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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page 1of 6/ CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknnn FOunop®, Taéneru qucneprupyemsie [nus gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : NBEQESSS Pasmep cepuu : 1500000.0 Tab
Analytical RepOft No/ 040002730114 Date of Analysis / 27.11.2024
AHaJMTHYeCKHi oT4yeT Ne : Jarta anannsa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa Npou3BOJACTBA : T'onen po :

Analysis performed according ND / Ananu3 npoeenen no HJI: JITI-Ne(004427)-(PI-RU)-260124

Test / Iloka3aTennb

No

Results / PesynbTathl

1 |Description / Onncanne

2 | Identification /
ITogmMHHOCTD

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyribie NnocKOUHIMHAPHYECKUE
TabneTkH  po30BOrO  IBeTa €
BKparieHUsAMH, ¢ $Gackoil U pHcKoii
HA OJHOM CTOpOHe, C XapaKTePHbIM
3araxom.

Complies as prescribed/
COOTBETCTBYET

Specification / Hopma

Pink round flat-faced beveled-edge tablet;

with impregnations and a score-line on one
side and characteristic odor./ Kpyrnsie
TUIOCKOLMJTMHAPUYECKHE TabneTku
PO30BOTO 1BETA C BKpATJIEHUIMH, C $acKoi
H pUCKOH Ha ONHOH CTOpPOHE, C
XapaKTepHbBIM 3aM1axoM.

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|
yOEpKMBAaHWUS  OCHOBHBIX IIHKOB  Ha
XpOMAaTorpaMMe HCIBITYEMOTO pacTBopa
JOJKHBI  COOTBETCTBOBaTb  BPEMEHAM
yIOEpXKUBaHUS TNMUKOB HAa XpoMaTorpamme
pacTBopa CTaHAAPTHBIX obpazLos
ubynpaderna w napaneramona  (pazaen
«KonuuecTBeHHOE ONpelelIeHHE»).

Remarks: The Product conforms to ND/
ITpumeuanne: [1poaykT cootBeTcTBYeT TpeboBanusM HJT

Opinion: APPROVED
3akaouenue: OJOBPEHO

Hara: 27.11.2024

Jara: 27.11.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Honrorosneno: Noor [MpoeepeHo: Santosh Kumar Maurya | Ogobpeno: Menemxep / PykoBoaurens
Mohammad ( Amit Kumar S

. /\/ —
Reprint Date: Reprint Date: Reprint Date: V

Jara: 27.11.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 506024, Telangana, India
Tel: +21 40 4800 2240, Fax: +51 40 4300 2299, Email: mail@driaddys.com

CIN: L85195AP1984PLCO0ASCT
viwwarreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page2 of 6/ CTp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykiann YOunop®, Taénerkn qucneprupyemsle [nas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepust No : pE=ESgs Pasmep cepunu : 1500000.0 Tab
Analytical Repo:'t No / 040002730114 Date of Analysis / 27 11.2024
AHaJuTHYecKHi oTJeT Ne : JlaTa ananusa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npoM3BOACTBA : T'ogen o :

Analysis performed according ND / Anaaus nposeaen mo HJI: JITT-Ne(004427)-(PT-RU)-260124

i Ne Test / [TokazaTean

Results / Pe3yabTaThl

| Specification / Hopma

[ 3 .Average weight of tablets | 362.2 mg/ 362.2 Mr 357.7 mg to 3723 mg
/ Cpennsist Macca g (365.0 mg + 2.0 %). /
TabNeTOK Complics/ CoTIRCRRYER Or 357,7 mr hi(e} 372,3 mr

: (365,0 Mr 2,0 %)
4 |Disintegration / 00 min 33 sec/ 00 mun 33 cex | Not more than 3 min /

PacnagaemMocThb

| He 60nee 3 mMuH

|
5 |Dissolution /
PacrBopenne

98 % to 102%

96 % to 101%

Not less than 70 % (Q) of C13H1802
(ibuprofen) after 30 min / He menee 70 %
Q C13H1802
(ubynpoden) uepes 30 MUH

Not less than 70 % (Q) of C8HINO2
(paracetamol) after 30 min / He menee 70 %
Q C8HINO2
(napaueramonn) yepes 30 MHH

6 |Dispersibility /
HAucnepcHocTh

Complies / CooTBETCTBYET

7 | Related substances / PopcTeeHHble NpUMECH

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
ONHOpPOJHAs  CYCIEH3Ms, MNpoXoAadnias
yepes CUTO C pa3MepoM OTBepcTHH 710 MKM

|

Remarks: The Product conforms to ND/
ITpumeyanue: [Tponyxr cooteTcTBYeT TpebGoBanusm H/JT

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Noor M

Mohammad
z

Checked by /

—

IIpoBepero: Santosh Kurpgr Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens

