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CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykmu IOnuop”, Tabnetku ancnepripyemle [is neteit], 100 Mr+ 125 Mr

Batch No / V2301474 Batch Quantlty‘/ 538.64kg
Cepus Ne : Pa3mep cepin :
Analytical Rep(irt No/ 290001679600 Date of Analysis / 11.08.2023
AHaJIMTHYECKHI oTueT Ne : JlaTa ananuza:
Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata npou3BOJICTBEA TofeH 1o :
Analysis performed according ND / Aanu3s nposezsies no HJI: ITNO1 1252/02-150323
No Test / IlokazaTein Results / Pe3yabTaThl Specification / Hopma

1 |Description / Onncanue

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

score-line on one side and
characteristic odor. /
Kpyrnbie  MI0CKOLMIMHIPUYECKUE
TabNeTKM  PO30BOro  ILBETa  C

BKparuieHHusMH, ¢ dackodl u puckon
Ha OJHOM CTOpOHE, C XapaKTEePHBIM
3aI1axoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrisie MJIOCKOLMITUH IPUYECKHE
TabIeTKU pO30BOTO 1BeTa c
BKpaIUIeHHsAMH, ¢ (ackod U pUCKoH Ha
ONHOM  CTOpOHE, C  XapaKTepHbIM
3aMaxoMm.

2 |Identification /
IMonIMHHOCTDH

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  ynepXMBaHHA  OCHOBHBIX
NIHKOB Ha Xpomarorpamme
UCIOBITYEMOrO  pacTBOpa  JOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIep KUBAHUA MHKOB Ha
XpOMaTOrpaMMe pacTBOpa CTaHAapTHBIX
obpasuo nbynpodeHa u napaleramona

Ipumeuanne: [Ipoaykr coorBetcTsyeT Tpebosariam HI

(pasnen «Konu4decTBeHHOE
OIpesIeTICHUE).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenne: OJJOBPEHO

Hara: 29.10.2023

Jara: 29.10.2023

Prepared by / mo/ Checked by / Approved by: Manager/Executive /
[ToxroToBieHo: Ipoeepeno: Pardeep Kumar | Onobpeno: Menemwgep / Pyxosoaurens
Santosh Kumar Maurya c:i/ " | Abhishek Chauhan |

Reprint Date: Reprint Date: 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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ykmu FOuuop”, Tabnetku ancrepripyembie [ aereit], 100 mr+ 125 mr

Batch No / V2301474 Batch Quant1ty/ 538.64kg
Cepusi Ne : Pazmep cepin :
Analytical Repczrt No/ . 290001679600 Date ofAnaly'sm / 11.08.2023
Ananmarnyeckuit order Ne : JlaTa aHanu3za:
Date of Manufacturel/ 07/2023 Date of E)fplry / 06/2028
JlaTa npon3BOJCTBRA : ["oneH go:
Analysis performed according ND / Ananus nposeset mo HJI: TTN011252/02-150323
No Test / IloxazaTenn Results / Pe3yabTaThi Specification / Hopma
3 | Average weight of tablets / 369.3 mg/ 369.3 Mr 357.7 mgto 372.3 mg
Cpennsiss Macca TabJIeTOK ’ (365.0 mg + 2.0 %). /
Complies/CoOTBETCTBYET Ot 357,7 ur 10 372,3 Mr
(365,0 Mr + 2,0 %)
4 |Disintegration / 00 min 23 sec/ 00 mun 23 cek | Not more than 3 min /
PacnagaeMocth He 6onee 3 mun
5 |Dissolution / PacrBopenue 98 % to 100 % Not less than 70 % (Q) of CisHisO2
(ibuprofen) after 30 min / He menee
70 % Q Ci3Hi302
(ubynpocden) yepes 30 MuH
98 % to 100 % Not less than 70 % (Q) of CsHoNO»
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO»
(mapauetamon) uepe3 30 MUH
6 |Dispersibility / Complies / CooTBeTCTBYET Uniform suspension passing through the
JucnepcHocTh 710 pm sieve is formed / Obpasyercs
OJIHOPOJHAS CYCNEH3Hs, IPOXOAAIAL
yepe3 CUTO C pasMepoOM OTBEPCTHH
710 MxM
7 |Related substances / PoapcTBeHHbIe NPUMECH

Remarks : The Product conforms

IIpumeuanne: [IponykT cootBeTcTBYET Tpebopannsm HJT

to ND/

Opinion : APPROVED
3akmwyenue: OJOGPEHO

Prepared by / @V
IToAroToBIEHO: 2>—
Santosh Kumar Maurya

Checked by /
[Mposepeno: Pardeep Kumar

c:;f’_/‘

Approved by: Manager/Executive /

Onobpeno: Menenycep / Pykosoautens
Abhishek Chauhan \
LY —

Reprint Date:
Tata* 29.10.2023

Reprint Date:
Hara: 29,10,2023

Reprint Date: T !

