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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun FOnnop®, Tabnerkn nucneprupyemsie [ans aeteii], 100 mr+ 125 Mr

Batch No / V2301493 Batch Quantlty./ 541.04kg
Cepus Ne : Pasmep cepun :

Analytical Report No / 890001680789 Date of Analy‘sw / 16.08.2023
AHamutHyeckuil oTyer Ne : JlaTa aHanuza:

Date of Manufacture / Tul-2023 Date of Expiry / Jun-2028
Jlata npou3BOACTBA : Togen no :

Analysis performed according ND / Ananu3s npoeeaen no HJI: ITN011252/02-150323

Ne Test / IlokasaTean

Results / Pe3yibTaThI

Specification / Hopma

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrisle  mIOCKOLMIMHAPUYECKHE
TabJIeTKH  pO30BOrG  LBETA C

BKPAIUIEHHSIMH, C (ackoi U pUCKOM
Ha OJHOH CTOPOHE, ¢ XapaKTepHbIM
3aMaXOM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrisie DNOCKONWIHHAPUYECKHE
TabneTku PO30BOr0 uBeTa G
BKpaNneHusaMy, ¢ $ackod H pHCKOH Ha
ONHOH CTOpOHE, C  XapaKTEepHbIM
3aMaX0oM.

Identification /
IToxanHHOCTH

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  ymepKUBAaHHS  OCHOBHBIX
THKOB Ha XpoMaTorpamme
HCIIBITYEMOTO  pacTBOpa  AOJDKHBI
COOTBETCTBOBATh BpeMeHaM
YIOEPXKHBaHUA DHKOB Ha
XpOMAaTOrpamMMe pacTBOpa CTAaHIAPTHBIX
obpasuoB ubynpodera u napaueramona

ITpumeyanue: IIpoxyKT cooTBEeTCTBYET TpeboBanusam HJL

(pa3men «KonuyecTBEHHOE
ONPENICNICHUED).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akaouyenue: OJJOBPEHO

JHara: 16.08.2023

Jara: 16.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToATOTOBMEHO: ) ITposepeno: Hjmesh Kumar o Opnobpeno: Menemwxkap / PykoBoantenn
Pardeep Kumar <3(,/ (1::;4") Abhishek Chauhan | \

Rcprint Date: Reprint Date: ' Reprint Date:

JlaTa: 16.08.2023

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: L85195AP1384PLC004507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Woyxana 10unop”, rabnetkn aucnepripyemsie [nas nereii], 100 mr + 125 mMr

Batch No / V2301493 Batch Quantlty'/ 541.04kg
Cepuist Ne : Pasmep cepum :

Analytical Rep?rt No/ 290001680789 Date of Analy.ms / 16.08.2023
AHanutHueckuii otyet No : Jata aHanun3sa:

Date of Manufacture / Tul-2023 Date of Expiry / Jun-2028
JlaTa MpoM3BOACTBA : TFopen o :

Analysis performed according ND / Ananus nposesies no HI: ITTN011252/02-150323

1 No Test / IloxasaTesw Results / PeaynbTaTs! Specification / Hopma
3 |Average weight of tablets / 365.4 mg/ 365.4 mr 357.7 mg to 372.3 mg
Cpeansst Macca T26J1eTOK . (365.0 mg +2.0 %). /
Complies/CooTBeTcTBYET Ot 357,7 Mr 210 372,3 Mr
(365,0 Mr £ 2,0 %)
4  Disintegration / 00 min 27 sec/ 00 My 27 cex | Not more than 3 min /
Pacnagaemocts He 6onee 3 mun
5 |Dissolution /PacTropenne 96 % to 99 % Not less than 70 % (Q) of Ci;sHs0:|
(ibuprofen) after 30 min / He menee
70 % Q) Ci3H 502
(ubynpogen) uepes 30 Mun
94 % to 97 % Not less than 70 % (Q) of CsHyNO;
(paracetamol) after 30 min / He meHnee
70 % Q CsHoNO;
(napaueramon) uepes 30 MHH
6 |Dispersibility / ~ Complies / CooTBeTcTBYeT Uniform suspension passing through the
JucnepcHocTs 710 pm sieve is formed / O6pasyetcs
ONHOPOAHAS CYCNEH3Hs, NPOXOAsIIas
4yepe3 CHTO € pa3sMEPOM OTBEpPCTUH
710 MxM
7 |Related substances / PoacTBenHble npaMecu

Ipumeuamne: TTpogykT cooTBET

Remarks : The Product conforms to ND/

CTBYET TpeboBanusM HJT

Opinion : APPROVED
3akawdenne: OJJOBPEHO

Hara: 16.08.2023

Hara: 16.08.2023

‘Prepared by / Checked by / Approved by: Manager/Executive /
IMoxarorornexo: f Iposepeno: Htimesh Kumar Opnobpeno: Menemiep / PykgBonuTeis
Pardeep Kumar = ) 2N Abhishek Chauhank_\

t p \
Reprint Date: Reprint Date: Reprint Date:

