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

Hoyknns 10nnop”, Tabnerku gitcnepripyensie [ana neteit], 100 mr + 125 mr

Batch No / V2301809 Batch Quantlt){ / 547.5 kg
Cepus Ne : Pa3mep cepuy :

Analytical R6p?rt No / . 890001690779 Dgte of Analy.sw / 27.09.2023
Ananutnueckuii oryer Ne : JlaTa aHanusa:

Date of Manufacmre‘/ Aug-2023 Date of E)fpll‘y/ Jul-2028
Hata npoizeojcTea ; [oxeH no :

Analysis performed according ND / Ananus nposegen no HJI: ITN011252/02-150323

’TV‘Q Test / IloxazaTens

Results / PesynpTaThi

Specification / Hopma

1 | Description / Onucanue

3anaxom.

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

score-line on one side and
characteristic odor. /
Kpyrnele  nnockoLMIHEApAYECKHE
TableTKH  poO30BOrOo  IBETAa C

BKpaIUIEHUIMH, ¢ (ackoit ¥ pHCKoi
Ha OJHOH CTOpOHE, C XapaKTepHBIM

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnere TUIOCKOUMIMHAPHYECKHE
TabneTKH  poO30BOTO  IlBETa c
BKpAIUICHUAMH, ¢ (ackodl ¥ PHUCKOM Ha
ONHOH CTOpOHE, C  XapaKTEPHBIM
3aMaxoMm.

2 |Identification /
IMoamuuuoOCTL

Complies as prescribed/
CootBercTBYET

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
ITHKOB Ha XpOMAaTOrpaMMe
UCIIBITYEMOTO  pPacTBOpa  JOJDKHBL
COOTBETCTBOBATH RpEMEHAM
YIEePXKUBaHUS [THKOB Ha
XpOMaTOorpamMMme pacTBOpa CTAaHAAPTHBIX
06pa3yoB ubynpodeHa u mapaleramMona
(pazmen «KonuuecTBeHHOE

ONIPEAENICHUEY).

Remarks : The Product conforms to ND/
Ilpumedannc: [Tponyxr cooreetcrsyet TpeGoBanmsm HIT

Opinion : APPROVED
3akniouenune: OJOBPEHO

Jara: 27.09.2023

Hata: 27.09.2023

Prepared by / Y Checked by / Approved by: Manager/Executive /
IoarorosneHo: @y Ilposepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoguTens
Santosh Kumar Maurya e Manoj Kumar L):;Q—“/C
Reprint Date: Reprint Date: Reprint Date:

Hata: 27.09.2023

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: L85195AP1584PLC004507
www.drreddys.ccm
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yknun FOrnop®, Tabnerkn aucneprupyemsie [1ns nerei], 100 mr + 125 mr
Batch No / V2301809 Batch Quanmy: / 547.5 kg
Cepus Ne : Pasmep cepu :
Analytical Report No / 890001690779 Date of Analy'ms / 27.09.2023
AHanuTHyeckuit oTyet Ne : Jata anannsza:
Date of Manufacture./ Aug-2023 Date of Expiry / Tul-2028
JaTa ipon3BOJICTBA : I"open fo :
Analysis performed according ND / Ananu3 npoeezes no HJ: I1 N011252/02-150323
Ne Test / IToka3aTesib Results / PesyabTaTbl Specification / Hopma
3 | Average weight of tablets / 369.2 mg/ 369.2 mr 357.7 mgto 372.3 mg
Cpennsns Macca TablleTok . (365.0 mg +2.0 %). /
Complies/CooTBeTCTBYET Ot 357,7 r o 372,3 Mr
(365,0 Mr £ 2,0 %)
4 | Disintegration / 00 min 27 sec/ 00 Mun 27 cek | Not more than 3 min /
PacnapaeMocTh He 6onee 3 muu
5 |Dissolution /PacrBopenue 98 % to 101 % 'Not less than 70 % (Q) of Ci3His0:
(ibuprofen) after 30 min / He Menee
70 % Q) Ci13Hi502
(ubynpoden) yepes 30 Mux
97 % to 100 % Not less than 70 % (Q) of CsHoNO;
(paracetamol) afier 30 min / He Menee
70 % Q) CsHsNO;
(mapauetamon) uepes 30 MUK
6 |Dispersibility / ~ Complies / COOTBETCTBYET Uniform suspension passing through the
JAucnepcHocTs 710 um sieve is formed / O6pasyercs
OIIHOPOZIHAS CYCTIEH3HUs, NpOXOIAIasd
4Yepe3s CHTO C pa3MEpoM OTBEPCTHH
710 MKkM
{ 7 |Related substances / PoacTBeHHbIe npuMecH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpuveyanne: [TpogykT cooTBeTCTBYET TpeboranusaM H]| 3aknr4yenue: OJOBPEHO
Prepared by / @{k Checked by / Approved by: Manager/Executive /
HonrotoRneHn; <2 TTparepern: Pardeep Kumar 1 Onobpeno: Menemxep / Pykosoantens
Santosh Kumar Maurya S — Manoj Kumar "}) :’“L‘_r

