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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykamnn I0nnop”, rabnerky micneprupyemsie [ang gereit], 100 mr + 125 mr

g V2301810 Erion Qi) ) 7y
| Ceprist Ne : Pasmep cepun
Analytical Report No / Date of Analysis /
AHanuTHueckui otyer Ne s JHara apanusa: AN
Datfe of Mapufacmre‘// Sep-2023 Date of E)fplry/ Aug-2028
Jara nponssoycrsa : Tonew no :
Analysis perforined according ND / Ananus nposesen mo HJT: IT N0O11252/02-150323
Ne Test / IloxazaTenn Results / Pe3yabsTaTnl Specification / Hopma_ 'l

1] Description / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line  on one side and
characteristic odor. /
Kpyrable miocKoLMIHHApHYECKHE
TabNeTkd  pO30BOrO  LBETa C
BKpaIJICHHAMH, ¢ (Packoit ¥ pHCKOH
Ha OLHOM CTOPOHE, C XapaKTEPHBIM
3amaxoM.

| OHOH

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

line on one side and characteristic odor./
Kpyrasie TUIOCKOUMNHUHAPUYECKHE
TabneTku PO30BOro LBETa ¢

BKpaIUICHUSIMH, ¢ (ackoi U pucKoi Ha
CTOPOHE, C  XapaKTEpPHBIM
3alaxoMm.

2 |Identification /
IMopaunnoCcTH

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  ynepkuBaHHS  OCHOBHBIX
TTHKOB Ha XpoMaTorpaMme
HCIIBITYEMOI'0  PacTBOpa  JOJDKHEI
COOTBETCTBOBATE BpeMeHaM
YIEPXHUBaHUS THKOB Ha
XpoMaTorpaMme pacTBOpa CTaHJAPTHEIX
o6pasioB ubynpodera u nmapaygeramona

IIpsimesaune: [TpoaykT COOTBETCTRYET TpeboBanusaM HJT

(pazzen «KonnuecTBeHHOE
OTIPELETICHUER).
Remarks : The Product conforms to ND/ iz 'Opinion : APPROVED

Zakmouenne: OJJOFPEHO

Hara: 27.09.2023

Hara: 27.09.2023

Prepared by / v Checked by / Approved by: Manager/Executive /
[loaroToBneHo: @, [Iposepeno: Himesh Kumar Onobpeno: Meremkep / _I_’_y}couf?(-\_rre.lm
Santosh Kumar Maurya = -\ | Manoj Kumar {’J ”?’ﬁ’“ )
Reprint Date: Reprint Date: Reprint Date:

Jlata; 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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ‘;.‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Page2 of 6 /CTp. 2 u3 ¢

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UGyxnin IOunop”, rabnetku micneprupyemble [ans aeteii], 100 mr+ 125 mMr

Batch No/ Batch Quantity /
Cepia Ne : ity Pasmep cepii ¢ 5475 kg
Analytical Report No / Date of Analysis /
AHanuTHYeCKuit oTyeT No : LU Jlara ananusa: e
Date of Manufagrure / Sep-2023 Dgtg of E)fplry / Aug-2028
JlaTa nponzBojcrsa T'onen s10:
Analysis performed according ND / Ananus nposenen no HJ{: IT N011252/02-150323
E‘ Test / Iloxa3saTens ‘ Results / PesynbTaTnl Speciﬁc#tion / Hopma
3 |Average weight of tablets / 366.4 mg/ 366.4 Mmr 357.7mg to 372.3 mg
Cpenunsia Mmacca TabieTok ] (365.0 mg + 2.0 %). /
Complies/CooTBeTCTBYET Or 357.7 Mr 20 372,3 Mr
(365,0 Mr + 2,0 %)

Disintegration /
PacnagaemocTs

00 min 28 sec/ 00 MuH 28 cek

Not more than 3 min /
He 6onee 3 Muu

5 |Dissolution / PacTBopenne

6 |Dispersibility/
JHcnepcHoOCTh

100 % to 102 %

98 % to 101 %

Complies / CooTpeTcTayeT

Not less than 70 % (Q) of CiHi30,
(ibuprofen) after 30 min / He menee
70 % Q) C13H50;
(u6ynpoden) uepes 30 Mun

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % (0)] CsHsNO,
(napaneramon) uepes 30 MuH

Uniform suspension passing through the
710 pm sieve is formed / O6pa3yetcs
OHOPOZIHAs CYCMEeH3Hs, IPOXOJMIIas
4epe3 CUTO C pasMepoM OTBEPCTHIA
710 MxM

7 |Related substances / PoacTBeHHBIE NMPpHMeECH

Remarks : The Product conforms to ND/

Hpnyeuanne: flpoaykr coorsercTsyeT tpebopanusm HJT

Opinion : APPROVED
3aknwyenue: OJIOBPEHO

Prepared by / @L’
IoxrorosneHo: —
Santosh Kumar Maurya

Checked by /
IMpoeepeno: Himesh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / _vaonofgl-nema

