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Page 1 0of 6/ Ctp. 1 13 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxnnn IOuuop”, Tabnetku gucneprupyemsie [ nereit], 100 mr + 125 mr

Batch No / V2301141 Batch Quantlty';’ 544.0kg
Cepus Ne Pazmep cepud :
Analytical Repcirt No/ 290001671511 Date of Analysis / 30.06.2023
AHanuTudeckuii otder Ne : JlaTta aHanusa:
Date of Manufacture / Tun-2023 Date of Expiry / May-2028
Jlata pou3BOJCTBA ; TopeH no :
Analysis performed according ND / Ananus nposeaen no HJI: [T N011252/02-150323
No Test / IlokazaTenb Results / PesyabsTaTsl Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrasle  IJIOCKOHMIMHIPHYECKHE
TabNeTKM  pO30BOTO  LBETAa C

BKpaIUIeHUsIMH, ¢ Gackoil U pHCKOH
Ha OJIHOH CTOpOHE, ¢ XapaKTEPHBIM
3aIaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrisie IUTOCKOLHIIMHAPUYECKHUE
TabeTKu PO30BOT0 LBETA c
BKpaIIEHHAMH, C Gackoil U pUCKOH Ha
OJIHOM  CTOpOHE, C  XapaKTepHBIM
3amaxom.

Identification /
ITopuHHOCTH

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
yIAep)KUBaHUs OCHOBHBIX ITMKOB Ha
XpoMaTorpamme HCIBITYEMOTO
pacTBOpa JOJDKHBI  COOTBETCTBOBATh
BpeMEHaM YJEep>XHBaHHMsl MHMKOB Ha

XpoMmarorpaMmme pacTtBopa
CTaHAapTHBIX 00pa3oB HOynmpodeHa u
napaneramola (paznen

«KonuuecTBeHHOE ONpPeNeNICHUE).

Remarks : The Product conforms to ND/
ITpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanuam HII

Opinion : APPROVED
3axmouenne: OJIOBPEHO

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

IloarotoBneHo: Iposepeno: Himesh Kumar Onobpeno: Menemkgp / Pykosoaurens
p

Pardeep Kumar = = — Ajay Sharma

Reprint Date: Reprint Date: Reprint Date:

JHara: 30.06.2023

JHara: 30.06.2023

Hara: 30.06.2023

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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Page2 of 6/ CTp. 23 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykmun FOnuop®, Tabnetku nucnepripyemsie [ans aereii], 100 mr + 125 mr

Cpennsist Macca Ta0JIETOK

Complies/CooTBeTCTBYET

Batch No/ V2301141 Batch Quantlty./ 544.0kg
Cepust Ne : Pasmep cepun :
Analytical Repclrt No / _ 890001671511 Date of Analysis / 30.06.2023
AHanutnveckuif oruer No : Jlata ananu3za:
Date of Manufacture./ Tun-2023 Date of E)fplry/ May-2028
Jlata npousBoJcTRa : I'onen jio :
Analysis performed according ND / Ananus nposenen no HJI: I1N011252/02-150323
No Test / IlokazaTens Results / Pe3yanTaTnl Specification / Hopma —‘
3 | Average weight of tablets / 364.2 mg/ 364.2 mr 357.7 mg to 372.3 mg

(365.0 mg £2.0 %). /
Ot 357,7 mr go 372,3 mr
(365,0 Mr +2,0 %)

4 |Disintegration /
PacnaxaemMocTsb

00 min 28 sec/ 00 muH 28 cex

Not more than 3 min /
He 6omee 3 MuH

5 |Dissolution / PacTBopenue

6 |Dispersibility /
JAucnepcHoctb

98 % t0 99 %

97% to 98 %

Complies / CooTBeTCTBYET

Not less than 70 % (Q) of Ci3H;s0
(ibuprofen) after 30 min / He menee
70 % Q) Ci3Hi50,
(ubynpoden) uepes 30 MuH

Not less than 70 % (Q) of CgHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO,
(mapaueramon) uepes 30 MuH

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
ONHOpOAHAsl CYCIEH3MS, MPOXOAslilias
4yepe3 CHTO C pa3MepoM OTBEPCTHI
710 MM

