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cERTlFlcATE оF ANALYS|S

SEPTANEST WITH ADRENALINE 1/100 000,
Solution fоr injection

Batch N В33520АА
Апrоuпt of batch 1282о boxes
Date о' Manufacture 17,05.2024
Exprry Cate Мау, 2026
Pack stze 50 cartridges х 1.7 ml

coNTRoLS

CHARACTERS AND GENERAL TESTS
Dеsсriрt,оп cf ihe solutlo:l
OpaIescence
соtочrаtоп
VtSrbles раrt;сlеs

Extractable volume

-рН

S..rb-vlsrb:e раrt,эlеs
,Dвmеtеr z 'l0 рm
.Diаmеtеr 2 25 pm

lDENTlFlcATloNs

Аrtюаiпе hуOrосhtоrrdе
А. Тhiп Lауеr Сhrоmаtо9rарhу
в HPLC rеtепtlоп tlme

Аdrепаhпе taгtrate
А HPLC геtепtlоп tlme
В HPLC, rеdох роtепtаl
sodrum metabrsulflte

ASSAYS

- Агtiсаiпе hуdrосhlоridе

Adrenalrne tаrtrаtе (exp!,essec as эаSеr

- Sod:um chlortde

- sodrum metaolsцlflte
expressed rп SO:

DEGRADATION PRODUCTS
Dеgrаdаtiсrп products of Artrcarne hydrochlorlde

Агttсаiпrс acid at RRT 0 6

A,ly other tndlvldua| lmpurlty

Total impurltres

Manufact,lnng lrсепсе No
Certif:cate of GMP Соmрlrапсе No
Мапr.;fасtч,,rп9 country
lmроrtпg Соuпtry
Rеg,stгаt|оп пumЬеr tп UA

2023_1,14 ,t 3
2023 нрF_FR 160
Frапсе
Ukraine
UA/10380/01l0"|

АссЕртАNсЕ cRITERlA Ат
RELEASE

СIеаr

colourless
Practicaily frее frоm partrc|es

No cartrrdge < Nоmtпаl vo|ume

40to55

< 6000 per cartrldge
< 600 per cartrtdge

compj]eS
Compi,es

Ccmplles
Complres

Posittve

Per 100 ml

З8Сtо420g
'l 00 to 1 ,10 mg

0144to01769
З5 tc 50 mg
24 tc З4 mg

<05%
<02 %

S05"/,,

RESULTS

Complies
Complies
Complies

Complies

48

1с
0

Comptles
CornpIres

Ccmptres
Comp!ies

CompIres

398
107

0 162

45
30

01
00
0.1

['.r!e l {rrг f
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Batch N В33520АА
Amount of batch 12 820 boxes
Date о' Мап,fасturе 17.05.2024
Ехрrrу da:e Мау, 2026
Pack srze 50 cartridges х 'l .7 ml

coNTRCILS

DEGRADATION PRODUCTS

Dеgrаdаttоп products cf AdrenaIrne iartrate
Аdrепаltпе sulfoпtc actCs at RRT 0 а5

Апу other inCtvtdua| mрurltу
Total tmр;гrtlеs

BloLoGlcAL TESTS
Sterlhty

* Bacteria| епсоtох пs

cERTlFlcATE оF ANALYSIS

SEPTANEST W|TH ADRENALINE 1/100 000,
Solution fоr injection

Мапufасtuгtпg ilсепсе No
Certtficale of GMP Соrпрl;апсе No
мапчfасtчrrпg ссuпtrу
lr,прrtlпg Соuпt.у
Reglstгat|on пurпЬеr rп UA

2023_114 1 з
2023_нрF_FR_,l60
Frапсе
Ukrаiпе
UAl10380/01/01

AcCEPTANcE cRlTERlA Ат
RELEASE

S100%
(0.7 pg/ml or 7 4g/o as Аdrепа|aпе)

s10%
s,lC%

Stёгi,е

< с 7 lu/mg of Artrcaine HCi

RESULTS

42

0.0

00

Complres

000

Active lngredients: 1 ml of solution (1 cortridge) contoins: Дrtiсаiпе hydrochloride 40 mg, Аdrепаliпе tortrate iп terms
of Дdrепоliпе 0.07 mg; 1.7 mt of solution 1 cortridge сопtаiпs: Дrtiсоiпе hydrochloride 68 mg, Дdrепоliпе tartrote iп
terms о| Дdrепаliпе 0.017 mg,

Date 12.07.2024

l hereby cerlily that the оЬоче infarmotiotl ir очthелtк опd accufote. This botch о! praduct has Ьееп monufoctured,
including pockoging/lobelling опd quolity cantrol, iп |ull соmрliопсе with the GМР requirements о| the locol Regulotory
Дuthority опd with the speci|ications п the Morketing Дчthоri;оtiол ot the imроrtiпg country. The batch processing,
pockogiпg опd onolysis record_s wеrе reviewed опсl |очпd to Ье п соmрliопсе with GМР
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Аппе LECOQ

Septodont Qualified Рсrsоп / Responsible Pharmacrst
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