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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y IOunop”™, Tabnetky nucneprupyemsie [ans aereit], 100 mr + 125 mr
Batch No / Batch Quantity /
Cepust Ne : A Pasmep cepui : 475 kg
Analytical Report No / . 890001690782 Date of Analy;sls / 27.09.2023
AnanuTHyeckuii oTuer Ne ; Jlara aHanu3a:
Date of Manufacture / Date of Expiry / .
IlaTa NpoM3BOZCTBA : Sl ToneH 1o : I
Analysis performed according ND / Ananus nposezex mo HI: TI N011252/02-150323

Ne Test/Iokasatens | Results / Pesyn;Ta'm Specification / Hopma

1 |Description / Onucanue | Pink

round flat-faced beveled-edge

tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyrnele  miockOLHIHHAPHYECKHE
TabNeTKH  poO30BOrO  1IBETa  C

BKpaIUICHUsMH, ¢ (ackol 1 pHuCKoii
Ha OJHOU CTOpOHE, C XapaKTepPHBIM
3amaxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie IUTOCKOLIMNTUHIIPHYECKUE
TabyeTku PO30BOTO I1BeTa c
BKpanneHusMy, ¢ Gackodl B puckoii Ha
OJHOM CTOpOHE, C  XapaKTepHbIM
3aMaxoM.

Identification /
IToaJIHHHOCTH

Complies as prescribed/
CoOoTBETCTBYET

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  ynaepxuBaHus ~— OCHOBHBIX
NIMKOB Ha XpoMaTorpamMme
HCIBITYEMOTO  pacTBopa  JOJCHBI
COOTBETCTBOBATE BpeMeHaM
yAEp)XUBaHHSA ITHKOB Ha
XpOMAaTOrpaMMe pacTBOpa CTAHAAPTHBIX
06paznoB ubynpodeHa U napaLeTamMona

(pasgen «KonuiyecTBeHHOE
OIIpEe/iETIEHHEY).
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeyanne: [Tponykt cooTBeTCTBYET TpeboBarusam HJT

3akimroyenre: OJJOBPEHO

Prepared by / / Checked by / Approved by: Manager/Executive /
[logrotoBneso: — IMpoBepeno: Pardeep Kumar OnobGpexo: Menemxep / PykoroauTesb
Santosh Kumar Maurya - Munish Sharma é,_
Reprint Date: Reprint Date: Reprint Date: .
Hara: 27.09.2023 Hata: 27.00.2023 Jarta: 27.00.2023

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yrun IOnnop”, tabnetku aucneprapyembie [114 aereii], 100 mr + 125 mr

Batch No / V2301812 Batch Quantlty/ 547.5 kg

Cepus Ne Pasmep cepun :

Analytical Rep(?‘rt No/ ‘ 890001690782, Date of Analysis / 27.09.2023

AHanuTHYeCKn# oryeT Ne Jlara aHann3a:

Date of Manufacture / Sep-2023 Date of Expiry / Aug-2028

Jlara pOM3BOJCTBA : T"oneH 10 :

Analysis performed according ND / Ananus nporenen no HJT: TI N011252/02-150323

Ne Test / IlokazaTenn Results / PesyapTaThi Specification / Hopma
3 | Average weight of tablets / 365.3 mg/ 365.3 Mr 357.7 mgto 372.3 mg =
Cpenusisg Macca Tab/1eTok . (365.0 mg £2.0 %)./
Complies/CooTBETCTBYET Or 357.7 mr 10 372,3 Mr
(365,0 Mr & 2,0 %)

4 |Disintegration /
PacmapaemocTs

00 min 29 sec/ 00 muH 29 cex

Not more than 3 min /
He 6onee 3 MuH

6 |Dispersibility /
JucnepcHocTh

5 |Dissolution /Pacreopenne

98 % to 100 %

98 % to 99 %

Complies / CooTBeTCTBYET

Not less than 70 % (Q) of CisHisOs
(ibuprofen) after 30 min / He MeHee
70 % Q) CisHi502
(ubynpoden) yepes 30 MHH

Not less than 70 % (Q) of CsHgNO,
(paracetamol) after 30 min / He meHee
70 % ((9)] CsHoNO;
(mapaueramon) yepe3 30 MuH

Uniform suspension passing through the
710 um sieve is formed / Obpasyercs
OJIHOPOIHAS CYCHEH3Hs, IpOXoAsLias
yepes CHUTO C pa3MepoM OTBEPCTHii
710 MM -

7 |Related substances / PoxcTBeBHbIE IPHMECH

RemarKks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBETCTRBYET TpeboBarmam H]

Opinion : APPROVED
3axmouenne: OJOBPEHO

Jara: 27.09.2023

Hara: 27.09.2023

Prepared by / @U, Checked by / Approved by: Manager/Executive /
IToarorosneno: ITposepeno: Pardeep Kumar ¢ Onobpero: Menemiep / PykosoanTens
Santosh Kumar Maurya — Munish Sharma Cu\;%,,
Reprint Date: Reprint Date: Reprint Date:

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: L85195AP1584PLC0O04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

WGyknua fOunop”, Tabnerkn nncnepriipyemsie [ans aereii], 100 mr + 125 mr

Batch No / Batch Quantity /

Cepusi Ne : NSRS Pa3mep cepity : >47.5kg
Analytical Repc:rt No / 890001690782 Date of Analygs / 27.09.2023
AHaJHTHYeCcKHi oTueT Ne ; JlaTa aHanu3a: !
Date of Manufacture_/ Sep-2023 Date of Expiry / Aug-2028
JlaTta nponzsoacrnsa Iopex 1o :

Analysis performed according ND / Auanus nposesen no HJT: IT N011252/02-150323

| Ne Test / Iloxa3zarens Results / PeayarTaThl ‘ Specification / Hopma
Method 1/ Merox 1 0.0001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpeneneHne colepxanns 4-amuHODEHON {nprmech
4-amuHodeHoNa nmapaueramona) - He 6omnee 0,005 %
Method 2 / Meton 2 0.10% Any individual unidentified impurity of
Ibuprofen and Paracetamol ibuprofen or paracetamol - not more than
unidentified impurities / 0.2%
Onpenenenue Ennnudnas  HeupeHTHUUHMpOBAHHAS
HEHEHTHQHUUHPOBAHHBIX NPUMECh Hoynpodena 12812
npumMeced ubynpodena u naparneramona - He 6onee 0,2 %
napaneramorna
Total impurities (Method 0.10% Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumMecet (Meron 1 +
Mertoza 2)

Microbial limits* / Muxpo6uoaornueckas yucrora*

a) Total aerobic microbial
count / Ob111€€e UnCcio
d3pu0HbIK
MHKPOOPraHU3MOB

NA

Not more than 10° CFU/g/

He 6onee 10° KOE/r

Remarks : The Product conforms to ND/

IIpumesuanne: [Tpoaykr cooTsercTByeT TpeboBauam H]I

Opinion : APPROVED
3aximwouenne: QJJOBPEHO

Prepared by / .

1
[loaroToBneHo: ﬁt’_

Santosh Kumar Maurya

Checked by /
IIposepeno: Pardeep Kum(n_;i‘d

Approved by: Manager/Executive /

OnobpeHo: Menepkep / PygasoanTens
Munish Sharma &

Reprint Date:
JlaTa: 27 09.2023

Reprint Date:
Hara: 27.09.2023

Reprint Date:

Hara: 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 4300 2999, Emall: mail@drreddys.com

CIN: L85195AP1584PLC004507

www.drreddys.ccm
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Product; Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxnnn FOumnop”™, Tabnetkn mucneprupyempie s aereit], 100 Mr + 125 mr

Batch No/ V2301812 Batch Quantltyi/ 547.5kg
Cepust Ne : Pasmep cepun :
Analytical Report No / 290001690782 Date of Analysis / 27.09.2023
Ananutnyeckuit otuer Ne : JlaTa aHasu3a:
Date of Manufacture'/ Sep-2023 Date of E)fpll’y/ Aug-2028
JlaTa OpOM3BOMACTEA ; Ilopen 10 :
Analysis performed according ND / Ananus nposegen o HIT: [1 N011252/02-150323
Ne Test / IlokazaTens Results / PesyabTaThl Specification / Hopma
b) Total combined yeasts NA Not more than 10 CFU/g/
and mould count / Ob1iee He Gonee 10 KOE/r
YUCIIO JPOACGKEBBIX H
IJIECHEBBIX MpHOOE
¢) E. coli NA Shall be absent in 1 g/
OrcyrctBHe B 1T
9 |Uniformity of dosage units / OqHOPOAHOCTD JO3HPOBAHHSA
Touprofen / U6ynpoden | 2.1 The acceptance value (AV) should be not
more than 15.0 / Ilokasatens
npuemnemoctd (AV) nomxeH GBITH HE
6onee 15,0
Paracetamol / [Tapaueramon 2.1 The acceptance value (AV) should be not
more than 150 / Ilokasarenb
npueMieMoctd (AV) nomxeH GBITH HE
6anee 15,0
10 [Assay/ KoinuecTBeHHO® 99.7 mg/ 99.7 mMr 90.0mg to 110.0mg of CpHiO:
onpeaeeHHe (ibuprofen) per tablet / Ot 90,0 Mr no
LU Mr  UpaHisUs (H5ynp0¢)6H') B
tabneTtke
124.1 mg/124.1 Mr 1125mg to 137.5mg of CsHsNO:
(paracetamol) per tablet /Ot 112,5 Mr 1o
| 137,5 Mmr CsHoNO, (mapauetamos) B

Remarks : The Product conforms to ND/
Ipumeyanne: [Tpoaykr cooTBeTcTBYET TpeGoBanMaM HJI