7 |Related substances / PoacTBeHHbIE NpUMeECH

Remarks : The Product conforms to ND/

IIpumeuanne: [IponykT cootBeTcTBYET TpeGoBauuam HJI

Opinion : APPROVED
3akauenne: OJOBPEHO

Prepared by /
IToaroroBneno:
Pardeep Kumar

-

Checked by /
IIpoeepeno: Himesh Kumar

—

N

Approved by: Manager/Executive /

Onobpeno: Menengep / PykoBonutens
Ajay Sharma @

Reprint Date:
Jata: 30.06.2023

Reprint Date:
Jara: 30.06.2023

Reprint Date:
Hata: 30.06.2023

Resistered Qfiice: 8-2-337, Rozd Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2500, Fax: +91 40 42060 2008, Email: mailddrredays.com

CIN: L85195AP19834FLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page3 of 6/ CTp. 3 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yt IOurop®, TabneTku nucneprupyemsie [ans aeteit], 100 mr + 125 mMr

Batch No / V2301141 Batch Quantlty'/ 544.0kg
Cepust Ne : Pazmep cepun :

Analytical Repc?'rt No/ 890001671511 Date of Analysis / 30.06.2023
Ananutuyeckuii otuer No : JlaTta aHanuza:

Date of Manufacture / Tun-2023 Date of E)fplry/ May-2028
Jlata npounsBozacTaa : I'oneH o :

Analysis performed according ND / Ananus nposezner mo HJI: 1T N011252/02-150323

Ne Test / IloxaszarTens

Results / PeayabTaThl

Specification / Hopma

Method 1 / Meron 1
4-Aminophenol content /
OnpexneneHue coepkaHns
4-amuHopeHoa

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HeHIeHTU(UIHPOBAHHBIX
npuMeceii ubynpodena u
napareTaMmosna

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

0.0001%

0.08%

0.08%

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

4-aMmuHOpEHON (npumechb
napaueramona) - He 6onee 0,005 %

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

EnuHnyHas  HeuJeHTHULUPOBAHHAS
IpUMECh udynpodena 10051
napaueramola - He 6onee 0,2 %

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

8 |[Microbial limits* / MuxpoGuoJornueckast Yucrora*

a) Total aerobic microbial
count / Ob1iee yucio
a’pOOHBIX
MHKpPOOPTaHU3MOB

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

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

b) Total combined yeasts
and mould count / Obuiee
YHCJIO JPOXKEBBIX H

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/

IIpumeuanne: [IponykT cooreeTcTBYeT TpeboBanusm H)J

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
Tlogrorosneno: .
Pardeep Kumar c:i—

Checked by /
[Tpoeepeno: Himesh Kumar

—)

Approved by: Manager/Executive /

Onobpeno: Menenkep / PykoBoautens
Ajay Sharma &/

Reprint Date:
Jara: 30.06.2023

Reprint Date:
Hara: 30.06.2023

Reprint Date:
Jata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

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

U6ykauH IOnuop”, Tabnetku aucneprupyemsie s nereii], 100 mr + 125 mr

Batch No / V2301141 Batch Quantlty. / 544.0kg
Cepus No : Pasmep cepuu :

Analytical Repgrt No/ 890001671511 Date ofAnaly.ms / 30.06.2023
AHanutuueckuid oruer No : Hata ananuza:

Date of Manufacture / Tun-2023 Date of Expiry / May-2028
Jlata npou3BojcTBa : I"oneH o :

Analysis performed according ND / Ananu3 nposeaed no H/T: IT N011252/02-150323

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI

Ne Test / IloxazaTenn Results / PeayabTaTbl Specification / Hopma
TJIECHEBBIX [PHOOB
c) E. coli Absentin 1 g/ Shall be absentin 1 g/
OtcytctByeT B 1 OtcyrcTBUE B 1 T
9 | Uniformity of dosage units / OxHOpoAHOCTH JO3HPOBAHHSA
Ibuprofen / U6ynpoden 1.6 The acceptance value (AV) should be
not more than 15.0 / Ilokasatens
npueMaeMocTd (AV) nojvkeH ObITh He
oonee 15,0
Paracetamol / [Tapaneramon 1.9 The acceptance value (AV) should be
not more than 15.0 / Iloka3zaTens
npueMsieMocTH (AV) nobkeH ObITh He
Oonee 15,0
10 [Assay / KonnuecTBeHHOE 98.9 mg / 98.9 mr 90.0mg to 110.0mg of C;3HisO2
onpejeeHHe (ibuprofen) per tablet / Ot 90,0 Mmr no
110,0 mr Ci3Hi30, (ubynpoden) B
TabneTke
122.6 mg/ 122.6 mr 1125mg to 137.5mg of CgHoNOs
(paracetamol) per tablet / Ot 112,5 mr
no 137,5 mr CsHoNO, (nmapaneramon) B
TabreTke
11 [Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20

