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1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrnele  miIockoUMIMHAPHYECKHE
TabJeTKH  pO30OBOrO  LBETa C

BKparjeHusIMH, ¢ ¢ackoi U pHCKOH
|Ha OIHOM CTOPOHE, C XapaKTepHBIM
3aMaxoM.

Prodict: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
16y Ymin IOnuop®, Tabnetku aucneprupyemble [ans neteit], 100 mr + 125 mr
BatchNo / Batch Quantity /
Ceplia No - V2301475 R EiEH e 537.00kg
Analytical Report No / 800001680068 Date of Analysis/ |, 1o 5053
Aualitndeckuii otyeT Ne ; JlaTa ananmuza:
Date of Manufacture / Tul-2023 Date of Expiry/ Tun-2028
JaTranpouspoacTsa : I'ozeH f0 ¢
Analysis performed according ND / Ananus nposenen no HJT: I1 N011252/02-150323

Ne | Test / IlokazaTesb Results / PesyabTaTsl Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie TJIOCKOLIMIIMHAPHYECKUE
TabneTku PO30BOTrO [IBETa c
BKpatieHUsAMH, ¢ dackoii u puckoii Ha
OMHON  CTOpPOHE, C XapaKTepHBIM
3anaxoMm.

2 |Identification /
HMoganHHOCTHL

~ 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  ylIepKHMBaHHS ~ OCHOBHBIX
[IHKOB Ha XpoMaTorpaMmme
UCMBITYEMOr0  pacTBOpa  JOJDKHBI
COOTBETCTBOBATh BpeMEHaM
yIEPXKUBaHHUS MHKOB Ha
XpoMaTrorpamMMe pacTBOpa CTaHAapTHBIX
o6pazios ubynpodeHa 1 napaueramona
(pazmen «KonuecTBeHHOE
OIlpede/ICHUEN).

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr coorBeTcTBYeT TpeboBanusM HJI

Opinion : APPROVED
3axkarwuenne: OJOBPEHO

Jlata: 24.08.2023

Hara: 24.08.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoBneHo: ﬂ\ p IIposepeHo: ;z%ofh Kumar Maurya | Onobpeno: Menemkep / PykoBoaHTENb
Ankit e i Amit K e

= mit Kumar ot
Reprint Date: Reprint Date: Reprint Date:

Hara: 24.08.2023

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
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun IOnuop”, Tabnetky aucneprupyemble [ans aereii], 100 mr + 125 Mr

BatchNo/ Batch Quantity /

Cepls Ne : DR Pa3mep cepuu : 29100k
Analytical Repc:rt No/ 890001680068 Date of Analysis/  |,4 12 5023
AHaluTHyeckui otueT Ne : Hata ananusa:

Date of Manufacture / Tul-2023 Date of Expiry / Fun-2028
JlaTa npou3BOACTBA : i lNoges no :

Analysis performed according ND / Ananus nposeaes no HJI: TI N011252/02-150323

Ne Test / [TokazaTenanb

Results / Pe3ybTaThl

Specification / Hopma

3 :Average weight of tablets /
Cpeansss Macca TabjleToK

364.2 mg/ 364.2 Mr

Complies/CoOTBETCTBYET

357.7 mg to 372.3 mg
(365.0 mg £2.0 %). /
Ot 357,7 mr go 372,3 Mr
(365,0 Mmr +2,0 %)

4 |Disintegration /
|PacnagaeMocTh

00 min 20 sec/ 00 muH 20 cex

Not more than 3 min /
He 6omnee 3 Mun

5 |Dissolution / PacTBopeHue
|

97 % to 100 %

96 % to 98 %

Not less than 70 % (Q) of CisHiz02
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi50;
(uGynpoden) gepes 30 MUH

Not less than 70 % (Q) of CsHoNO:
(paracetamol) after 30 min / He menee
70 % Q CgHoNO2
(napaueramon) yepes 30 MUH

6 |Dispersibility / Complies / CooTBETCTBYET Uniform suspension passing through the
JucnepcHocTb 710 pm sieve is formed / O6pasyeTcs
OJHOPOZHAs CYCHEH3Us, NpOXOAAllasn
yepe3 CHTO C pa3MepoM OTBEPCTHH
710 MxMm
7 |Related substances / PoacTBeHHbIE HDUMECH

Remarks : The Product conforms

Ipameuanne: [IponykT cooTBeTcTBYeT TpebobanusM HIJ

to ND/

Opinion : APPROVED
3axkmaouenne: OJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive /
[NoaroTosineHo: A ) TIposepeno; Santosh Kumar Maurya | Onobpeno: Menemwkep / PykoBoauTesb
Ankit Amit Kumar fk‘;_. -