Opinion : APPROVED
3akauenne: OJOBPEHO

Prepared by / ‘@l / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: o [Tpoeepeno: Pardeep Kuinar Opnobpeno; Menemkep / PysoBoanTens.
Santosh Kumar Maurya = Munish Sharma _\-:F?"-__—_-_:,"_...-
Reprint Date: Reprint Date: Reprint Date:

Hara: 27.09.2023

Hara: 27.09.2023

Jlata- 27 09 20723

Registered Office: 8-2-337, Road No. 3, Baniara Hiils, Hyderabad - 500034, Telangans, india
lel: +971 40 4500 250U, Fax: +91 4U 4900 2949, Emall: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg+ 125 mg
HoyKknH1H IO}mop“’, TabJeTkH aucneprupyemMsie [Juis gerei], 100 mr+ 125 mr

Batch No / V2301812 Batch Quantlty'/ 547.5 kg
Cepus Ne : Pa3mep cepui :
Analytical Repert No/ 890001690782 Date of Analy.s1s / 27.09.2023
AHanvutHueckHii oTueT No : JlaTa aHanuza:
Date of Manufacture./ Sep-2023 Date of Eprlry/ Aug-2028
JlaTa npou3BOJICTBA : T'onen no :
Analysis performed according ND / Ananus npoezer no HJI: TTN011252/02-150323
|' Ne Test / IToxaszaTenn Results / PesyabTaTit Specification / Hopma
Tabnerke
11 |Package / Ynakoska 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

NMayKy KapTOHHYIO.

and patient information leaflet in a
carton. / ITo 10 Tabnetox B HancTEp
u3 [IBX/Al. ITo 2 6nuctepa BMecTe ¢
HHCTpYKLIHeH Mo TNpUMEHEeHWIO B

blisters and patient information leaflet in
a carton. / ITo 10 tabnerok B GaucTep uz
IMBX/AL Ilo 1, 2 unu 20 ©Gnucrepos
BMECTE C HHCTPYKLHEH O IPHMEHEHHEO
B [1a4Ky KapTOHHYIO.

12

Labeling / MapkupoBka

According to ND. / B coorBerctauu ¢ HI.

13 |Storage conditions /

| Xpanenne
|

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurnHansHo# ynakoBke (bnucTep B Mayke) MpH TEMIIEPATYPE HE BRILIE

14

Shelf life / Cpox rognocTn

5 years / 5 ner

* 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. / MenbITaHHe IPOBOJUTCS TOMBKO JJIS Kax Ao 20-H cepHH HJIH IS 0M)10# CepHU B
rofi, B 3aBHCHAMOCTH OT TOr'0, 4TO HACTYNMT paHee. Iloka3aTenb MoOKeET OTCYTCTBOBATE B cepTHHKaTe aHAIM3A.

Remarks : The Product conforms to ND/
I pumeyanue: [poaykr cootserctByer TpebopanusaM HJT

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by / @j/’
[1oAroTOBNEHO: ==

Santosh Kumar Maurya

Checked by /
ITporepeno: Pardeep Kumiar f

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosoairensb
Munish Sharma é}‘\vﬁ.

Reprint Date:
Jlara- 2709 72023

Reprint Date:

JHara: 27.09.2023

Reprint Date:
Iata: 27.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, {ndia
Tel: +91 40 4900 2900, Fax: +91 40 4500 2399, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIH3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yinun IOnnop®, Tabnetkn aucneprupyemble [ aetei], 100 mr + 125 mMr
Batch No / Batch Quantity /
Cepus Ne : U Pa3mep cepnun : 3475 ke
Analytical Report No / . 890001690782 Date of Analyfls / 7.09.2023
Ananarayeckuii otyet Ne : JlaTa aHanuza:
Date of Manufacture./ Sep-2023 Date of E}fplry/ Aug-2028
JlaTa NpoM3BOJCTEA : I"omeH 1o :
Analysis performed according ND / Aranus nposeser no HIT: T1 N011252/02-150323

API name (INN) /
Hanmenosarue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapanieramon
API manufacturer batch number / PIBM230185 APAPE2023060682
Homep cepun nporssoautess APC:
FP Manufacturer API Batch number /
Homep cepuu cy6eTanmuuu FEQA00299 FEQA00329
nponspoguTena I'JId:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & couni‘try / Limited, India / Conapa DxTt1B [panynec Unpus Jita., Unaus
Ipoussomurent AQC, crpana: ®apma Cattencus Jlumuren, Uuaus

Remarks : The Product conforms to ND/
pumeuanue: [Iponykr coorBeTcTBYeT TpeboBaHusaM HJT

Opinion : APPROVED
Saxmouenne: OJJOBPEHO

Prepared by / it
TToarorosnexo: «@;—
Santosh Kumar Maurya

Checked by /
IIpoeepeHo: Pardeep Kumar £

Approved by:'Manager/Executive /
Onobpeno: Menemkep / Pykosonnrens
Munish Sharma N

Reprint Date:
JlaTa- 27 09 2023

Reprint Date: :
JlaTa- 27 09 2073

Repnint Date:
Tata: 27.09.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC004507
www.drreddys.com