Manoj Kumar : th-'i“/

Reprint Date:
Hara: 27.09.2023

Reprint Date:
Hata: 27.09.2023

Reprint Date:
Hara: 27.09.2023
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

U6ykmvn FOuuop®™, Tabnetkn mucnepripyemsie [zis nerei], 100 mr+ 125 mr

Batch No / V2301810 Batch Quantlt)t / 547.5 kg
Cepusi No : Pasmep cepui :
Analytical Repcirt No/ 890001690780 Date of Analy.ms / 27.09.2023
AHaMTHYCCKUI OTYeT No Jara aHanu3a:
Date of Manufacture./ Sep-2023 Date of E)fpll’y/ Aug-2028
JlaTa Ipon3BOACTBA : Tonex po:
Analysis performed according ND / Ananus nposener no HJI: ITN011252/02-150323
Ne Te;/ IMoka3zarens Results / PesyabTaThbl Specification / Hopma

Method 1/ Metox 1
4-Aminophenol content /
Onpenenenue coaepxanus
4-amMnHOdEHONA

Method 2 / MeTon 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpepenenue
HeuNeHTHQHUMPOBAHHBIX
npuMeceit H6ynpodeHa u
ImapaueTaMona

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Merog 1 +
Meron 2)

0.0001%

0.10%

0.10%

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

4-amuHodeHON (npumeckb
napaneTramona) - He 6onee 0,005 %

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

EnveuuHas  HeHIeHTHOULHpOBaHHAs
[[PUMECH ubymnpodeHa WIH
napaneramora - He 6onee 0,2 %

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

8 |Microbial limits* / Mukpobuosiornyeckast 4ucToTa™

a) Total aerobic microbial
count / Ob1nee yucio
adpobHBIX
MYKpPOOPraHH3MORB

NA

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

Remarks : The Product conforms to ND/

ITpumeyanue: [Iponykt coorBeTcTBYeT Tpebopanusam HJT

Opinion : APPROVED
3axmoyenue: OJOBPEHO

Prepared by / @g}_ / Checked by / Approved by: Manager/Executive /
IToaroToBneHO: = Ipogepero: Himesh Kumar Onobpeno: Meremxep / Pykosogitent
Santosh Kumar Maurya . \ — Manoj Kumar 1 uﬁ'

= 1t
Reprint Date: Reprint Date: ' Reprint Date:
JHara: 27.09.2023 Hata: 27.09.2023 Hara: 27.09.2023
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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
CEPTUDOHUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxmuu FOnn0p”, Tabnetky gucneprupyemsie (s geteii], 100 mr+ 125 mr
Batch No / ' Batch Quantity /
Cepust Ne : WA Pasmep cepuH : 2475 ke
Analytical Repc:rt No/ 890001690780 Date of Analy.ms / 27.09.2023
AnanuTudeckuii orger Ne : JlaTa aHanu3a:
Date of Manufacture./ Sep-2023 Date of Expiry / Aug-2028
JlaTa IpoH3BOACTBA l'omen no :
Analysis performed according ND / Ananus npoeeaes no HJI: TI N011252/02-150323

ornpejaeienne

1233 mg/123.3 mMr

Ne Test / IokazaTenn Results / Pe3yabTaThl Specification / Hopma
b) Total combined yeasts NA Not more than 10> CFU/g /
and mould count / Obuiee He 6onee 10> KOE/r
YHCJIO JPOXOKEBBIX M
IIECHEBBIX IPUbOB
¢)E.coli NA Shall be absentin 1 g/
OtcyrctBue B 1 r
9 | Uniformity of desage units / OasopoasocTs A03HPOBAHHS
Ibuprofen / U6ympoden 2.4 The acceptance value (AV) should be not
more than 150 / Iloxa3sarens
npuemiemoctd (AV) nokeH OBITH HE
6onee 15,0
Paracetamol / ITapaueramon 24 The acceptance value (AV) should be not
more than 150 / Iloxa3arens
npuemiemoctd (AV) nommkeH ObITH He
Goiee 15,0
10 |Assay/ KoaudecTBeHHOE 99.9 mg /99.9 Mr 90.0mg to 110.0mg of Ci3HisO;

(ibuprofen) per tablet / Ot 90,0 Mr a0
110,0 mr Cy;3H;s0, (ubynmpoden) B
TabJyeTke

1125 mg to 137.5mg of CiHoNO;
(paracetamol) per tablet/ Ot 112,5 Mr nio
137,5mMr CgHoNO, (mapaueramoin) B

Remarks : The Product conforms to ND/
Ilpamevanue: [Ipoxyxt cooTeercTByeT TpeboBanusaM HIT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / ‘ﬁv Checked by / Approved by: Manager/Executive /
Ioarorosnexo: — IIposepeno: Himesh Kumar Onobpeno: Meremkep / PYKOBOIHTENL
Santosh Kumar Maurya C;»_-.jn_\g Manoj Kumar I - v ‘?!