Lihpe it
Reprint Date: Reprint Date: Reprint Date:
JaTa: 2/.09.2023 Jata: 2'/.09.2023 JaTa: 2/7.0Y.2023
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoyinun IOuuop”, Tabnetky gucneprapyemsie [mns gereii], 100 mr + 125 mr

Batch No/ Batch Quantity /

Cepus Ne : = Pasmep cepun : 3475 kg

Analytical Repc:rt No/ 290001690779 Date of Analy.s1$ / 27.09.2023

AHanuTH4eckui otvet Ne : JlaTa aHann3a:

Date of Manufacture_/ Aug-2023 Date of E)fpll’y/ Tul-2028

JlaTa MpON3BOACTEA : T'oner 5o :

Analysis performed according ND / AHaan3 nposeges no HJI: IT N011252/02-150323

Ne Test / IToka3aTesn Results / Pe3yJ‘ll>';‘aTl>l 15 Specification / Hopma ]
Method 1/ Merop 1 0.0001% 4-aminophenol (paracetamo] impurity) -
4-Aminophenol content / not more than 0.005 %
Onpenenetne coaepRaHus 4-amunOGbEHON (npumecs
4-amuHodeHoNa napaneramona) - He 6onee 0,005 %
Method 2 / Metop 2 0.08% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpenenenue {ExpnuyHas  HeWIeHTH(PUIHpPOBAHHAA
HEWJICHTH(ULNPOBAHHBIX NMpPHMECH ubynpodena UM
npumeceit ubynpodena u napaueramosa - e 6onee 0,2 %
rnapareramoja
Total impurities (Method 0.08% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumeceii (Meron 1 +
Merton 2)
8 |[Microbial limits* / MukpoGrooruyeckas yncrora*

a) Total aerobic microbial NA Not more than 10> CFU/g/
count / Obmiee 9ucio He 6onee 10° KOE/r
a3pobHbIX
MHKPOOPraHH3MOB

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: IIpogyKT COOTBETCTBYET TpeGoBauusM HJT

3akmouenne: ONOBPEHO

Prepared by / @/
IlogroTosieHo: ¥

Santosh Kumar Maurya

Checked by /
ITpopepernio: Pardeep Kiumar
" ,’ 3

Approved by: Manager/Executive /
QnoGpeuo: Menemxep / Pyi:opoauTens

e N

Reprint Date:
Tlata: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Reprint Date:
JHara: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, !ndia
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Emai!l: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com
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CEPTHOHKAT AHAJI3A
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Product: [buclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxmin IOuuop”, Tabnerkn ienepripyemsie [uas sereii], 100 mr + 125 Mr

Batch No / Batch Quantity /

Cepusa Neo : s Pa3mep cepli : e

Analytical Repcirt No / 890001690779 Date of Analy:sls / 27.09.2023

Ananutidecknii otyer No : Jlata aHanu3a:

Date of Manufacture. / Aug-2023 Date of E)fpll‘y/ Jul-2028

Jlata MpOU3BOJCTRA : TozieH 10 :

Analysis performed according ND / Ananu3 nposezes no HJL: IT N011252/02-150323

Ne Test / IlokazaTens Results / Pe3yabTaThl Specification / Hopma

b) Total combined yeasts NA ) Not more than 10* CFU/g /
and mould count / OBiee He 6onee 10> KOE/r
YHCJIO JPO}OKEBHIX U
IUIECHEBBIX TPUOOB
¢) E. coli NA s Shall be absentin 1 g/

OtcyrcTBue B 1 ¢

9 | Uniformity of dosage units /

OaHOPOAHOCTE N03HPOBAHHS

Ibuprofen / U6ynpoden 2.0 The acceptance value (AV) should be not
more than 150 / Tlokasarens
npuemieMocTi (AV) nomkeH OBITH He
6onee 15,0

Paracetamol / [1apaueramon 2.0 The acceptance value (AV) should be not

more than 15.0 / Ilokazarens
npuemnemoctd (AV) pomked 6pITh HE
tonee 15,0

10
onpeneneHne

Assay / KonnyecTBeHHOE

101.3 mg/101.3 mr

125.2 mg/ 125.2 MT

90.0mg to 110.0mg of Ci3sHisO:
(ibuprofen) per tablet / Ot 90,0 Mr no
LGUMr CiHigU, (ubynpoden) B
Tabnerke

1125mg to 137.5mg of CsHoNO:

(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5Mr CsHoNO: (napaueramon) B

Remarks :