Reprint Date: Reprint Date: Reprint Date:

Jara: 24.08.2023 Hata: 24.08.2023 Hata: 24.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y FOunop”, Tabnetky aucneprupyembie [ans nereit], 100 Mr+ 125 mMr

Batch No / V2301475 Batch Quantity / 537.00kg
Cephig Ne : Pa3mep cepun :

Analytical Repcirt No/ 890001680068 Date of Analysis / 24 08.2023
Ananitudeckuii otyet Ne : Ilata aHanu3a:

Date of Manufacture / Tul-2023 Date of Expiry / Tun-2028
JlaTa mpou3BOACTBA : T'oneH fo :

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

Ne

Test / Iloka3aTennb

Results / Pe3ynbTaThl

Specification / Hopma |

" |Method 1/ MeToxn 1

|4-Aminophenol content /
OnpegeneHue ConepxaHus
4-amuHObEHONa

0.0001%

Method 2 / MeTox 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpezenenue
HEWJIeHTH (UM POBAHHBIX
nprmeceii nbynpodena u
napaneTamona

BDL (disregard Limit 0.05%)%

0.0001%

Total impurities (Method
1+Method 2) / Cymma
npumeceii (Meron 1 +
Mertog 2)

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

4-amuHOpEHON (nipumMecs |
naparietamona) - He 6onee 0,005 % |

Any individual unidentified impurity of \

ibuprofen or paracetamol - not more than
0.2%

EnvuuuHas  HeWAeHTH(UIMpOBaHHAS
MPUMECH ubynpodena HITH
napaiieramorna - He 6onee 0,2 %

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

Microbial limits* / MukpoOuoJiornyeckas YHCTOTA™

a) Total aerobic microbial
count / Ob1iee Yucno
a3pobHBIX
MHKPOOPTaHHU3MOB

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/
Ipamedanue: JIpoaykT cooTBeTCTBYET TpeboBanusM HJT

Opinion : APPROVED
3axiarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: [}\ IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBoauTenb
Ankit b - Amit Kumar TN i N

[ =
Reprint Date: Reprint Date: Reprint Date: i

Hara: 24.08.2023

Jara: 24.08.2023

Hara: 24.08.2023

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: L85195AP1584PLCO04507
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6y kmn IOHmop”, Tabnetky aucnepripyemble [mis aetei], 100 mr + 125 mr

BatchNo/ Batch Quantity /

Ceplis Ne : V220D Pazmep cepun : >37.00kg
Analytical Repczrt No/ 890001680068 Date of Analysis /|5, 52 y093
AnalmTuyeckuit otyeT Ne : JlaTa aHanu3a:

Date of Manufacture / Tul-2023 Date of Expiry / Tun-2028
JlaTanpoun3BoacTsa : I'onen o :

Analysis performed according ND / Ananu3 nposenen mo HI(: IT N011252/02-150323

No Test / IlokasaTennb

Results / Pe3yabTaThI

Specification / Hopma

b) Total combined yeasts
and mould count / O6mee
YHUCIIO IPOXKEBBIX U
IJIECHEBBIX IPUOOB

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

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

c) E. coli

Absentin1g/
OtcytcTBYeT B 1 T

Shall be absentin 1 g/
OtcytcTBUE B 1 T

Uniformity of dosage units /

OIHOPOAHOCTH JO3UPOBAHMSA

Ibuprofen / U6ynpoden

1.1

| The acceptance value (AV) should be not

more than 15.0 / Ilokazarens
| mpuemnemoctn (AV) momxeH GbITH HE
6onee 15,0

 Paracetamol / Tlapauetamon

2.5

The acceptance value (AV) should be not
more than 150 / Ilokasatens
npuemneMoctd (AV) nomxeH ObIThH He
oonee 15,0

10 |Assay/ KoinyecrsenHoe

ornpeae/IcHue

98.5 mg/98.5 mr

121.3mg/121.3 Mr

90.0mg to 110.0mg of C;HisO2
(ibuprofen) per tablet / Ot 90,0 Mr 10
110,0 mr Ci3H;s0, (ubynpoden) B
TabJeTke

112.5mg to 137.5mg of CgHoNO:
(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5mMr CsHoNO; (mapaueramon) B