{ | }b s
Reprint Date: Reprint Date: Reprint Date:
Hata: 27.09.2023 Jara: 27.09.2023 JHata: 27.09.2023
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CEPTHOHKAT AHAJIA3A
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Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yiun FOHurop®, Tabnetky aucneprupyembie [ans gerei], 100 mr+ 125 mr

Batch No / V2301810 Batch Quantlty' / 547.5kg
Cepus Ne : Pazmep cepun :

Analytical Reptzrt No/ . 890001690780 Date of AnaIy‘s1s / 27.09.2023
Apamutnyeckuit oTyeT Ne : Ilata aHayin3a:

Date of Manufacture‘/ Sep-2023 Date of E)fpll‘y/ Aug-2028
JlaTa IpoM3BOJCTEA : [open 1o :

Analysis performed according ND / Ananua nposesien mo HJT: TI N011252/02-150323

Ne Test / IlokazaTens Results / Pe3yasTaTsl Specification / Hopma |
Tabnerke
11 [Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/ALl blister. 1, 2 or 20

blisters and patient information leaflet in
a carton. / ITo 10 TabneTok B 6aucTep U3
TIBX/AlL Tlo 1, 2 nm 20 6nucrepos
BMECTE C HHCTPYKLUHeH [10 IPHUMEHEHHIO
B MAYKY KAPTOHHYIO.

and patient information leaflet in a
carton. / [To 10 TabneTox B 61ucTEp
u3 [IBX/Al. ITo 2 6nuctepa BMECTE €
UHCTPYKLMEH 1O NPHUMEHEHHIO B
NavyKy KapTOHHYIO.

12 |Labeling / MapxupoBka According to ND. / B cootserctBuu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenne B opuruHaneHOM ymaxoeke (6IHCTEp B Mauke) MPH TEMIEPATYPE HE BEILLE
. 25°C.
14 [Shelf life / Cpox rognocTs [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. / HcnpTaAHHE MPOBOXHTCH TONLKO [ Kaxkaoi 20-H cepHA MM 1715 OAHOH CepHH B
rofl, B 33BHCHMOCTH OT TOI'0, YTO HACTYNHT paHee. [lokazaTens MOKeT OTCYTCTBOBAThL B cepTH(HKaTe aHaH3a.

Remarks : The Product conforms to ND/

ITpumeyanue: [Iponykt cooTBeTcTBYeT TpeboraHraM H]|

Opinion : APPROVED
Saxmouenne: ONNOBPEHO

Prepared by / B/
TIngraTnruenn: Qi—

Santosh Kumar Maurya

Checked by /
TTporepean Himesh Knmar
P

Approved by: Manager/Executive /

Qnofipern: Meremxen / Pyﬂmemn

Manoj Kumar % Jus i
Ly rph

Reprint Date:
Iara: 27.09.2023

Reprint Date:
Hara: 27.09.2023

Reprint Date:
Jlara: 27.09.2023
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Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
Page 6 of 6 / CTp. 6 13 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yknun FOnnop”, Tabnetku aucneprupyemsie [ana gereii], 100 mr+ 125 mr
Batch No / V2301810 Batch Quantlty./ 547.5 kg
Cepus Ne : Pasmep cepuH :
Analytical Rep(zrt No/ . 890001690780 Date of Analysis / 97.09.2023
AHamuTHYecKui oTyeT Ne JlaTa aHanm3a:
Date of Manufacture / Sep-2023 Date of Expiry / Aug-2028
Jara npousBoACTEA I'oneH 1o :
Analysis performed according ND / Ananuz nposezien mo HIT: IT N011252/02-150323

API name (INN) /
Haumenosanne AGC (MHH): Ibuprofen / H6ynpoden Paracetamol / ITapanieramon
API manufacturer batch number / PIBM230185 APAPE2023060681
Homep cepun nporssonutenst APC:
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIHA FEQA00299 FEQAO00328
npouspoanrens LJIP:

Solara Active Pharma Sciences Granules India Ltd., India /
API Manufactured by & counl.try/ Limited, India / Conapa DxTHB [panynec Hupus Jitn., Unaus
Ipoussoautens A®C, crpana: ®apma Caitencus Jlumurten, Uanns

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTCTBYET Tpebosanuam HJI

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Hara: 27.09.2023

Jlara: 27.09.2023

Prepared by / @t y Checked by / Approved by: Manager/Executive /
IToaroroeneno: A ITporepeno: Himesh Kumar Ono6peno: Menemxkep / Pykosgiitess
Santosh Kumar Maurya sy | Y Manoj Kumar h‘v i hv?

e ' S
Reprint Date: Reprint Date: Reprint Date:

Jlata: 27.09.2023
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