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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6 yiwmH FOHKop®, TabneTku aucneprupyembie [ geteii], 100 mr + 125 mr

Bt No/ V2302180 Baich Quantity /1545 00 kg
epus Ne : Pa3mep cepun :

Analytical Repclrt No / 800001606776 Date of Analysis / 31.10.2023
Ananmutadeckuii oTuet Ne : [ara aHamusa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa MPOU3BOACTBA : TomeH 10 :

Analysis performed according ND / Ananns nposenes no HJI: I1N011252/02-150323

Ne 1 Test / TloxazaTenanb

Results / Pe3yabTaThl

Specification / Hopma

1 |Description / Onucanune

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrisle  MIIOCKOLMIMHAPHYECKHE
TabNeTKU  pO30BOrO  L(BETA C
BKparnJieHus My, ¢ (Gackoil U pUCKOH
Ha OXHON CTOpPOHE, C XapaKTEPHBIM
3aMaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyriisle TIOCKOLMIIMHAPHYECKUE
TabJeTKH pO30BOro BeTa c
BKpAaIUICHUSAMH, ¢ (packoil W pHCKOH Ha
ONHOM  CTOpOHE, C  XapaKTepHBIM
3aMaxoM.

2 |Identification /
Ilom,IMHHOCTHL

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  ynepXuBaHHS ~ OCHOBHBIX
MHKOB Ha XpoMaTorpamMmme
HCTBITYEMOr0  pacTBOpa  JOJDKHEI
COOTBETCTBOBATh BpeMeHaM
yIepKUBAHHUS ITHKOB Ha
XpOMaTorpaMMe pacTBoOpa CTaHAAPTHBIX
06pazioB ubynpodeHa 1 napaneramosia

(paznen «KonmnyecTBeHHOE
OTIpEICIEHHEN).
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [TpoxykT cooTBeTCTBYET TpeboBanusam HJI

3akarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: é/‘“ IIpoBepeno: Himesh Kumar Onobpeno: Menenukep / PykoBonuteb
Santosh Kumar Maurya = Q‘:l”é Abhishek Chauhan \

7 | 3
Reprint Date: Reprint Date: Reprint Date: '

Hara: 31.10.2023

Hata: 31.10.2023

Hata: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yknny [Onnop”, Tabnerku aucrieprupyemsie [ana aeteii], 100 Mr + 125 mr

Batch No / V2302180 Batch Ql‘lantlty. / 542.000 kg
Cepus Ne : Paszmep cepun :

Analytical Repgrt No/ 290001696776 Date of Analysis / 31.10.2023
Amnanutiueckuit otueT Ne : Jara aHasnu3a:

Da‘te of Manufacture./ 10/2023 Date of Expiry / 09/2028
JlaTa npoH3BOACTEA : [ozneH 10 :

Analysis performed according ND / Ananus nposeaes o HJL: 11 N011252/02-150323

Ne Test / Tokasareib Results / PesyabTaThl | Specification / Hopma
| 3 |Average weight of tablets / 364.7 mg/ 364.7 Mr [357.7 mg to 372.3 mg ]
Cpennss macca Ta01eToK . (365.0 mg £ 2.0 %). /
Complies/CooTBETCTBYET Ot 357,7 Mr zio 372,3 wr
(365,0 Mr = 2,0 %)

4 | Disintegration / 00 min 39 sec/ 00 muH 39 cek | Not more than 3 min /
PacnagaemocThb He 6onee 3 mun

5 |Dissolution / PacTBopenue 99 % to 102 % Not less than 70 % (Q) of Ci3HisO2

|

| Dispersibility /
JAucnepcHoOCTh

98 % to 101 %

Complies / CooTBeTCTBYET

| Uniform suspension passing through the |

(ibuprofen) after 30 min / He Menee
70 % Q) Ci3Hi30:
(ubympoden) uepes 30 MHH

Not less than 70 % (Q) of CgHsNO»
(paracetamol) after 30 min / He MeHee
70 % Q) CsHoNO,
(napaueramon) uepe3 30 MHH

710 pm sieve is formed / Obpasyercs
OZIHOpOMHAsT CYCIEH3Ms, NpOXOoAsiias
yepes CHUTO C pPa3MEPOM OTBEPCTUH
710 MxM

