Dr.Reddy’s Qz"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

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

CEPTUDPUKAT AHAJIM3A
Pagelof 6/ Ctp. 1136

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknn KOunop", Tabnetkn aucneprupyemspie [ans aeteit], 100 mr + 125 mr
Batch No / V2301132 Batch Quantity / 547.50kg
Cepns Ne : Pasmep cepnu :
Analytical Repcirt No/ 890001671975 Date of Analysis / 05.07.2023
Ananutnieckuid otdyer Ne : Hata ananunza:
Date of Manufacture./ May-2023 Date of Expiry / Apr-2028
Jlara npou3BOACTBA : ["ogen 1o :
Analysis performed according ND / Ananus nposeaed no HJI: 1 N011252/02-150323

No Test / IToxazarenn

; 1 |Description / Onncanue Pink

Results / Pe3yabTaThl

Specification / Hopma

round flat-faced beveled-edge

tablets with impregnations and a

i score-line

' | characteristic
Kpyrabie
[Ta6neﬂcu

BKpaIjIeHUsMHU, ¢ Gackoil U pucKoit

Ha OJIHOM CTOpPOHE, C XapaKTEPHbIM

3a11aX0M.

one side and
odor. /
TUTOCKOUMJIMHAPHYCCKHE
po3oBOTO  1iBeTa €

on

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie MIOCKOUWJIMHAPHYECKHE
TabyeTKH PO30BOTO uBeTa c
BKpanjeHnusiMH, ¢ $ackoil U puckoi Ha‘
OHOM  CTOpPOHE, C  XapaKTepHbIM |
3aMaxom. |

| Identification /
THoaauuHOCTHL

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  ymepUBaHWS ~ OCHOBHBIX
TUKOB Ha XpoMmaTorpamme
HCIILITYEMOrO  PacTBOpa  JIOJDKHBI
COOTBETCTBOBATH BpeMeHaM
yIepKUBaHNUS MUKOB Ha
XpoMaTorpaMmMme pacTBOpa CTaHAAPTHBIX
obpasnoB noynpodeHa H napaueTaMmona
(pazmen «KonuuecTBeHHOE
OMpeaeNeHUe).

Remarks : The Product conforms to ND/

IIpumeyanne: [IponykT cooTBeTcTBYeT Tpebopanusm HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: [Tpoepeno: Ramakant Opobpeno: Menemxep / PykoBoautens
Ankit Amit Kumar /\.— ;’:’;

Reprint Date: Reprint Date: Reprint Date:

JHata: 05.07.2023 Hara: 05.07.2023 Hata: 05.07.2023

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

U6yknun Onuop”, Tabnetkn aucnepripyembie [as gerei], 100 mr+ 125 mr

Batch No / V2301132 Batch Quantlty'/ 547.50kg
Cepus Ne Pa3mep cepuu :

Analytical Repczrt No / 890001671975 Date of Analysis / 05.07.2023
Auanutnueckui otuet No ; JlaTa aHau3a:

Date of Manufacture'/ May-2023 Date of E)fplryf Apr-2028
Jarta npou3BOACTBA : I"onex a0 :

Analysis performed according ND / Ananus nposeses no HJI: IT N011252/02-150323

No Test / IlokazaTean Results / Pe3yabTaTbl Specification / Hopma
3 | Average weight of tablets / 364.8 mg/ 364.8 Mmr [357.7 mg to 372.3 mg
Cpeanss Macca TabJieTOK | . (365.0 mg +£2.0 %)./
_ Complies/CooTBETCTBYET OT 357.7 Mr 110 3723 mr |
(365,0 Mr+2,0 %) [
4 |Disintegration / | 00 min 28 sec / 00 MuH 28 cex | Not more than 3 min /
Pacnagpaemoctn | He 6onee 3 Muu
5 |Dissolution / PacTBopenue 101 % to 102 % [Not less than 70 % (Q) of Ci3sHi30:|
[(ibuprofen) after 30 min / He wmenee|
70 % Q Ci3His02 |
[ (u6ynpoden) yepes 30 MUH
100 % to 103 % [Not less than 70 % (Q) of CsHoNO;
[(paracetamol) after 30 min / He menee
170 % Q CsHyNO,
(napaueramon) yepes 30 MuH
|
6 |Dispersibility / Complies / CooTBeTCTBYET : Uniform suspension passing through the
JucnepcHOCTH 710 pm sieve is formed / O6pa3syeTcs
OJIHOPOJIHAS CYCIIEH3HUs, TNPOXOoisllas
Yepe3 CHUTO C pPa3MepoM OTBEpPCTHH
[ 710 MxM
7 |Related substances / PoacTBeHHBIe IpHMecH