Amit Kumar s L
| X

Reprint Date:
Hara: 27.11.2024

Reprint Date:
Jata: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Registerad Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 506034, Telangana, India
Tel: +91 40 4300 2500, Fax: +51 40 4900 2899, Email: mail@drreddyvs.cont

CIN: L55195AP1584PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Page3of 6/ CT1p. 313 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxann FOnnop®, Taéaerkn aucneprupyemole [1as aereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus No : NE-0e oe Pa3mep cepHH : 1500000.0 Tab
Analytical Report No / 040002730114 Date of Analysis / 2711.2024
AnajguTHieckuii oTyer Ne : JlaTa ananu3a: T
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
JaTa npoH3BOACTBA : I'opgen no :
Analysis performed according ND / Ananun3 nposenen no HJI: JITI-Ne(004427)-(PI'-RU)-260124

Ne Test / Iloxa3aTean Results / PesynbTaTn!

| Specification / Hopma

Method 1 / Meron 1
4-Aminophenol content /
OnpeneneHue coaepXxaHus
4-amuHOGeHONa

0.001 %

Method 2 / Metoz 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /

[ Ompepenenue
HeuJIeHTUOUUHPOBAHHBIX
npumeceii ubynpodena u

| napaneramora

Total impurities (Method
1+Method 2) / Cymma

npumeceil (Meton 1 +

Merton 2)

Below BDL (BDL= 0.05 %) / Huxe
ropora perucrpanuu

(I1IP =0.05%)

0.001%

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

4-aMuHodeHon (IpUuMeCh napaleTaMmosa) -
He Gonee 0,005 %

'Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
02%

Enunndnas HEUJIEHTUDULUPOBaHHAS
npuMmech ubynpodeHa Uin napaleTamoa -
He 6o1ee 0,2 %

|

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

|

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanne: [Tpoaykt cootBercTBYeT TpebopanusaM HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotorneno: Noor [Tposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / PykoBoautesnb
Mohammad 2 Amit Kumar S
I - /\\/ S

Reprint Date: Reprint Date: Reprint Date:  *
Hara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024

Registerad Jifice: 3-2-337, Road io. 3, Banjara Hills, Hyderabad - 50C024, Telangana, India

Teb: Q1 40 4800 2200, Fax; #5140 4000 2609, Email: mail@drradays.com
Cil: LS5195AP1S84PLCO0AE0T
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56C01-02
ww.drraddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page4 of 6/ CTp. 413 6

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

HNoyKInH IOnuop®, TabaeTkn AHCHeprupyembie [1is aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402398 Pa3mep cepuu : 1500000.0 Tab
Analytical Repo:’t No / 040002730114 Date of Analysis / 27.11.2024
AHaauTHYecKHii oTyer No ; JlaTa ananm3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BoACTBA : I'onewn go :

Analysis performed according ND / Ananu3 nposeaen mo HJE: JIT1-Ne(004427)-(PI-RU)-260124

| Ne Test / IlokazaTtenn Results / Pe3yanTaThbl Specification / Hopma

| g |Microbial limits* / Mukpo6uonoruueckas yncrora*
a) Total aerobic microbial ~ NA Not more than 103 CFU/g  /
count / Obiee 4ncno He 6onee 103 KOE/r
a3poOHBIX
MHKpPOOPraHHU3MOB
b) Total combined yeasts NA Not more than 102 CFU/ g /
and mould count / O611ee He 6onee 102 KOE/r
YUCJIO APOMXOKEBBIX H
IUIECHEBBIX FPUbOB |
¢) E. coli NA Shall be  absent in g /|

| OrcyrcTBUEe B 1 T

Uniformity of dosage units / OiHOPOAHOCTh 103UPOBAHUS

Tbuprofen / U6ynpoden

[Paracetamol /
ITapaueramon

[

2.8

‘The acceptance value (AV) should be not

more than 15.0 /  Tloxa3zatens
npuemnemMoctd (AV) nomxeH OBITE He
oonee 15,0

3.0

The acceptance value (AV) should be not
more than 150 /  Ilokasarens
npucwcmocte  (AV) pommkenn GLITL 1IC
6onee 15,0

Remarks: The Product conforms to ND/
ITpumeuanue: [IponyKT COOTBETCTBYET

TpebosannsM HJ

Opinion: APPROVED
3axmiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noarorosneso: Noor [Mposepeno: Santosh Kumar Maurya | OnobpeHo: Menemxkep / Pykosoauntens
Mohammad /)ﬁ Amit Kumar =

Reprint Date: Reprint Date: Reprint Date: |

Jata: 27.11.2024 Jara: 27.11.2024 JlaTa: 27.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, fndia
Tel: +0 1 40 4500 2300, Fax: +01 40 4360 2639, Email: mail@drraddys.com