Remarks : The Product conforms to ND/

Tpumeuanue: IIpoxykT cootBeTcTByeT TpeboBanusm H/I

Opinion : APPROVED
Zakmrouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroneHo: (@ [Mposepeno: Himesh Kumar Onobpeno: Menemkgp / PykoBonurenb
Santosh Kumar Maurya =] —_— ———- | Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Jata: 31.10.2023 Hara: 31.10.2023 Jara: 31.10.2023

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

M6ykmn IOHuop”, Tabnetky Ancnepriupye

Mble [0 gereit], 100 mr + 125 Mr

Batch No / V2302180 Batch Quantlty./ 542.000 kg
Cepusi Ne : Pasmep cepud :

Analytical Repgrt No/ 890001696776 Date of Analysis / 11.10.2023
Ananutaueckuii otuet Ne : Jlara aHanu3a:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa TpOXW3BOACTRA ! l'oges 1o :

Analysis performed according ND / AHanu3 POBEJEH 110

HJI; T1N011252/02-150323

7 |Related substances / PoacTBeHHbIE NpHMeCH
Method 1/ Metox 1 0.0003% 4-aminophenol (paracetamol impurity) ]
4-Aminophenol content / not more than 0.005 %
Onpe/eneHre CoAepHanns 4-aMUHODEHOI (npuMech
4-amuHodeHoNa napauetamona) - He 6onee 0,005 %
Method 2 / Metoxn 2 BDL (disregard Limit 0.05%) Any individual unidentified impurity of
Tbuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
OrmnpeneneHue EnuHuuHas — HenJeHTH(UUMPOBAaHHASA
HenAeHTH UL POBAHHBIX IpUMECh ubynpodena U1
npumeceii HOynpodeHa 1 napaueTamorna - He 6onee 0,2 %
napaueramorsa 0.0003%
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceit (Meron 1 +
Merox 2)

8 | Microbial limits* / MUKpOOHOIOrHU€ECKAs YHCTOTA™
a) Total aerobic microbial NA Not more than 10° CFU/g/
count / Obmiee 4UCNO He 6onee 10° KOE/r
a’poOHBIX
MHKpPOOPraHH3MOB

Remarks : The Product conforms to ND/
Tpumeuanue: [IpofyKT COOTBETCTBYET tpebopanuaM HII

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / g(z Checked by / Approved by: Manager/Executive /
IToarotoBieHo: / ITpoeepeno: Himpesh Kumar Opo6pero: Menemiep / PykoBoanTtesib
Santosh Kumar Maurya c_jl,/——g Abhishek Chauhan \ \
Reprint Date: Reprint Date: Reprint Date: o ‘

Jara: 31.10.2023

Jarta: 31.10.2023

Jara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4500 2999, Etnall: nigll@dieddys.com

CIN: L85195AP1984PLC004507
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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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxaun IOuuop®, Tabnetku aucneprupyemsle [ gereii], 100 mr + 125 mr

Batch No{ V2302180 Batch Quantlty-/ 542.000 kg
Cepust No : Pasmep cepun :

Analytical Rep?rt No/ ‘ 890001696776 Date of Analysis / 31.10.2023
Ananutnyeckui oruet No : Jata aHanusa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa MpOX3BOJICTBA : lonen no :

Analysis performed according ND / Ananus nposegier no HJT; [T N011252/02-150323

[b) Total combined yeasts i NA Not more than 10> CFU/g /
'and mould count / Obuiee He 6onee 10> KOE/r
YHCJI0 OPOXOKEBBIX H

MJIECHEBBIX rpuboB

¢) E. coli NA Shall be absentin 1 g/

OrcytctBue B 1 T

9 | Uniformity of dosage units / O1HOPOAHOCTL 03K POBAHMSA

|

10 | Assay / KoauuecTBeHHOE
omnpejeseHHe

102.4 mg/ 102.4 mr

126.3 mg/ 126.3 mr

Tbuprofen / U6ynpoden 2.9 The acceptance value (AV) should be not |
more than 15.0 / Ilokasarens|
' npuemieMocT (AV) HoJKeH ObITh He
| 6onee 15,0
Paracetamol / ITapaneramon 1.6 The acceptance value (AV) should be not

more than 15.0 / Ilokazarens
npuemieMocTH (AV) nokeH ObITh He
oonee 15,0

90.0mg to 110.0mg of CiHisO2
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr Ci3H;s0, (ubympodeH) B
TabneTke

1125 mg to 137.5mg of CsHyNO:;
(paracetamol) per tablet/ Ot 112,5 mr 10
137,5mMr CsHoNO, (mapauetamos) B
Tabnerke

