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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHATTHU3A
Page 1 of 6/ Ctp. 113 ¢
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxaun FOnnop®, Tabnerkn gucneprupyemsie [aas nereiil, 100 mr + 125 mr
Batch No / : Batch Quantity / 1500000.0 tab /
Cepus Ne : MR Pasmep cepnn : 1500000.0 Tab
Analytical Repo:rt No/ 040002740307 Date of Analysis / 27112024
AHajuTHYecKHi oTyer Ne : Jata aHanusa: a
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
JlaTa npoH3BOACTRA : Tonmen g0 :
Analysis performed according ND / Anasms nposenen mo H/I: JIIT-Ne(004427)-(PI'-RU)-260124

I Ne | Test / Iloka3aTenn

| Results / PesyabTaThl

| Identification /
IloaTHHHOCTE

™I

1 |Description / Onucanne Pink round flat-faced beveled-edge

tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrisie miocKoUMIHHAPHUECKHE
|TabneTku  poszoBoro upeTra ¢
| BKpaILIeHuAMH, ¢ Gackoil 1 pucKoi
Ha OIHOM CTOpPOHE, ¢ XapaKTepHbIM
34U4XUM,

Complies as prescribed/
CoOTBeTCTBYET

l

Specification / Hopma

Pink round flat-faced beveled-edge tablets

with impregnations and a score-line on one
side and characteristic odor./ Kpyrisie
TTOCKOLMTHHAPHYECKIE TabneTku
PO30BOrO LiBETa C BKPAIUICHUAMH, € Hackol
M puckOoH Ha ONHOM CTOpOHe, ¢
XapaKTepHBIM 3aMaxoM.,

|

| 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). / BpemeHa
yIepXKHBaHHA  OCHOBHBIX IIHKOB  Ha
XpOMAaTOTpaMMe HKCHBITYEMOrO pacTBOpa
OOJDKHBI ~ COOTBETCTBOBAaTH  BpeMEHaM
YIEPMUBAHUS TIMKOB Ha XpoMaTorpaMme
pacTtBOpa CTaHAAPTHBIX 06pa3LoB
nbynpohena W mapanetamona  (pazaen
«KonuuecTBEHHOE OTIPEJENCHUEN).

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT cootBeTcTBYeT TpeGoBanuam HT

Opinion: APPROVED
3akawyenne: OTOBPEHO

Prepared by /

[Moarorosneno: Noor -
Mohammad .;/7,2

Checked by /

IlpoBepeno: Santosh Kgrjﬂaurw

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoroguTe)b

Amit Kumar S
/X/ -
i

Reprint Date:
Jata: 27.11.2024

Reprint Date:
Hara: 27.11.2024

Reprint Date:
Hara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Page2 of 6/CTp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yraun FOnnop®, Tabnerxu Jucreprupyemsle [nus geteii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepus Ne : R24028 30 Pazmep cepun : 1500000.0 126

Analytical Repo:‘t No/ 040002740307 Date of Analysis / 27.11.2024
AHanuTH4eckmit oTaer Ne : HdaTta ananusa: | "= _
Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npon3BOACTEA : TopeH g0 :

Analysis performed according ND / Anaauz npoBexen no HJT: JITI-Ne(004427)-(PT-RU)-260124

|rsiaeciﬁcation / Hopma

1357.7mg ~ to 372.3 mg
(365.0 mg + 2.0 %). /
Oor 357,7 mr Jo 372,3 mr
(365,0 mr £ 2,0 %)

"Not more than 3min /|

He 6onee 3 mun
| |

[Not less than 70% (Q) of C13H1802|
(ibuprofen) after 30 min / He Menee 70 %
Q C13H1802

(ubynpoden) uepez 30 MuH
|Not less than 70 % (Q) of C8HSNO2

| (paracetamol) after 30 min / He menee 70 %
Q C8HINO2

| (napaueramon) yepes 30 MHH

| Uniform suspension passing through the
710 um sieve is formed / O6pasyercs
|OMHOpOZHAA  CYCIEH3Ws, IPOXO/sILas |
yepes CHTO € pa3MepoM OTBEPCTHH 710 MkM |