Opinion : APPROVED
3axmwouenne: OJOBPEHO

Prepared by /
IToarotoBneHo:
Pardeep Kumar

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /

Opnobpeno: Menegep / PykoBoaurens
Ajay Sharma @/

Reprint Date:
Hata: 30.06.2023

Reprint Date:
Hata: 30.06.2023

Reprint Date:
Hata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

PageSof 6/ Crp. 513 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykmus FOuuop®, rabnerku aucneprupyemsie [aas aereii], 100 mr + 125 mr

Batch No / V2301141 Batch Quantity / 544.0kg
Cepust Ne : Pasmep cepuu :

Analytical Repc‘)’rt No/ 890001671511 Date of Analysis / 30.06.2023
AHanuThyeckui oryer Ne ; JlaTa anainza:

Date of Manufacture./ Tun-2023 Date of Expiry / May-2028
Jara npou3BoxcTBa : ['ozeH 10 :

Analysis performed according ND / Ananu3 nposenen no H/I: T1 N011252/02-150323

Ne Test / IToka3zaTenanb

Results / Pe3yabTaTnl

Specification / Hopma

blisters and patient information
leaflet in a carton. / Ilo 10 Tabnerox
B Omucrep u3z I[IBX/Al. Ilo 2
6aucTepa BMECTe ¢ HHCTPYKUHEH Mo
NPUMEHEHHUIO B Na4YKy KapTOHHYO.

blisters and patient information leaflet
in a carton. / [To 10 Tabnerok B Gnucrep
u3 [IBX/Al Io 1, 2 unu 20 6muctepos
BMecCTe c WHCTPYKLMEH 1o
[IPUMEHEHHIO B AYKY KAPTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cootBercteuu ¢ H/I.

13 |Storage conditions /
XpaHnenune

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHanbHOl ymakoBke (6aucTep B Mayke) NpU TEMIEPATYpe He BhILIS

14 | Shelf life / Cpok rognocTn

5 years / 5 net

* 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. / HcnpiTaHHe NpPOBOANTCS TONBKO AJIS KXo 20-i cepHH MJIH JJis1 OOHOM
CepHH B rojl, B 3aBUCHMOCTH OT TOro, YT0 HAcTynuT paHee. [loka3aTesb MOXKeT OTCYyTCTBOBATh B cepTH(PHKaATe

aHaJIH3Aa.

Remarks : The Product conforms to ND/
IIpumedanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJ{

Opinion : APPROVED
3akaoyenne: OJIOBPEHO

Prepared by /
Tloaroroenexo:
Pardeep Kumar

-

Checked by /
IIposepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkgp / Pykosonurtens
Ajay Sharma

[T

Reprint Date:
Hara: 30.06.2023

Reprint Date: -
Hara: 30.06.2023

=

Reprint Date:
Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT 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

Page 6 of 6 / CTp. 6 u3 6

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

U6ykmun FOnuop”, Tabnetku aucneprupyemsie [mis aeteit], 100 mr + 125 mr

Batch No / V2301141 Batch Quantlty./ 544.0kg
Cepust Ne : Pa3smep cepun :

Analytical Repc:rt No / 890001671511 Date of Analysis / 30.06.2023
Ananutnyeckuid otyeT Ne : JlaTta ananuza:

Date of Manufacture./ Jun-2023 Date of Expiry/ May-2028
Jata nponsBojcTaa : I'onen fio :

Analysis performed according ND / Ananus nposesen mo HJI: ITN011252/02-150323

API name (INN) /
Haumenosanne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapamietamon
API manufacturer batch number / PIBM230100 5043/22-23
Homep cepun npoussopuresia ADC:
FP Manufacturer API Batch number /
Howmep cepuu cydcTaHIHH FEQA00184 FEQA00169
npoussoantensa I'JID:;

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country / Limited, India / Conapa DkTuB India / Ipu Kpuuina
ponssoputent ADC, crpana: ®apma CaiteHcus Jlumuten, Uaaus | @apmacerotikans Jita., Maaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanue: [IpogykT coorBeTcTBYET TpeGoBanmsm HJJ

3axmwoyenne: OJJOBPEHO

Jara: 30.06.2023

Jara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrotosneHo: E IIpoBepeno: Himesh Kumar Onobpeno: Menemgep / PykoBoauTeb
Pardeep Kumar = C’:j—’—‘: Ajay Sharma @/

Reprint Date: Reprint Date: Reprint Date:

Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