CIN: LEE1S5AP1984PLCADAECT
www,drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A
Page Sof 6/ CTp. 5u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerxu aucneprupyemsie [nis pereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepust Ne : VESIEE Pa3smep cepHu : 1500000.0 Tab
Analytical Report No / 040002730114 Date of Analysis / 27.11.2024
AHaIuTHYECKHH oTueT Ne : JlaTa aHanH3a: o
Date of Manufacture / 11/2024 Date of Expiry/ 10/2029
JaTa npou3BoJcTBa : I'ogeH go :
Analysis performed according ND / Ananus nposegen no HJI: JITI-Ne(004427)~(PT-RU)-260124

Test / IlokazaTeanb |

Ngi

Results / Pe3yabTaTht

10 |Assay/ Ko/n4ecTBeHHOE |

onpegejenue I

98.9 mg/98.9 mr

122.2 mg/122.2 Mr

Specification / Hopma

90.0mg to 110.0mg of CI13HI8O2|
(ibuprofen) per tablet / Ot 90,0 mr Il0|
[110,0 mr  C13H1802 (ubynpoden) B
TabneTke

1125mg to 137.5mg of C8HINO2
(paracetamol) per tablet / Ot 112,5 Mr o

137,5mMr C8HINO2 (mapaueramon) B
tabneTke
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information |blisters and patient information leaflet in a
leaflet in a carton. / ITo 10 tabnertok | carton. / ITo 10 Tabnetox B 6Gauctep M3
B Omucrep u3 IIBX/Al. Ilo 2|TIBX/Al Ilo 1, 2 unu 20 6naucTepoB BMECTe
GaucTepa BMeCTe C MHCTpYKUMEH |C MHCTpyKUHeH Mo NPUMEHEHHIO B Mayky
00 MNpPAMEHEHWIO B  Ma4Ky | KAPTOHHYIO.
KapTOHHYIO.
12 |Labeling / MapkupoBka |According to ND. /B coorsetrctBuu ¢ H/JI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /
XpaHeHnue B opurunansHo# yrnakoBke (61ucTep B mauke) mpu Temneparype He Boie 25 °C.
14 |Shelf life / Cpox 5 yeuts /D et
TOHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
IMpumeuanne: [Tpoayxr cootBercTByeT TpeboBanusM HJI 3axmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Noor [Tposepeno: Santosh Kumar Maurya | Ono6peso: Menemxep / PykoBoautens
Mohammad /4 Amit Kumar s
Reprint Date: Reprint Date: Reprint Date:
Jara: 27.11.2024 Jara: 27.11.2024 Jara: 27.11.2024
Registered Office: £-2-337, Road Mo, 3, Banjara Hifls, Hyderabad - 500024, Telanzzina, ndis

Tel: +51 40 4500

, Email:

2800, F
i Q04507
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann JOunop®, Tabaerku aucneprupyemsie s gereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : a2 Pasmep cepun : 1500000.0 Ta6
Analytical Report No/ 040002730114 Date of Analysis / 27.11.2024
AHaauTHYecKHi oTyeT Ne : Jara anaansa:
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
JlaTa mpon3BOACTBA : TI'open fo :
Analysis performed according ND / Ananus nposexen no HJ: JITI-Ne(004427)-(PI'-RU)-260124

* 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 manufacturer's certificate of analysis. / McnbITanue mpoBoAHTCS TONBKO AJ1s1 Kaxk10i 20-i cepuu niiH pjist
O/IHOW CepHH B IOj, B 3aBHCHMOCTH OT TOro, YTO HACTymHMT paHee. Ilokasarejb MOKeT OTCYTCTBOBATb B
cepTUdHUKaTe aHATH32 POAU3BOAUTEJIS.

API name (INN) /
HaumenoBanue A®C (MHH):
API manufacturer batch number / PIBM240152 APAP/24091293
Homep cepuun nponszsoauteast A®C:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHnuu FERAO00561 FERAO00538

_npoussoauTtens I'JID:

Ibuprofen / U6ynpoden Paracetamol / [lapaueramon

Solara Active Pharma Sciences Granules India Ltd., India /

API Manufactured by & country / Limited, India / Conapa DKxTuB I'panynec Unnus Jitn., Unans
Ipoussopurent APC, crpana: ®apma Caitencus Jlumuten, Uuaus
Remarks: The Product conforms to ND/ Opinion: APPROVED
Npumeuanue: [Iponykr coorsercTByeT TpeboBanusm HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Noor I[Tpoeepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / Pykosoaress
Mohammad O/W l,@ Amit Kumar [\ < =

=z — f T
Reprint Date: Reprint Date: Reprint Date: '
Hata: 27.11.2024 Hara: 27.11.2024 Hata: 27.11.2024

Registzrad 2fijca: 8-2-337, Road o, 2, Banjara Hills, Hyderabad - 500034, Telansang, thaia
Tel: #8140 480GC 2900, F 130G 2999, fmaill: rmall@divaddys,com

FPLCBQEE0Y

WM AT ECUYA.CaRT