Jlara: 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

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HU6yknun Ouuop®, Tabnetky aucnepripyemsie [ns geteii], 100 mr + 125 mr

Batch No/ V2301474 Batch Quantlty. / 538.64kg
Cepust Ne : Pasmep cepuu :

Analytical Rep(zrt No/ 890001679600 Date of Analysis / 11.08.2023
Ananutryeckuii oruet Ne ; Jata ananuza:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa mpou3BOJCTBA : ToneH fio :

Analysis performed according ND / Ananus nposesien no HJI: TT N011252/02-150323

Ne Test / lloka3aTean

Results / PesyabTaTel

Specification / Hopma

Method 1 / Meton 1
4-Aminophenol content /
Omnpejenenne coaepKaHusl
4-amMHO¢eHONa

0.0001%

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

4-amuHO(pEHOT (npumechb
napanetamonna) - e 6onee 0,005 %

Method 2 / MeTon 2
Ibuprofen and Paracetamol
unidentified impurities /
OnpeneneHue
HeMJeHTU UL POBAHHBIX
npumecei ubynpodeHa u
napaleTamona

| BDL (disregard Limit 0.05%)

0.0001%

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

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

Envnuubas — HeuJeHTH(HLIHPOBaHHASL
IpUMech ubynpodena WIH
napaneramora - He 6oiee 0,2 %

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

Microbial limits* / MukpoGuosoruaeckasi 4ucTora™

a) Total aerobic microbial
count / Ob1wee yucno
a3pobHbIX
MHKPOOPTaHU3MOB

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

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

Remarks : The Product conforms to ND/
Hpumeuyanne: [Tponykr cooTBeTcTBYeT Tpebosanuam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / & Checked by / Approved by: Manager/Executive /
[ogrorosieHo: Iposepeno: Pardeep Kuma;ji/ OnobpeHo: Menen; '; p/ PykopoauTesb
Santosh Kumar Maurya — Abhishek Chauhan \ Cﬁ

Reprint Date: Reprint Date: Reprint Date:

JaTa: 29.10.2023 Jata: 29.10.2023 Hara: 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

CiN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann IOnuop®, Tabnetku aucneprupyemsie [ getei], 100 mr + 125 mMr

Batch No / V2301474 Batch Quantlty' / 538.64kg
Cepust Ne : Pasmep cepud :

Analytical Repcirt No/ 890001679600 Date of Analysis / 11.08.2023
AHanuTHdeckuii otdet Ne ; Hara adanusa.

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa mMpOU3BOJCTBA : I'omen no :

Analysis performed according ND / Ananus nposegies mo HJT: [TN011252/02-150323

No Test / Iloka3zaTeanb

Results / Pe3yJbTaThl

Specification / Hopma

YKUCIIO APONOKEBBIX U
IJIECHEBBIX TPHOOB

b) Total combined yeasts
and mould count / O61uee

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

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

¢) E. coli

' Absentin 1 g/
OtcyTcTBYeT B 1 1

Shall be absentin 1 g/ '

OrcytcTBUEe B 1 T
1

9 | Uniformity of dosage units / OXHOpOIHOCTE 103HPOBAHHS

Ibuprofen / U6ynpocden 1.0 The acceptance value (AV) should be not |
more than 150 / Ilokasatens
npremiaeMocTH (AV) nomKeH ObITh He
6ouee 15,0

Paracetamol / [Tapaueramon 1.0 The acceptance value (AV) should be not

!
|
|
|

more than 150 / [Ilokasatens
npuemineMoctd (AV) nomkeH OBITH HE
6onee 15,0

10
onpejeeHue

Assay / KonmyecTBeHHOE

| 100.7mg / 100.7 mr

125.0 mg/ 125.0 mr

90.0mg to 110.0mg of C;3sHiO:
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr Cj3His0; (ubynmpodeH) B
TabneTke

112.5 mg to 137.5 mg of CgHoNO,
(paracetamol) per tablet/ Ot 112,5 Mr o
137,5mMr CsHoNO, (mapaueramon) B

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr cootBeTcTBYeT TpeboBanuaM HJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Jlara: 29.10.2023