The Product conforms to ND/
T pumeyanue: [IpoayxT COOTBETCTBYET ipedosatitam HJI

Opinion : APPROVED
3axmodenne: OJOBPEHO

Prepared by / @( Checked by / Approved by: Manager/Executive /
IoarotoBneno: ITposepeno: Pardeep Kumar { Onobpeno: Mexepsep / PykosoanTens
Santosh Kumar Maurya = Manoj Kumar ’}h i E}
Reprint Date: Reprint Date: Reprint Date:

|| Jara. 27.09.2023 Hata: 27.00.2023 Jara: 27.09.2023

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: L85195AP1934P1LCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P.,, 173 205, IND!A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
)5(83%:0 %51 fOnuop”, TabseTkn gucneprupyemsie [ans gereii], 100 mr+ 125 mr

Batch No / V23018009 Batch Quantlty'/ 547.5kg
Cepns Ne Pasmep cepud :

Analytical Repc:ﬁ No/ 890001690779 Date of Ana]y§1s / 97.09.2023
AxanuTHyeckuit otyet No : JlaTa aHanusa:

Date of Manufacture./ Aug-2023 Date of E)fplry/ Ful-2028
JlaTa npou3BOACTBA : Tomen jo :

Analysis performed according ND / Ananu3 nposesien o HJI: TTN011252/02-150323

Sbecification / Hopma

No Test / IlokazaTenn Results / Pe3yabTaThl
Tabnetke '

11 |Package/ ¥Ynakxoska 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in a |blisters and patient information leaflet in
carton. / ITo 10 Tabnerox B 6ircrep |a carton. / ITo 10 Tabnetok B Giuctep u3
u3 [IBX/AL Tlo 2 6muctepa Bmecte ¢ [ [IBX/AL Ilo 1, 2 unn 20 Gmactepos
MHCTPYKLUMEH [0 TMPHMEHEHMIO B |BMECTE C MHCTPYKIIMEH 110 IPHMEHEHHIO
134Ky KapTOHHYIO. B ITaYKy KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cooteerctBuu ¢ HJI.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /

XpaHeHue B opHreHanbHOM ynakoke (6nuUcTep B auke) NpH TEMICPATYPe HE BEILLIE

25 °C.

14 | Shelf life / Cpox roguocTi |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. / HcnbITAHHE MPOBOAUTCS TONBKO AN KAKA0H 20-i cepyUH MIIH ANIst OJHOMH cepuM B
rofl, B 3aBHCHMOCTH OT TOI'0, 4T0 HACTYNHT paHee. Iloka3aTeab MOXKET OTCYTCTBOBATh B CEpTHHKATE AHAIH3A.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTeTcTByeT TpebosanusaM H]T

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /

a
I[ToaroToBneHo:

Santosh Kumar Maurya

Checked by /
IIpoBepeno: Pardeep Kumar -

Approved by: Manager/Executive /
Onobpeno: Menemxep / ny:nm?mirenb
Manoj Kumar - /

h

Lt

Reprint Date:
Hara: 27.09.2023

Reprint Date:
Hata: 27.09.2023

Reprint Date:
Hata: 27.09.2023

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: L85195AP1934PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoyknus Ouop”, Tabnetku ancnepripyemsie 11 aereii], 100 mp+ 125 Mr

Batch No/ V2301809 Batch Quaqtlty / 547.5 kg
Cepust Ne : Pa3mep cepui ;

Analytical Report No / 290001690779 Date of Ana]ybsm / 27.09.2023
AHanUTHYECKH#t oTdeT Ne : JlaTa ananu3sa:

BR oV e Aug-2023 Date of Bxpiry /512028
JlaTa npou3soACTEa T'onen A0 :

Analysis performed according ND / Ananus nposesies mo HJT: 1 N011252/02-150323

API name (INN) /
Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / PIBM230171 APAPE2023060681
Howmep cepuu npousBogutens APC:
FP Manufacturer API Batch number /
Homep cepuu cyGeTaHUHN FEQA00295 FEQAQ0328
npouspoaurens [JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfry/ Limited, India / Conapa OxtuB ['panynec HUupus JItx., Uaausa
Nponssopurent A®C, crpana: dapma Caiiercus Jlumutes, Muaus

Remarks : The Product conforms to ND/
M pumeyanue: IIpofyKT cooTBeTCTBYeT TpeGosatiam HJI

Opinion : APPROVED
3axaouenune: OJNOBPEHO

Prepared by / @'L’ Checked by / Approved by: Manager/Executive /
[logroToBmneHo: T - [Iposepeno: Pardeep Kumar _/ Onobpeno: Meremiep / Pykopoantens
Santosh Kumar Maurya e Manoj Kumar g -

- l bh"& Lins
Reprint Date: Reprint Date: Reprint Date: -
Hura: 27.09.2023 Hai14. 27.09.2023 Iarn: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +31 40 4300 2999, Email: mail@drreddys.com
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