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

U6yxmuH IOnnop®, Tabnetku nucneprupyemsie [ans gerei], 100 mr + 125 mMr

Batch No / V2302039 Batch Quantlty./ 547.5 kg
Cepust Ne : Pa3mep cepuu :

Analytical Repc:rt No/ 890001695681 Date of Analysis / 21.10.2023
AHanutrH4eckuil otyer Ne : JlaTta aganuza:

Date of Manufacture./ 09-2023 Date of Expiry / 08-2028
Jata npou3BOACTBA : ToneH o :

Analysis performed according ND / Axanu3 npoeaes no HJI: [TN011252/02-150323

No Test / Iloka3zaTensb

Results / Pe3yabTaThl

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  mioCKOUMIMHAPHUYECKUE
TabNeTkn  poO30BOro  LBETa  C

BKpAIJICHUSAMH, ¢ $ackoil U puckoi
Ha OJTHOU CTOpPOHE, C XapaKTepHbIM
3aI1axoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrneie TUIOCKOLIWIMHAPHYECKHE
TabeTKH PO30BOr0 BeTa c
BKpaIUIeHusIMH, ¢ ($ackoit U pucKoif Ha
OJHOM  CTOpPOHE, C  XapaKTepHBIM
3aIaxoM.

Identification /
IMoaaHHHOCTD

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  yaepXUBaHUS ~ OCHOBHBIX
MHKOB Ha XpOMaTorpamMme
HCMBITYEMOTO  pacTBOpa  JIOJDKHBL
COOTBETCTBOBATh BpeMeHaM
yAepKUBAHUS MTUKOB Ha
XpOMaTorpamMMe pacTBopa CTaHAaPTHEIX
06pasioB nbynpodena u napaneramosna

Remarks : The Product conforms to ND/

IIpumeuanue: Ilpogyxt cooTBeTCcTBYET TpeboBanusaM HJJ

(paznen «KonnuecTBeHHOE
OIPEHETICHUE).
Opinion : APPROVED

3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: I[Mposepeno: Santosh Kumar Maurya | Onobpeno: Meremxep / Pykosganrens
Ankaj Verma & &' Manoj Kumar @

e
Reprint Date: Reprint Date: Reprint Date:
Hara: 21.10.2023 Hara: 21.10.2023 Hara: 21.10.2023

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
U6ykmun Onnop®, Tabnetkyu gucneprupyemsle [ans aereit], 100 mr + 125 mr

Batch No / V2302039 Batch Quantlty' / 547.5 kg
Cepus Ne : Pasmep cepuu :

Analytical Rep(irt No/ 890001695681 Date ofAnaIy'31s / 21.10.2023
Ananuthyeckuii otuet No : JlaTa aHanu3za:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTta npousBoACTBA : T'oneH 1o :

Analysis performed according ND / Ananus nposeaen no HJI: T1 N011252/02-150323

Ne Test / Iloka3aTenn Results / Pe3ynbTaThl Specification / Hopma
3 |Average weight of tablets / 363.1 mg/ 363.1 Mr 357.7 mg to 372.3 mg
Cpenusist Macca TabJjieTOK . (365.0 mg = 2.0 %). /
Complies/CoOTBETCTBYET Ot 357,7 Mr 20 372,3 Mr
(365,0 Mmr = 2,0 %)
4 |Disintegration / 00 min 21 sec/ 00 mun 21 cek | Not more than 3 min /
Pacnapaemoctb He 6Gonee 3 mun
5 |Dissolution / PacTBopenue 97 % to 100 % Not less than 70 % (Q) of CizHisO:
(ibuprofen) after 30 min / He wmenee
70 % Q) Ci3H 302
(ubynpoden) uepes 30 MuH
97 % to 99 % Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO>
(mapaueramon) uepes 30 MUH
6 | Dispersibility / Complies / CooTBETCTBYET Uniform suspension_ﬁassing through the
JucrnepcHOCTh 710 pm sieve is formed / O6pasyercs
OJHOPOJIHAsl CYCIIEH3Us, IMPOXOAsilas
yepes CHTO C pa3MEpoOM OTBEPCTHH
710 MxM
7 |Related substances / PoacTBeHHBIe MpHMeECH

Remarks : The Product conforms

ITpumeuanue: [TponykT cooTBeTCTBYET TpeboBanusm HJI

to ND/

Opinion : APPROVED
3axiaouenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Execulive /