Jata: 29.10.2023

Prepared by / OD& Checked by / Approved by: Manager/Executive /
INoxrorosieHo: = [Tposepeno: Pardeep Kumar Onobpeno: Meneukep / PykoBonurens
Santosh Kumar Maurya e Abhishek Chauhan 1} l

(o \ =
Reprint Date: Reprint Date: Reprint Date: )

Mara: 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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woyxnnn IOnnop”, Tabaetku aucneprupyemsie [as aeteii], 100 Mr+ 125 mr

Batch No / V2301474 Batch Quant1t¥ / 538.64kg
Cepust Ne : Pasmep cepui :

Analytical Repgrt No/ 290001679600 Date ofAnaly.s1s / 11.08.2023
Ananutaueckuit otyet Ne : Jlara aHanu3za:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
JlaTa npousBojiCcTEa : I'onen jio :

Analysis performed according ND / Ananu3 nposesen no HIT: [T N011252/02-150323

‘ Ne Test / IlokazaTenn Results / Pe3yasTaThl Specification / Hopma
Tabierke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

and patient information leaflet in a
carton. / ITo 10 Tabnetok B 6iHcTEp
u3 IIBX/AL Ilo 2 6nuctepa BMECTE ¢
MUHCTpYKUHEH 1O HpPUMEHEHHIO B
N1a4uKy KapTOHHYIO.

blisters and patient information leaflet in
a carton. / I[To 10 TabneTok B 6auctep U3
MMBX/AL Tlo 1, 2 uau 20 6nucTepoB
BMECTE C HHCTPYKIUEit TI0 IPUMEHEHHIO |
B MAYKy KapTOHHYIO.

Labeling / MapkupoBKa

According to ND. / B cootBercTeuu ¢ HJI.

Storage conditions /
XpaHeHHne

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanbHOM ynakoBke (614CcTep B auke) NpH TEMIEPAType HE BbILIE

5 years / 5 net

Shelf life / Cpok roguoctu

* 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 TPOBOIMTCS TOABLKO AJIS KA /10# 20-if cepHH HJIH /ISl OTHOM CepHH B
oz, B 3aBHCHMOCTH OT TOF0, 4TO HACTYNHT panee. [lokasare/ib MOKeT OTCYTCTBOBATb B CePTH(HKATE aHAIH3A.

Opinion : APPROVED
3akmoyenue: OJJOBPEHO

Remarks : The Product conforms to ND/
Tpumeuanne: [Iponykt coorBeTcTBYeT TpeboBanusm HJT

Prepared by / @\/ Checked by / Approved by: Manager/Executive /
IToprorosieHo: — IIporepeno: Pardeep Kumar | Onobpeno: Meremkep / PykoBogurens
Santosh Kumar Maurya a,// Abhishek Chauhan [ _ \
Reprint Date: Reprint Date: Reprint Date: -

Hata: 29.10.2023 Hara: 29.10.2023 Hara: 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
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT 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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykun I0Onuop®, Tabnetku aucneprupyembie s gereii], 100 mr + 125 mr

Batch No / V2301474 Batch Quantlty' / 538.64kg
Cepust Ne : Pa3mep cepud :

Analytical Repcirt No/ 290001679600 Date of Analy.51s / 11.08.2023
AHanutHueckuii otyet Ne : Jlata aHanuza:

Date of Manufacture / 07/2023 Date of Expiry / 06/2028
Jlata npou3BOJCTBA : I'ozieH Jo .

Analysis performed according ND / Ananus nposegex no H[: 1 N011252/02-150323

API name (INN) /
Hanmenosanne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapanieramon
API manufacturer batch number / PIBM230150 5047/22-23
Homep cepuu npoussoantess ADPC:
FP Manufacturer API Batch number /
Homep cepuu cy6cTannun FEQAO00218 FEQAO00191
npousBogutensa ['JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / Limited, India / Conapa DKTHB India / lIpu Kpuiuna
ITpoussoputent ADC, crpana: @apma Caitencus Jlumuren, Uaaus | @apmacerotukans JIta., Manus

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT coorsercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Prepared by / 07\‘ Checked by / Approved by: Manager/Executive /
[ToaroroBieHo: L — [IposepeHo: Pardeep Kumar / Onobpeno: Menenxep / Pykopoantens
Santosh Kumar Maurya — ,f/ Abhishek Chauhan '} \

Reprint Date: Reprint Date: Reprint Date: '

JHata: 29.10.2023

Jara: 29.10.2023

Hara: 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

CIN: L85195AP1984PLC004507
www.drreddys.com