Hara: 16.08.2023

Registered Nffire: 8-22337, Road Mo. B, Banjara Willc, Hyderabad 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

WU6yxnun FOuuop”, Tabnerku aucneprupyemsie [t aetei], 100 mr + 125 mr

Batch No / V2301493 Batch Quantlty' / 541.04kg
Cepus Ne : Pasmep cepuH :
Analytical Report No / 890001680789 Date of Analysis / 16.08.2023
AHanuTH4Yeckui ordet Ne Hata ananusa: ==
Date of Manufacture / Tul-2023 Date of Expiry / Fun-2028
JlaTa mpou3BOICTBRA : Togen jo:
Analysis performed according ND / Ananns nposenes no HJI; IT N011252/02-150323
Ne Test / H(;Kasa're.nb Results / Pe3ynnTaThl Specification / Hopma |

Method 1/ Merog 1
4-Aminophenol content /
OrnpezeneHue conepxanus
4-amuHodeHONa

0.0002%

Methoed 2 / Meron 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HEUIEATHUHUIMPOBAHHBIX
npuMeceit H6ympodeHa u
napaneramona

BDL (disregard Limit 0.05%)%

0.0002%

Total impurities (Method
1+Method 2) / Cymma
npumecei (Meron 1 +
MeTton 2)

‘Any individual unidentified impurity of

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

4-aMuHOGEHON (npumech
napaueramona) - He 6onee 0,005 %

ibuprofen or paracetamol - not more than
02%

Enunuunas  HeHICHTUOHLHUPOBaHHAs
MPUMECh ubynpodena HITH
napaueramona - He 6oxee 0,2 %

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

Microbial limits* / Mukpo6nosoruyeckast YyHcToTa*™

a) Total aerobic microbial
count / Ob1ee yucno
a3pOOHBIX
MHEFPNONTAHKHIMOR

| 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/
IIpumeuanue: ITponykr cooTBeTcTByeT Tpebosanuam HJL

Opinion : APPROVED
3akawuenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: (_\I-,a ITposepeno: Himesh Kumar Onobpeno: Menemrdp / Pyrosojantent
Pardeep Kumar = - Abhishek Chauhan

Reprint Datc: Reprint Date: Rcprint Date:

Hara: 16.08.2023

Hara: 16.08.2023

Hata: 16.08.2023

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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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

CEPTUOHUKAT AHAJIM3A

Page 4 of 6/ CTp. 4 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
I/Iﬁyrcmfﬂ FOuuop™, Tabnetku gucneprupyemsie [fns gerei], 100 mr + 125 mr

Batch No / V2301493 Batch Quantity / 541.04kg
Cepust Ne : Pasmep cepyu :
Analytical chc:rt No/ ‘ 290001680789 Date of Analy'sls / 16.08.2023
Ananutaueckuii oryer Ne : JlaTa aHanuza:
Date of Manufacture_/ Tul-2023 Date of Expiry / Jun-2028
JlaTa npoM3BOACTEA ! I'oneH 110 :
Analysis performed according ND / Ananus nposesier no HIT: TTN011252/02-150323
Ne Test / IlokazaTeb Results / Pe3yabTaThl Specification / Hopma
~|b) Total combined yeasts Less than 100 CFU/g/  |Not more than 10 CFU/g/
and mould count / O6uee Megee 100 KOE/r He 6onee 10 KOE/r
YUCIIO APOAOKEBBIX H
IECHEBbBIX rpnboB
¢) E. coli Absentin 1g/ Shall be absent in 1 g/
OtcyrctByeTrB 1 T |OTCyTCTBHe BIr
9 |Uniformity of dosage units / OgHOpPOAHOCTH JO3UPOBAHHS
Ibuprofen / U6ynpoden 1.3 The acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npuemieMoctd (AV) JOmxeH OBITh HE
bonee 15,0
Paracetamol / [apaueramon 1.2 The acceptance value (AV) should be not
more than 15.0 / Ilokasarens
npuemiieMocti (AV) nomkeH OBITE HE
Bonee 15,0
10 [Assay/ Konu4yecrBeHHoe 101.2 mg/101.2 mr 90.0mg to 110.0mg of Ci3His02
onpeneneHHe (ibuprofen) per tablet / Ot 90,0 mr no
110,0 mr C;3H;30; (ubynpoden) B
Tabnerke ‘
124.4 mg/ 124.4 mr 112.5mg to 137.5mg of CsHoNO;
(paracetamol) per tablet/ Ot 112,5 mr 0
137,5Mr CsHoNO, (mapaneramoJ) B