_].—Ne | Test / ITokazaTenn | Results / Pe3ynbTaThl
| 3 Average weight of tablets | 363.6 mg/ 363.6 Mr
/(I L Complies/CooTBETCTBYET
Ta0J1eTOK
‘_ . | —
| 4 |Disintegration / | 00 min 33 sec / 00 mun 33 cek
i PacnagaemocThb '
1 | =
5 |Dissolution / 100 % to 103%
PacTrBopenne
I | 99 % to 103 %
| 6 Dispersibility / i Complies / CooTBeTCTBYET
{{ucnepcHocTL
Py
7 |Related substances / PoncTeenHsle npuMecu

Remarks: The Product conforms to ND/
ITpnmeyanue: IIponykT coorBeTcTBYeT TpeboBanmsam HJT

Opinion: APPROVED
3axmoyenue: OJOBPEHO

Prepared by /

Checked by /

IIposepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Meuemxep / Pykoponutens

Hata: 27.11.2024

Jara: 27.11.2024

lMoarorosneno: Noor -

Mohammad M Amit Kumar Ny,
|

Reprint Date: Reprint Date: Reprint Date: g

Hara: 27.11.2024

Registeied Ofilce. 8-2-587 Byad WU 38, Bdtildtd wills, Hyteragag - Subuza, [BBgans, inald
Tal, #2140 600 2800, Fox: 181 40 4867 2993, Email: mail&@d Laddys.com

CIN: L35185AP1CSIPLCO0S5C7
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3IA
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Page3 of 6/Ctp.3m3 6

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

H6yranr FOuuop®, tabaerkn gncneprupyemele [nas gereit], 100 mr+ 125 mr

Batch No / Batch Quantity / 1500000.0 tab /

Cepna N : /2402437 Pazmep cephn : 1500000.0 Tab

Analytical Report No / 040002740307 Date of Analysis/ 27.11.2024
AnanuTrdeckHii oruer No : Iara ananuza: g |

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

JlaTa npoH3BoJCTBA : I'onew 1o :

Analysis performed according ND / Anann3 nposenen mo H/I: JITI-Ne(004427)-(PI'-RU)-260124 |

,| Ne | Test/ Iokasarens Results / PesyabTatsl  Specification / Hopma |
Method 1/ Meron 1 N * |4-aminophenol (paracetamol impurity) - not |
4-Aminophenol content / 0.001 % more than 0.005 %

‘?npe,uenenue (SRR 4-aMuHOo(eHON (MpUMECH NapalueraMona) -
LR ne 6onee 0,005 %
'Method 2 / Metoz 2 ! : 'Any individual unidentified impurity of

, | Determination of Below BDL (BDL= 0.05 %) / Huxe ibu;;rofen or paracetamol - not more than|
Ibl.lprof.en an'd Para_c‘ctamol [10pOra perneTpaLHu 0.2%

e S s e Epunnunas HeuaeHTHQULUUPOBaHHAS
Onpenenenne (ITP =0.05%) A 2 P
npuMech uOynpodeHa wiM napalieTamMona -
HEUIEHTHQUIIUPOBAHHBIX .
= He 6bonee 0,2 %
| mpumeceit ubynpodena u
| napaneramona
Total impurities (Method Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.001%
npumeced (Meron 1 -+
Merox 2)
|
— | — l

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumevanue: Ilponykr coorBeTcTBYeT TpebopanmaM HJT 3axaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosaeno: Noor . . Ipoepeno: Santosh Kumar Maurya | Ono6peno: Menemkep / PykoBogurenb
Mohammad ._’{y Amit Kumar A sl
e & } b //