Remarks : The Product conforms to ND/
Ipumeuanue: IIponykr coorseTcTByeT TpedoBanmsam HJ{

Opinion : APPROVED
3akawyenne: OJIOBPEHO

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

[ToarorosneHo: IIposepeno: Ramakant UJ\ Onobpeno: Meneaxep / PykoBogurens

Ankit J@»‘L Amit Kumar N
e

Reprint Date: Reprint Date: Reprint Date:

Hata: 05.07.2023 Hara: 05.07.2023 Hata: 05.07.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page3 of 6/ Ctp. 3u3 6

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

UoyxanH FOHuop", TabneTku aucnepripyemsle [uist aeteii], 100 mr + 125 mr

Batch No / V2301132 Batch Quant1tyf 547.50kg
Cepusi Ne : Pa3zmep cepun :

Analytical Rep(irt No/ 890001671975 Date of Analysis / 05.07.2023
AHanuTu4ecknii otyet Ne : Hata ananusa:

Date of Manufacture./ May-2023 Date of E)ﬁpll’y/ Apr-2028
Hara npousBoacTBa : ["omen 1o :

Analysis performed according ND / Ananus nposenen no H/I: ITN011252/02-150323

| No Test / Ilokazarenn Results / Pe3yabTaThl Specification / Hopma
|Method 1/ MeTon 1 0.0003% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
Onpenenenne copepxains 4-amunodeHon (mpumecs
4-amuHodeHona napaueramorna) - He 6onee 0,005 %
Method 2 / Meton 2 0.05% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2 %
' Onpepenenne J EnnHuuHas  HenpeHTHPUUUPOBAHHAS
' | HenaeHTHDUIHPOBAHHBIX NpUMech ubynpodena W
npumeceii ubynpodena n napauneramorna - He 6onee 0,2 %
fapaneTramMmona 0.05%
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceii (Meton 1 +
Mertop 2)
8 |Microbial limits* / MukpoOHoloruuyeckast 4ucToTa™
aTotal aerobic microbial Less than 100 CFU/g/ | Not more than 10° CFU/g /
count / Ob1ee yucio Menee 100 KOE/r He 6onee 10° KOE/r
a’poOHBIX
MHKpPOOPTaHHU3MOB

Remarks : The Product conforms to ND/
Ilpnmeuanue: [IpogykT cooTBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akarouenne: OJJOBPEHO

Hata: 05.07.2023

Hara: 05.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroropneno: IIposepeno: Ramakant Onobpeno: Menemkep / PykoBogUTEND
Ankit Amit Kumar N\

L (-’—.'_._
Reprint Date: Reprint Date: Reprint Date:

Jara: 05.07.2023

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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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Dr. Reddy's Laboratories 1 td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND1A

Tel : 491 98166 56001-02
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun KOnnop”, Tabnetku aucneprupyemsie [ans aere], 100 mr + 125 mr

Batch No/ V2301132 Batch Quant1ty/ 547.50kg
Cepns Ne : Pa3smep cepun :

Analytical Rep(zrt No/ 890001671975 Date of Analysis / 05.07.2023
Ananutuueckuit oTueT No : JlaTa aHanusa:

Date of Manufacture./ May-2023 Date of E)fplry/ Apr-2028
Jara npon3BozacTaa : ["opnen 1o :

Analysis performed according ND / Ananus nposeaen no HI: [T N011252/02-150323

Ne Test / Ilokaszarean

Results / PesynbTaTht

Specification / Hopma

b) Total combined yeasts

YUCITIO IPONOKEBBIX U
NIECHEBLIX IPHOOB

c) E. coli

and mould count / Ob1iee

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

Absentin 1 g/
OrcyrcTBYeT B 1 T

9 | Uniformity of dosage units / OAHOPOAHOCTH 103HPOBAHHSA

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

Shall be absentin 1 g/
OrcyrcTBUEe B 1 T

Ibuprofen / M6ynpoden

; 1.7

Paracetamol / [Tapaueramon

The acceptance value (AV) should be not
more than 150 / [Ilokazarens
npuemiaeMoctd (AV) gomxeH ObITh He
oonee 15,0

1.7

| The acceptance value (AV) should be not

10
olnpeeseHue

Assay / KonuyecTBeHHOE

more than 15.0 / Ilokasaresns
npueMiieMocTd (AV) nomkeH ObITh He
6onee 15,0

99.3 mg/99.3 mr

124.1 mg/ 124.1 mMr

[90.0 mg to

110.0 mg of C3H30;
(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr Ci3Hi302 (ubympoden) B
TabneTke

1125 mg to 137.5mg of CsHoNO;
(paracetamol) per tablet/ OT 112,5 Mr 10
137,5 Mmr CsHoNO, (napaneramon) B