Remarks : The Product conforms to ND/

ITpumeuanne: [IpogykT cootBeTcTByeT TpebopaHHsM H/J

Opinion : APPROVED
3akmrogenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroTOBNEHO: [‘ ITpoBepero: Himesh Kumar Onobpeno: Menenskep\ / PyxoBoanTess
Pardeep Kumar Abhishek Chauhan ,

Reprint Dalte: Reprint Date: : Repriut Dale:

Harta: 16.08.2023 Hara: 16.08.2023 Jara: 16.08.2023

Registered Officet € 2 337, Road Mo. 3, Banjara Rills, Hydorabad - 500031, 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

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 6aucTep
n3 [IBX/AL Ilo 2 6nicrepa BMecTe ¢
UHCTpYKIHMEH II0 MPUMEHEHHIO B

24Ky KapTOHHYIO.

CEPTUOUKAT AHAJIM3A '
Page50f6/CTp. 5H3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxnnn IOunop®, Tabnetku gucneprapyemsie [ansa geteii], 100 mr+ 125 mr
Batch No / V2301493 Batch Quanﬂty/ 541.04kg
Cepug Ne: Pa3smep cepun :
Analytical Report No/ — 1gg4001 630789 Date of Analysis [ “1,6 08 7073
AHanuruyeckui orger Ne JlaTa aHayu3a:
Date of Manufacture / Tul-2023 Date of Expiry / Tun-2028
JaTa npou3BoACTBa : |Fonen no :
Analysis performed according ND / Ananu3s nposeses no HJI: IT N011252/02-150323

Ne Test / Iloka3aTesan Results / Pe3yapTaThl ol Specification / Hopma_ —

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

blisters and patient information leaflet in
a carton. / ITo 10 Tabnetox B 6auctep n3
MNBX/AL Tlo 1, 2 unu 20 6auctepos
BMECTE C UHCTPYKIMEH O MPHMEHEHHIO
B NMayKy KapTOHHYIO.

12 |Labeling / Mapkupogka According to ND. / B cootBetcTsuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHenue B opurunaneHo# ynakoeke (6ucTep B nadxe) nNpH TEMIIEPAType HE BBIILES
25 °C.
14 | Shelf life / Cpox rognocru |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. / McnbiTaHHe MPOBOANTCH TOJBKO MJIsl KaxN0ii 20-i cepuy HIIH JJI OAHON cepHH B
rof, B 3aBHCHMOCTH OT TOTO, 4T0 HacTynuT paHee. [IoxazaTesib MOeT OTCYTCTBOBAThH B cepTHHKATE anaH3a.

Opinion : APPROVED
3akmouenne: OJOBPEHO

Remarks : The Product conforms to ND/
Ilpameuanne: [Ipoxykr cooTeeTcTBYeT TpeboBanusam HJ{

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: C}E‘J | Ilposepeno: Himesh Kumar Onob6pero: Menemkep / PykoBonirens
Pardeep Kumar = - — Abhishek Chauhan F}k )

Ieprint Datet Reprint Date: ' Reprint Date:

Hara: 16.08.2023 Hara: 16.08.2023 JHara: 16.08.2023

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
CiIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTHO®HKAT AHAJIH3A

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

Vill. Khol, Nalagarh Road, Baddi,
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoyxnin ¥Ornop”, Tabnetku Ancnepritpyemuié [ ereii], 100 Mr + 125 mr

Batch No / Batch Quantity /

Cepst Ne : R PazMep cepim : Rl L
Analytical Repgrt No/ _ 890001680789 Date of Analy‘s.ls / 16.08.2023
AHanuTHYeckuit otuer No : Jlarta ananuza:

Date of Manufacture / Tul-2023 Date of Expiry / Jun-2028
JlaTa npon3BoACTBA : Tonen no :

Analysis performed according ND / Ananu3s nnposenes no HJ: I N011252/02-150323

ﬁgﬁ;:&igﬁ? i ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM?230137 APAP/23030307,
Homep cepun npoussoautens APC: APAPE2023060681
FP Manufacturer API Batch number /
Homep cepun cyGeTanuuun FEQA00219 FEQAO00127, FEQA00328
nponzpojinress I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & country / Limited, India / Conapa DkTus [pauynec Uunus Jita., Uaans
Hpoussogutent, ADC, crpana: ®apma Caiiencus Jlumuren, Unnus

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipameuamue: [pogykT cooTBeTCTBYeT TpeboBanusam HJJ 3akmoyenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: {3{;—— Ilposepetio: Himesh Kumar Onobpeno: Mernemxkep /|PykoroaiTens
Pardeep Kumar - C—_ﬂ;j_,_/—f—' Abhishek Chauhan j k 1

Reprint Date: Reprint Date: Reprint Date:

Hara: 16.08.2023 Hara: 16.08.2023 JHara: 16.08.2023

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