IToaroToBieHO: I[TposepeHo: Santosh Kumar Maurya | Ono6peno: Menemkep / PykosgauTens
Ankaj Verma ﬁ ™ A Manoj Kumar @
Reprint Date: Reprint Date: Reprint Date:

Jlarta: 21.10.2023

JHara: 21.10.2023

JHata: 21.10.2023

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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CERTIFICATE OF ANALYSIS
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun IOunop”, Tabnetku pucneprupyemste (s gereid], 100 mr + 125 mr
Batch No / V2302039 Batch Quantlty'/ 547.5kg
Cepust No : Pasmep cepu :
Analytical Repc?'rt No/ 890001695681 Date of Analysis / 21.10.2023
AHanutudeckuit otuet No : Jlata aHanusa:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa Mpou3BOICTBA : ["omen 1o :

Analysis performed according ND / Ananus nposezen nmo HJT: TTN011252/02-150323

Ne Test / IlokazaTean

Results / Pe3yabTaTsl

Specification / Hopma

Method 1/ Meton 1
4-Aminophenol content /
Onpezenenue coaepyxatus
4-amuHOdeHOa

0.0002%

Method 2 / Meron 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpezenenue
HeuAeHTUHHLIUPOBAHHBIX
npumMeceii ubynpodeHa u
napaneTamosia

0.08%

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

4-amuHOdEHOI (npumechb
napaiieramona) - e 6osee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2%

EnpHMyHas  HewACHTU(ULUPOBaHHAS
MpUMech nbynpodeHa WK
napaueramona - He 6onee 0,2 %

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meton 1 +
Meton 2)

0.08%

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

Microbial limits* / MukpoOuoJsioruyeckas Yncrora*

a) Total aerobic microbial
count / Ob1ee yucno
a3poOHBIX
MHKPOOPTaHU3MOB

NA

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

Remarks : The Product conforms to ND/
ITpumeyanue: [Iponykr cooTBeTCTBYET TpeboBanusM HJI

Opinion : APPROVED
3akaiouenue: OJJOBPEHO

Prepared by / Cliecked by / Approved by: Managcr/Exccutive /
IToaroToBneHO: IMposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBoguTens
Ankaj Verma /ﬁ/ Manoj Kumar M
Reprint Date: Reprint Date: Reprint Date:

Jara: 21.10.2023

Hata: 21.10.2023

Hara: 21.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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
W6yxnnn IOunop®, Tabnetkn aucneprupyembie s geteit], 100 mr + 125 mr

Batch No /

Batch Quantity /

Cepust Ne . V2302039 Pa3mep cepun : 475 ke
Analytical Repgrt No/ 890001695681 Date of Analysis / 21.10.2023
Ananutudeckuil oryer Ne : JlaTta ananuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata mpou3BOACTBA : I'oneH f1o0 ¢

Analysis performed according ND / Axanus nposeses no HJI: ITN011252/02-150323

Ne Test / IlokazaTean

Results / Pe3yabTaThl

Specification / Hopma

MJIECHEBBIX TPUOOB

) E. coli

b) Total combined yeasts NA Not more than 10° CFU/g /
and mould count / Obiee He 6onee 10> KOE/r
YUCIIO IPOXKIKEBBIX U

NA Shall be absentin 1 g/

OrcytcTBHE B 1 T

9 | Uniformity of dosage units / OqHopoaHOCTD J03HPOBAHHS
Ibuprofen / U6ynpoden 1.0 The acceptance value (AV) should be not
more than 15.0 / Iloka3arens
npuemsieMocTd (AV) nobkeH OBITH He
bonee 15,0
Paracetamol / [Tapaueramon 1.0 The acceptance value (AV) should be not
more than 15.0 / Ilokazarens
npremieMoctd (AV) nomkeH OBITH He
6osee 15,0
10 |Assay/ KonuuecTrBeHHOE 100.3 mg/ 100.3 mr 90.0mg to 110.0mg of Ci3His0:

onpeacjcHue

124.4 mg / 124.4 mr

(ibuprofen) per tablet / Ot 90,0 Mr 10
110,0 mr C;3H;30, (ubynpoden) B
TabneTke

112.5mg to 137.5mg of CsHoNO,
(paracetamol) per tablet / Ot 112,5 Mr 10
137,5 Mmr CsHoNO, (mapaneramon) B

Remarks : The Product conforms to ND/
IIpameuanue: [IpogykT cooTBeTCTBYET TpeboBaHusaM HJI