Remarks : The Product conforms to ND/
IIpnmedanne: Ilpoaykr coorBeTcTBYeT TpeboBaHusM HJ|

Opinion : APPROVED
3akmouenne: OJOBPEHO

Hara: 05.07.2023

Jlata: 05.07.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: IIpoBepeno: Ramakant w Opobpeno: Merepkep / PykoBonutens
Ankit Amit Kumar e

Reprint Date: Reprint Date: Reprint Date:

Jlarta: 05.07.2023

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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CERTIFICATE OF ANALYSIS

CEPTUMPHKAT AHAJIU3A
Page5of 6/ CTp. 5u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknmun FOunop”, Tabnetku nucneprupyemple [ans aeteii], 100 Mr+ 125 mr
Batch No/ V2301132 Batch Quantlty./ 547.50kg
Cepust Ne : Pasmep cepuu :
Analytical Repc:rt No/ _ 890001671975 Date of Analysis / 05.07.2023
Ananutndeckuii otder Ne : JlaTa aHanu3a:
Date of Manufacture./ May-2023 Date of E)fplryf Apr-2028
JlaTa npou3BOJCTRA : I'oneH zo :
Analysis performed according ND / Ananus nposeaet no HJI: [T N011252/02-150323
- Ne Test / IlokazaTensn Results / Pe3yabTaThl Specification / Hopma
; TabneTke
11 |Package / YnmakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in a |blisters and patient information leaflet in
carton. / ITo 10 tabnerok B 6umctep |a carton. / ITo 10 Tabnetok B 6Gnucrep u3s
'u3 [IBX/AL Ilo 2 6ancrepa Bmecte ¢ [[IBX/AL Tlo 1, 2 wiu 20 6ucTtepos

WHCTPYKLUMER MO0 NPUMEHEHUIO B|BMECTE C MHCTPYKIMEH 10 MPUMEHEHHUIO
|
| HayKy KapTOHHYIO. B IMaYKy KapTOHHYIO.

12 |Labeling / MapxupoBka |According to ND. / B coorBerctBuu ¢ HJI.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHue B opurunansHo#i ynakoke (61McTep B auke) MU TEMIEpAType He BBIILE
25 °C.

14 |Shelf life / Cpox roagsocT |5 years /5 et ‘
* 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. / McnipITaHHe MPOBOAMTCS TOJNLKO I Kax10i 20-if cepuu WIJIH U1 OXHOIi CepuH B
rofi, B 3aBHCHMOCTH OT TOI'0, YTO HACTYNIUT paHee. Iloka3aresb MOXKET OTCYTCTBOBATH B cepTHHKATe aHANH3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJI 3akmouenue: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioxrorosneno: & [IposepeHo: Ramakant ﬁ[ || ! !" Opnobpeno: Menemxep / PykoBonuTens

Ankit Amit Kumar /3(; A=
——

Reprint Date: Reprint Date: Reprint Date: '

Hara: 05.07.2023 Hara: 05.07.2023 Hara: 05.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P,, 173 205, INDJA
Tel : 491 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
M6ykauu IOHuop”, Tabnetkn aucneprupyempie [1uis aereit], 100 mr+ 125 mr

Batch No / V2301132 Batch Quantlty' / 547.50kg
Cepust Ne : Pazmep cepuu :

. | .
Analytical Repczrt No/ . 890001671975 Date ofAnaly'sm/ 05.07.2023
Ananutadeckuil otueT Ne ; JlaTa aHanu3a:
Date of Manufacture./ May-2023 Date of Expiry/ Apr-2028
Jata npon3BoacTaa : ["omeH no :

Analysis performed according ND / Ananu3 nposeaet no HJI: [T N011252/02-150323

API name (INN) /
Haumenopanue AGC (MHH): Ibuprofen / M6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM230100 1306/22-23
Homep cepun npoussoautenss ADC:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIMH FEQA00184 FEQAO00187
npouspogutens LJID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
AP1 Manufactured by & counfry/ Limited, India / Conapa DxTHB India / IlIpu KpuirHa
IIponssomurent A®C, cTpana: ®apma Caitencus Jlumuten, Munus | ®apmacerotukans Jita., Muaus

Remarks : The Product conforms to ND/

ITpumeuanne: IIpoaykT coorBeTcTBYET Tpebosanusm HJJ

Opinion : APPROVED
3akmwoyeane: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoBepeHo: Ramakant Mw/t\ Onobpeno: Menezpiep / PykoBoautens
Ankit : Amit Kumar e

: & ,—”."—F
Reprint Date: Reprint Date: Reprint Date:
Hara: 05.07.2023 Hara: 05.07.2023 Hata: 05.07.2023

Keglstered Uttice: 8-2-33/, 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




