITpoBepeno: Pardeep Kumar p

Approved by: Manager/Executive /

OnobGpeno: Meunemkep,/ PykoBoauTtens
Abhishek Chauhan ‘-\ \

Reprint Date:
Hara: 29.10.2023

Reprint Date:

Jara: 29.10.2023

Reprint Date:
Hara: 29.10.2023
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Page2 of 6/ CTp. 2 M3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moyxmin FOunop”, Tabnetku aucnepriupyembie [ans gereii], 100 mr + 125 mr
Batch No / V2301491 Batch Quantlty'/ 542.78kg
Cepusa Neo : Pasmep cepui :
Analytical Repgrt No/ 290001680069 Date of Analysis / 16.08.2023
Ananutnueckuil otuet Ne : Jlata aHanmu3a:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa npon3BsoAcTEa . T'onen 1o :
Analysis performed according ND / Ananuz nposenen no HJI: TI' N011252/02-150323
Ne Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma
3 | Average weight of tablets / ' 365.9 mg/ 365.9 Mr 357.7 mg to 372.3 mg
Cpennsas macca Tabnerok . (365.0 mg = 2.0 %). /
Complies/CoOTBETCTBYET Ot 357,7 wr 10 372,3 mr
(365,0 Mmr £ 2,0 %)

4 |Disintegration /
Pacnamaemocth

00 min 21 sec/ 00 muH 21 cekx

Not more than 3 min /
He 6onee 3 Muu

5 |Dissolution /PacTBopenne

6 |Dispersibility /
JAncnepcHocTh

98 % to 102 %

96 % t0 99 %

Complies / COOTBETCTBYET

Not less than 70 % (Q) of Ci3HisO2
(ibuprofen) after 30 min / He Menee
70 % Q Ci1sHis02
(ubynpoden) yepes 30 MUH

Not less than 70 % (Q) of CsHyNO;
(paracetamol) after 30 min / He MeHee
70 % Q CsHoNO,
(maparnetamon) depe3 30 MUH

| Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
OIIHOpOAHAsl CYCIEH3Hs, IPOXOIAIIAs
gepe3 CHTO C pa3MEPOM OTBEPCTHH
710 MxM

7 | Related substances / PoacTBeHHBI

e mpuMecH

Remarks : The Product conforms to ND/

Mpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / @\_ Checked by / Approved by: Manager/Executive /
[ToAroToBIEHO: . [Mpoeepeno: Pardeep Kumar /[ Onobpeno: Menewkep / Pykosoautens
Santosh Kumar Maurya C_L—" Abhishek Chauhan | \
Reprint Date: Reprint Date: Reprint Date: B —
Hata: 29.10.2023 Jara: 29.10.2023 JlaTa: 29.10.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmur FOHnop®, Tabnetku aucnepripyemsie [ans aereii], 100 mr + 125 mr

Batch No{ V2301491 Batch Quantlty./ 542.78kg
Cepus Ne : Pazmep cepun :

Analytical Rep(zrt No/ 290001680069 Date of Analysis / 16.08.2023
Ananutaueckuif otuer No : Jlata aHanusa:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa mpON3BOJCTRA : T'onen fio :

Analysis performed according ND / Aranus nposeznes no HJI: ITN011252/02-150323

Ne Test / Iloka3zareianb

Results / PesynabTaThl

Specification / Hopma

Method 1 / Meton 1

' 4-Aminophenol content /

| Onpenenenue conepxanus
4-amuHODEHONA

Method 2 / Metogx 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenexue
HeuIeHTUGMLPOBAHHBIX
npumeceii ubynpodera u
napaieramorna

0.0002%

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

4-amuHOpEHOI (npuMece
napaneramorna) - He 6osee 0,005 %

BDL (disregard Limit 0.05%)%

0.0002%

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meron 1 +
Meron 2)

Microbial limits* / Muakpo6uosornyeckasi 4HcToTa*

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

EnvHvyHas  HEHUAEHTU(QUIUPOBAHHAs
prUMech ubynpocdena WIH
napaieramora - He 6onee 0,2 %

"Not more than 0.7 % / He 6osnee 0,7 %

a) Total aerobic microbial
count / Obliiee 9ucIo
a3poOHBIX
MHKPOOPraHH3MOB

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

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

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooTBeTcTBYET Tpebosanuam HI

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / @/\

Iloarorosiexo: —
Santosh Kumar Maurya

Checked by /
IIposepeno: Pardeep Kumar

ol

Approved by: Manager/Executive /
Onobpeno: Menemiep / Pykosoantens
Abhishek Chauhan

Reprint Date:
Jara: 29.10.2023

Reprint Date:
Hara: 29,10,2023

Reprint Date:
Jata: 29.10.2023

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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Page 4 of 6/ CTp. 4 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun KOunop”, Tabnetku aicneprupyembie [ans pereii], 100 mr + 125 mr

Batch No/ V2301491 Batch Quant1t¥ / 542.78kg
Cepuis Ne : Pa3mep cepun :

Analytical Repc:rt No / 290001680069 Date of Analysis / 16.08.2023
Ananvutnyeckuit otdyet No : Jara ananusa:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa pon3BOJACTBEA : T'oneH 110 :

Analysis performed according ND / Ananus nposesies o HJT: T1 N011252/02-150323

Ne Test / IToxa3zaTenanb

Results / PesynbTaThI

Specification / Hopma

b) Total combined yeasts
and mould count / Ob1uee
YHCJIO0 JPOMXOKEBBIX H
IJIECHEBBIX TpUbOB

Less than 100 CFU/g/
Menee 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/
OtcyTcTBHE B 1 T