Reprint Date: Reprint Date: Reprint Date: Y
Jata: 27.11.2024 Jarta: 27.11.2024 Harta: 27.11.2024

Registars . Read Mo, 3, Baniara Hills, Hyderabad - 50G024, Jelangona, India

2200, Fax::91 40 490
CIN: L85195AP18K4PLEDDASDT
wyenvdrreddys.com

2099 sniail: mail@drizddys.cor
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Forrmulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIA3A

Paged of 6/ CTp. 4 3 6

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

Uoymu I0nnop®, Tabnerxn gueneprupyemsrie (s gereii], 100 mr + 125 mr

Batch No / ' Batch Quantity/  |1500000.0 tab /
Cepus Ne : V2 Pa3vep cepuu : 1500000.0 Ta6
Analytical Report No / 040002740307 Date of Analysis / 27.11.2024

| AHaTHTHYECKHIT oTHeT Ne ; JaTa ananu3za:

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

HaTta npon3Boacrea : I'ogeH oo :

{Analysis performed according ND / Anauns npogsejgen no HJ: JIIT-Ne(004427)-(PT-RU)-260124

| No |  Test/IlokasaTtens  Results/ Pe3ybTaTh ‘ Specification / Hopma |
) 3 | Microbial limits* / Muxpo6uonoruueckas :H/ICT(_')Ta* e i
a) Total aerobic microbial NA " [Not  more than 103 CFU/g /
. count / O6uiee uucno He 6onee 103 KOE/r
[ adpOOHBIX
| MHMKPOOPTaHH3MOB , |
| gl —_ — —
|b) Total combined yeasts | NA Not more than 102 CFU/g /
and mould count / O6niee | He 6onee 102 KOE/T !

4YHCNO JPOAOKEBBIX U
IJIeCHEBEIX TpHOOB ‘

c) E. coli ' NA 'Shall be  absent in g /
/ : |OtcyreTBUe B 1 ¢

9 |Uniformity of dosage units / OzHOpPOAHOCTH TO3UPOBaHKs

Tbuprofen / U6ynpoden J - 1.6 | The acceptance value (AV) should be not
|more  than 15,0 /  Iloxasarens

npuemnemMocTd (AV) nomkeH ObIT He
6onee 15,0
Paracetamol / 2.3 The acceptance value (AV) should be not
Mupaneramun e My 150/ TTukasaicns
npuemneMocTy (AV) nmomkeH OBITH HeE|
Gonee 15,0 |
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoayxr cooTBeTCTBYET TpeboBanusam HJT 3axmwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroroeneno: Noor- IMpoBepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PykoBomurens
Nobamat ﬁ/’ 'f}%L Amit Kumar N
7 /A(/ o
Reprint Date: Reprint Date: Reprint Date: i
Hara: 27.11.2024 Jara: 27.11.2024 Hara; 27.11.2024

| PLCA0SS07
tireduys.com
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Dr. Reddy's Laboratories Ltd.
Formulatian Unit-6

Vit Khol, f it Road, Baddi,
105, INDIA

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHA3A

Page 50f6/CTp. 513 6

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

Woyxann IOnnop®, Taéaerkn qucneprupyemste [aas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V2402437 Pazmep cepHH : 1500000.0 Ta6
Analytical Report No / 040002740307 Date of Analysis / 27.11.2024
AHaJHTHYeCKHI oTyer Nb : JaTa aHaJIH3a; il

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

JdaTa mpox3BoacTBa ¢ Tomed g0 :

Analysis performed according ND / Anaaus nposegen no HJI: JIIT-Ne(004427)-(PT-RU)-260124

; Ne [
|10

Test / IToxa3arein

Results / Pezynabrarnt

| Assay / KosingecTBeHHOE
onpeaeieHne

99.7 mg/ 99.7 mr

122.7 mg / 122.7 mr

Specification / Hopma

900mg to 110.0mg of CI3HI8O2
(ibuprofen) per tablet / Ot 90,0Mr go
110,0 mr C13H1802 (ubynpogen) B
Tabnerxe