Remarks : The Product conforms to ND/

TTpumeuanue: IIponykt cootBeTcTBYeT TpebGoBanusm H/T

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
[ToaroToeneHo: @ ITporepeno: Himesh Kumar Onobpeno: Menemxep / PykoBojnTens
Santosh Kumar Maurya ~ ;_——:;.:3’—’/—,;“ Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: ‘

Hara: 31.10.2023 Hata: 31.10.2023 Jata: 31.10.2023

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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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIW3A

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
U6yxmun FOnuop”, Tabnetku ancnepripyemsie [ aerei], 100 mr + 125 mr

Batch No / V2302180 Batch Quantlty./ 542.000 kg
Cepus Ne : Pasmep cepud :

Analytical Repgﬂ No/ 890001696776 Date of Analysis / 31.10.2023
AHanuTuueckuii oTyer Ne : JlaTta ananusa:

Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa npou3BOACTBA : l'open no :

Analysis performed according ND / Aranus nposeges o HJI: IT N011252/02-150323

11 [Package / YnakoBKka

10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / [To 10 Tabnerok B 6ctep
u3 [IBX/ALl Tlo 2 6nuctepa BMecTe €
HHCTpYKLIMEH MO TNpPHUMEHEHHIO B
Nayky KapTOHHYIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 Tabnerok B 6HcTep U3
TBX/AL Ilo 1, 2 wmu 20 61ucTepos
BMECTE C HHCTPYKIIHE# 110 MPUMEHEHHIO
B NTAYKy KapTOHHYIO.

12 |Labeling / MapkupoBKa

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

13 |Storage conditions /
Xpanenne

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHajibHON ynakoBke (6JucTep B [aYKe) MPH TeMIEepaType He BbILIE

14 | Shelf life / Cpok rogHocTH

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. / McnibiTanue IPOBOAUTCA TOJIbKO IS Kaxaod 20-i cepuu UM JJIs1 OQHO# CepHH B
rof, B 3aBUCHMOCTH OT TOT'0, 4TO HacTynuT paHee. [lokazaTeslb MOXKET OTCYTCTBOBATD B CePTH(HKATE aHAIH3A.

Remarks : The Product conforms to ND/
TIpumeuanue: [TpoaykT coorBeTcTBYeT Tpebosanusam HJT

Opinion : APPROVED
Zaxawuenne: OJOBPEHO

Prepared by / @\_ Checked by / Approved by: Manager/Executive /
[oaroToBneHo: = | llposepeno: Himesh Kumar Onobpeno: Menemkép / Pykosogurens
Santosh Kumar Maurya C;X—/—f Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date: '

Hara: 31.10.2023 Hata: 31.10.2023 Hara: 31.10.2023

Reeistered 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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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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykun Ounop”, Tabnetxku aucneprupyemslie [ans pereii], 100 mr + 125 mr
Batch No/ Batch Quantity /
Cepits No - V2302180 PasMep CepHH : 542.000 kg
Analytical Repczrt No / . 290001696776 Date of Analysis / 31.10.2023
AHanuTHueckmii otyeT No : JlaTta aHanu3a:
Date of Manufacture / 10/2023 Date of Expiry / 09/2028
JlaTa npoU3BOACTBA : I'open 1o :
Analysis performed according ND / Ananu3 nposesier mo HJI: IT N0O11252/02-150323

API name (INN)/

Hammenosatue ADC (MHIH): Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
API manufacturer batch number / PIBM230355 APAPE2023060682
Homep cepuu npoussoanresiss ADC:
FP Manufacturer API Batch number /
Howmep cepuu cyGcTannuu FEQA00449 FEQA00329
npouspogutens I'JIdD:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfry / Limited, India / Conapa DxtnB I'panynec Unaus Jita., Uuaus
Iponssomutent, ADC, cTpana: ®apma Caiiencus Jlumuren, s

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYeT Tpebopanuam HJI

Opinion : APPROVED
3akmwouenue: OJOBPEHO

Hara: 31.10.2023

Jara: 31.10.2023

Prepared by / (gg, Checked by / Approved by: Manager/Executive /
IToarorosneHo: —— | IIposepeHo: Himesh Kumar _ Onobpeno: Meneasxep / PykoBonutens
Santosh Kumar Maurya Dgn’/—‘—’ Abhishek Chauhan \ \

et
Reprint Date: Reprint Date: Reprint Date:

Hara: 31.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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