9 | Uniformity of dosage units /

OnaHopoAHOCTH A03MPOBAHHS

Ibuprofen / U6ynpoden 1.5 The acceptance value (AV) should be not|
more than 15.0 / Tlokasartens
npuemieMoctd (AV) aomxeH ObITb He
6oinee 15,0

Paracetamol / [Tapaneramon 1.5 The acceptance value (AV) should be not

more than 15.0 / [Ilokazarens
npremieMocTd (AV) JokeH OBITh HE
6onee 15,0

10 |Assay/ KosqnyecTBenHnoe

onpeesieHHe

101.0 mg/ 101.0 Mr

1242 mg / 124.2 mr

90.0 mg to 110.0 mg of Ci3His02
(ibuprofen) per tablet / Ot 90,0 Mr 1o
110,0 mr C;3His0, (ubynpoden) B
TabyeTKe

1125 mg to 137.5mg of CsHoNO;
(paracetamol) per tablet/ Ot 112,5 mMr 10
137,5 Mr CsHoNO, (mapaueramon) B

Remarks : The Product conforms to ND/
IIpameuanue: [IponykT coorBeTcTBYET TpeGoBanusaM HJL

Opinion : APPROVED
Zaxaouenue: OJOBPEHO

Prepared by / @g,

IMogroroBneHo: p
Santosh Kumar Maurya

Checked by /
ITpoeepeno: Pardeep Kumar p

Approved by: Manager/Executive /
OpnobpeHo: Mcr-le,at;i’ PykosoanTtens

Reprint Date:
Hata: 29.10.2023

Reprint Date:
Jata: 29.10.2023

Abhishek Chauhan \
Reprint Date: e

Hara: 29.10.2023
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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

and patient information leaflet in a
carton. / ITo 10 tabnerok B Gaucrep
u3 [IBX/AL ITo 2 6nucTepa BMecTe €
HHCTpYKUMEH 10 HpUMEHEHUIO B
MaykKy KapTOHHYIO.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Page Sof 6/ CTp.5u3 6

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

U6yksmn IOHKop”, Tabnetku qucneprupyeMsie [ aeteii], 100 mr+ 125 mr

Batch No / V2301491 Batch Quant1ty/ 542.78kg

Cepust Ne : Pasmep cepuu :

Analytical Repc:rt No/ 890001680069 Date of Analysis / 16.08.2023
AHaATUTHYECKHH OTYeT Ne Hara adanuza:

Date of Manufacture / 07/2023 Date of Expiry/ 06/2028

JlaTa npon3BoAcTBa : I'onen no :

Analysis performed according ND / Ananu3 nposeaet o HJI: I1N011252/02-150323

Ne Test / Iloka3zaTeJb i Results / Pe3yabTaThl _ Specification / Hopma
R TabeTke

11 Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

blisters and patient information leaflet in

|a carton. / ITo 10 Tabnerok B 6iucrep u3

IMBX/AL Tlo 1, 2 wiu 20 6auctepos

BMECTE C HHCTPYKLHEH 0 NPUMEHEHUIO
B NaYKy KapTOHHYIO.

|

12 |Labeling / MapkupoBka According to ND. / B cootBercTBuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHue B opuruHanbHo# ynakoBke (6cTep B MadKe) NPpH TEMIIEPATYPE HE BhILIC
25 °C.
14 | Shelf life / Cpox rogHoctu |5 years /5 jeT

* 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. / McnbITAHME NPOBOAUTCSH TOJILKO IS KaskAoi 20-H cepuH MM /ISt OHO# CepHH B
rofi, B 33aBUCHMOCTH OT TOr0, YTO HACTYNHT panee. Ilokazareb MOKET OTCYTCTBOBATH B CepTH(UKATE aHAIN3A,

Remarks : The Product conforms to ND/
Ilpumeuanue: ITpogykr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / C&: Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [poeepeHo: Pardeep Kumar ¢ Onobpeno: Menenikep / PykoBoautens
Santosh Kumar Maurya QZ—/ Abhishek Chauhan } \

Reprint Date: Reprint Date: Reprint Date: \

Hara; 29.10,.2023 Hara; 29.10.2023 Jara: 29.10.2023 B
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 6 of 6 / CTp. 6 n3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HU6yxmun FOnnop®, TabneTkn aucneprupyemsle [mis aetei], 100 mr+ 125 Mr

Batch No/ V2301491 Batch Quantity / 542.78kg
Cepust Ne : Pasmep cepunu :

Analytical Rep(':)'rt No/ 200001680069 Date of Analysis / 16.08.2023
AHamutnaeckuii otuet Ne : Jlata ananusa:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata mpou3BOACTRA TI'ogen o :

Analysis performed according ND / Axasnus nposesies no HJI: ITN011252/02-150323

API name (INN) /

(HaHMeHOBaHHe A®C (MBH): Ibuprofen / U6ynpoden Paracetamol / ITapanieramon
API manufacturer batch number / PIBM230137 APAP/23030307
Homep cepuun nponspoauressa ADC:

FP Manufacturer API Batch number /
Homep cepun cybcTanHuuu FEQA00219 FEQAO00127

npounspogutes I'JIdD:

API Manufactured by & country /
Mpouszsoantenar APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caiiencuz Jlumuten, Manus

Granules India Ltd., India /
I'panynec Unnus JIta., Manua

Remarks : The Product conforms to ND/

Ipumeuanne: [Ipogykt coorBeTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3aknrouenue: OJJOBPEHO

Prepared by / (- Checked by / Approved by: Manager/Executive /
IToaroroBneHo: — ITposepeHo: Pardeep Kumili_, Onobpeno: Menemkep / Pyxkoogurens
Santosh Kumar Maurya - Abhishek Chauhan L\
Reprint Date: Reprint Date: Reprint Date: i

Hata: 29.10.2023 Jlata 29 10 2023 TNata: 29.10.2023
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