Opinion : APPROVED
Zakarouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Execulive /
HoarorosneHo: 5 [MpoBepeno: Santosh Kumar Maurya | Onobpero: Menemkep / PykoBopureb
Ankaj Verma 4/ Manoj Kumar ﬁ Z- » t:
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023

Jata: 21.10.2023

Jlara: 21.10.2023

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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CEPTHOUKAT AHAJIU3A
Page S5of 6/ CTp.5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yknu FOrnop®, TabneTku aucneprupyemsle [ans aeteit], 100 Mr + 125 mr
Batch No{ V2302039 Batch Quantlty.f 547.5 kg
Cepust Ne : Pa3smep cepun :
Analytical Rep(\)'rt No/ 890001695681 Date of Analysis / 21.10.2023
AHanutHieckuii oTuet No ; Jlata ananuza:
Date of Manufacture / 09-2023 Date of Expiry / 08-2028
Jlata Npon3BOACTBA : T"ozeH Ji0 :

Analysis performed according ND / Ananus nposeaeH mo HJI: ITN011252/02-150323

No Test / IlokazaTens Results / Pe3ynbTaThl Specification / Hopma
Tabnerke
11 |Package / YnaxoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

and patient information leaflet in a
carton. / ITo 10 Tabnetok B Gaucrep
u3 [IBX/ALl. Io 2 6iuctepa BMecTe ©
UHCTPYKLIMEH 10 NPHUMEHEHHIO B
nayKy KapTOHHYIO.

blisters and patient information leaflet in
a carton. / [To 10 Tabnetok B OnucTep u3
[IBX/Al Tlo 1, 2 unu 20 Gnuctepos
BMECTE C HHCTPYKLHEH 10 NPUMEHEHHIO
B MayKy KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cootBetcTBuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpaneuue B opuruHaibHoit yrakopke (ONUCTEp B Mayke) MpyU TEMIEpaType HE BbILLIE
25 °C.
14 | Shelf life / Cpok rognocra |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. / McnbiTaHHE POBOAUTCS TOJAbKO AJIsl Kaxmxoi 20-ii cepHu MM JJIsi OHOMH CepuH B
rofi, B 3aBHCHMOCTH OT TOro, 4To HAcTYnuT paHee. [Ioka3zaTesib MOXKET OTCYTCTBOBATH B cepTHQUKATE aHAIH3A.

Remarks : The Product conforms to ND/

Ilpumeyanne: Ilponykt cootseTcTBYET TpebGoBanusaM HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Prepared by / Cliecked Ly / Approved by: Manager/Executive /
ITogrotoBneHo: W IpoBepeno: Santosh Kumar Maurya | Onobpeno: MeHemkep / PykoopnTens
Ankaj Verma / / Manoj Kumar d. 2 r é
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023 JlaTta: 21.10.2023 JaTa: 21.10.2023

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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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6yknun FOnnop®, Tabnetku qucneprupyemsie [mns nereit], 100 mr + 125 mMr

Batch No / V2302039 Batch Quantlty. / 547.5 kg
Cepyst Ne : Pasmep cepun :

Analytical Repcirt No/ 890001695681 Date of Analysis / 21.10.2023
AHanutHueckuit oruet Ne ; JlaTa aHanuza:

Date of Manufacture / 09-2023 Date of Expiry / 08-2028
JlaTa npou3BojacTBa : Tlopen no :

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

API name (INN) /
Haumenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number / PIBM230185 APAPE2023060681,
Homep cepuun npoussoaurensi A®C: APAPE2023060682
FP Manufacturer API Batch number /
Homep cepun cyGeTanmmu FEQA00299 FEQAO00328, FEQA00329
npoussoauresa I'JID:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counfr y/ Limited, India / Conapa DxTuB I'panynec Munus JIta., Maaus
1Ipoussogutent ADC, cTpana: ®apma Caitencus Jlumurten, Maaus

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cootBeTcTBYET TpeboBanuamM H/I

Opinion : APPROVED
3akmouenune: OJIOGPEHO

Hara: 21.10.2023

Jara: 21.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [IpoBepeHo: Santo:‘&(\umar Maurya | Omobpeno: Menemxkep / PykoBoaurens
Ankaj Verma [ / Manoj Kumar ) ;] ; 't

Reprint Date: Reprint Date: Reprint Date:

Hara: 21.10.2023

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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