112.5mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5Mr no

[ [137,5Mr C8HONO2 (mapaueramon) B
| | tabrnerke
ST Package / YmaxoBka 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 tabnerok | carton. / IIo 10 tabnetok B GaucTep M3
B 6macrep uz IIBX/Al ITo 2 IIBX/Al ITo 1,2 unu 20 61HCTEPOB BMECTE
6nuctepa BMecTe ¢ HHCTpyKIMeil (¢ MHCTpyKuMed MO IPUMEHEHHIO B NAYKY
0  TOpHMEHEHHI0O B  [a4Ky | KApTOHHYIO.
KapTOHHYIO.
12 |Labeling / MapkupoBka | According to ND. / B cooreercTuu ¢ HJI. |
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHneHnne B opuruHansHOR ynakoBke (6arcTep B ayke) MpH Temneparype He Beie 25 °C.
| 14 [Shelf life / Cpox 5 years / 5 net
TOJHOCTH

Remarks: The Product conforms to ND/

IIpameuanue: [TpogykT cooTBeTCTBYET TpeboBaHmsM HJT

Opinion: APPROVED
3aknouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Iloaroroeneno: Noor Ipogepeno: Santosh Kumar Maurya | Onpo6peno: Meremxep / PyxosoanTens

Mohammad y ‘!' b Amit Kumar /‘& S
I 2 S

Reprint Date: Reprint Date: Reprint Date: !

Hara: 27.11.2024 Hara: 27.11.2024 Hara: 27.11.2024
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CERTIFICATE OF ANALYSIS
CEPTHD®HUKAT AHAJIA3A
Page60f6/CTp. 613 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yicnun I0unop®, Tabaerkn aucneprupyemsie [ans gereii], 100 mr + 125 mr
Batch No / Batch Quantity / 1500000.0 tab /
Cepus No ; Ny Pa3smep cepuu : 1500000.0 Tab
Analytical Report No / 040002740307 Date of Analysis / 27 11.2024
AHanuTHYeCKHH oTyeT Ne : JaTa anayn3a:
Date of Manufacture / 11/2024 Date of Expiry / 10/2029
{laTa nMpoH3BOACTBA : Tonex no :

| Analysis performed according ND / Ananus nposegen no HJI; JI[1-Ne(004427)-(PT-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. / AcnieITanHe NPOBOAUTCA TOIBKO ANR Kankaoi 20-H cepMu MH aist
ONHON CepMM B roj, B 3aBHCHMOCTH OT TOT0, YTO HACTYmMT paHee. I[lokasaTeqb MOXeET OTCYTCTBOBATEL B

ceprudHKaTe AHATH32 IPOH3BOJHTENS.

Homep cepun cyGeTaHnuH
npoussoauTens I'JIdD:

ﬁgﬁ:iﬂig}:ﬁ) “( OC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ifapaneramon
API manufacturer batch number / PIBM240152 APAP/24091293
Howmep cepun npouseoantenss ADC:
FP Manufacturer API Batch number /

FERA00561 FERA00538

ITponzsoauTens APC, crpana:

APl Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa 3xTHB
dapma Caitencus Jlumuren, Mnaus

Granules India Ltd., India /
Ipauynec Uuaus JIta., Uagus

Remarks: The Product conforms to ND/
IIpumeuanne: Iponykr coorBeTcTByeT Tpebopanuam HJI

Opinion: APPROVED
3axawouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /
Onobpeno: Meremxep /

PykOBOANTEND
[ -

Hara: 27.11.2024

Jara: 27.11.2024

[Toxrororneno: Noor [TpoBepeno: Santosh Kumar Maurya
Mohammad ﬂ-/-z,_. Amit Kumar "\¥ A
Reprint Date: Reprint Date: Reprint Date: ‘

Jlata: 27.11.2024

C3 2800, Fax:
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