Remarks : The Product conforms to ND/

ITpameuanue: [IpogykT cOOTBETCTBYET Tpedosanuam H/I

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToAroToBIEHO: A [Tposepeno:, Santosh Kumar Maurya | Onobpeno: Menekep / PykoBoauTENb
Ankit 5 K . VL Amit Kumar /i_w‘\\,—— ]

Reprint Date: Reprint Date: Reprint Date:

Jara: 24.08.2023 Hata: 24.08.2023 Jlata: 24.08.2023

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

U6y FOnuop®, Tabnetky aucreprupyemple [ans aereit], 100 mr+ 125 mr

Batch No/ V2301475 Batch Quan‘uty. / 537.00kg
Cepis Ne : Pa3mep cepui :

Analytical Rep(\)'rt No/ 890001680068 Date of Analy.51s / 24.08.2023
AHalutnueckuii otyet No : JlaTta aHanuza:

Date of Manufacture / Tul-2023 Date of Expiry / Tun-2028
JlaTa npou3BoACTBa : T'omen 1o :

Analysis performed according ND / Ananu3 nposesier mo HJT: ITN011252/02-150323

Ne Test / Iloka3aTeb

Results / PesyabTaTel

Specification / Hopma

Tabnerke

11 |Package / YnakoBka

MayKy KapTOHHYIO.

10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/ALl blister. 1, 2 or 20
and patient information leaflet in a|blisters and patient information leaflet in
carton. / ITo 10 Tabnetok B 6imctep |a carton. / ITo 10 TabneTok B 6mucrep u3
u3 [IBX/AL Io 2 6nucrepa mecte ¢ | [IBX/AL Tlo 1, 2 nmu 20 6nucrepos
MHCTPYKIMEH [0 MPUMEHEHUIO B |BMECTE C HHCTPYKIUEHN 10 MPUMEHEHHIO
B 24Ky KapTOHHYIO.

12 |Labeling / MapkupoBKa

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

13 |Storage conditions /
XpaHeHnue

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuriHanbHoi ynakoske (OJIMCTEp B MaUKe) Py TEMIEpaType He BhIILIE

14 | Shelf life / Cpox roguocTa

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. / AcnbITaHHE IPOBOAMTCS TOMBKO IS Kax Aol 20-i cepuu uim 1Sl OTHOH CepHH B
oz, B 3aBHCHMOCTH OT TOI'0, 4TO HACTYynHT paHee. [loka3aTesab MOXET OTCYTCTBOBATh B CepTHQHKATE aHATIH3A.

Remarks : The Product conforms to ND/

Ilpnmeuanue: [IpoaykT cooTBETCTBYET TpeboBanusM H/I

Opinion : APPROVED
Zaxmouenre: OJIOBPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
[ToAroTOBIEHO: /\ [Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBoauTensb
Ankit D= Amit Kumar Sw\\._-—

Reprint Date: Reprint Date: Reprint Date:

Hara: 24.08.2023 JHaTta: 24.08.2023 HaTta: 24.08.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35 195AP1984PLCQ04507

www.drreddys.com
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Prochct: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6y kmun FOuunop®, Tabnetky aucneprapyemsle [ aeteii], 100 mr+ 125 mr

BatchNo / V2301475 Batch Quantlty'/ 537.00kg
Cepla Ne : Pazmep cepyu :

Analytical Repclrt No/ 890001680068 Date of Analysis/ |54 52 9093
AHalnTnueckuii otuet Ne : Jlara aHanuza: _

Date of Manufacture / Tul-2023 Date of Expiry / Tun-2028
JlaTa npoK3BOACTBA ! T'open 1o :

Analysis performed according ND / Ananus nposenes no HJI: ITT N011252/02-150323

APIname (INN)/
Hapmwenosamue ADC (VHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
APY manufacturer batch number / PIBM230137 APAP/23030307
Homep cepuu npousBoauteas ADC:
FP Manufacturer API Batch number /
Homep cepun cy6cTaHIMM FEQA00219 FEQAO00127
npouspoguresisi I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfry / Limited, India / Conapa DxTtuB I'panynec Unaus JIta., Vamus
Ipoussoaurens ADC, cTpana: ®apma Caitencus Jlumuren, Manus

Remarks : The Product conforms to ND/

IIpumeuanne: [TponykT cooTBeTcTBYeT Tpebopanusam HJ{

Opinion : APPROVED
Zakmouenue: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: /& I[IpoeepeHo: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBonuTesb
Ankit 2% Amit Kumar /XK;\ —

- v —— /
Reprint Date: Reprint Date: Reprint Date: !
Jata: 24.08.2023 Jara: 24.08.2023 Jara: 24.08.2023
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