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Ceprudikat Ne: 23007604

Istituto @

_ De Angell
e P
IetityTo Jle Aumeni C.p.JL-Jlot. TIpyiai 103/¢-50066 Perresuro (Mu)-Franis
Jlinensis na supodnuurso Ne aM-170/2022 win 13/12/20222
GMP Cepradikar No; 1T/239/H/2022
Ceprugikar anaaizy Ta BignoBignocTi sxoci

| _Haéﬁa npenapa'ry T "HA30JI® Annﬁnt; no 10 ma, Ykpaina -

__Howmep cepii: 23G0002 Ne amagrizy: 23004760 -2 -2
ApTuKYJ Ne: 269719 JaTa BUpOOHUUTBA: 24.07.2023
Hamnisnpoaykry cepis: 332124 Tepmin upunaTHocTi: 07/2026

Hanpyxosano: 13.11.2023
TecTora crenndirxanis Ne: 32P51-Rev03-22.07.10 Koag 3amoBuuka: 81639485
Bupobuuua cnenudikanis Ne:  32P33-Rev03

_Peecrpauiiine cBinonTeo No: UA/9480/01/01

| Kpaina supobuuk: Itanis
Cuna pitf/akrusnicth: Oxcumertazoniny rigpoxsiopug 50,0mr/100mt
Po3mip cepii (ynakorkn): 53200
dopma gozysanus: cnipeit wasansuuit 0,05%

Tun ynakosku: no 10 mu y duakoHi 3 arutikatopoMm, o 1 Gprakony B ynakosuwi

[oxasuuk Crneundixauis Pesyawrar | Owninka

Onuc ITposopa 6e36apsHa piguna Binnosizgae C

KoasoposicTs He inTencusnile cTangapTHoro pozuuny B9 Biarnosinae C

Mposopicts He 6lIiBI:IIe OTTAJICCLIIOKOUYUH, HIXK CTaHJapTHa Binmosinae O
cycneHsi I N

3amax Jlerkunit 3amax MeHTolly, eBKamnTony, Kambopu | Binnosizac C

Kiaskicuuii BMmicT!
- OKCHMETa30J1iHY TIIPOXTIOPHT 47,5 -52.5mr/100mi1 50,2 C
- beusankouin XJIOpUI 18,0-22,0 Mr/100Mn 20,1 C
- JlnHaTtpivo egerar gurigpar 90,0 -110,0 m1/100,0 mn 99,2 C
pH 4,5-7,0 4,8 C
| BinnocHa rycruna 1,005-1,020 1,012 C
1 InenTudikanis:
- OKCUMETA30JIIHY TIAPOXIIOPH | TloBHHHO BigNIOBIZATH CTAHIAPTY Binnosizae C
- benzankoHiro xjaopusa TloBMHHO BIAMIOBIKATH CTAHAAPTY  Bingnosigac C
- JAMHaTpIO enerat gurigpar IToBHHHO BIAMOBIAATH CTAHIAPTY  Bixnosizae C

{ Hpoayxkru po3naay aitouoi pevyoBUHMU!

| - N-(2-amunoatnn)-2[4-1,1-mumeTnnaTin)-3- <0,2% 0,0 C

| rUApOKCcH-2,0-guMerundernm]aneramun

{ rupoxnopun (BIXX) |
- byae-sxnit He cieunaaui tpoaykt posnany | <0,2% 0,0 C
- CyMa npoayKTiB posiasy (=0 00000 09 ¢
00’eM HATTOBHEHHS He menme 100% - Bianosigae C

| Mikpobiojoriuyna 4yucrora:

| = 3araibHe Yucno aepoOHNUX MIKpOOpTaHi3MiB

{ (TAMC) He 6inewre 102 KYO/min 0 C
- 3aralibHE YUCHO APDKIKOBUX Ta IIIICEHEBUX
rpubis (TYMC) e, | 1€ Oimbre 101 KYO/Mi 0 C
- Staphylococcus aureus ZopHA  x TSRICYTHICTD B 1 MIT Bingcyrai C
- Pseudomonas aeruginosa  f7 ™ | Il s#m B 1 M _Bincyrai C
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Ceprudikar Ne: 23007604

Istifuto @
De Angeli
- o

IeviTyro e Anweni C.p.JL-Jlok. Mpymni 103/¢-50066 Perrenio (Dn)-Iranis
Jlimensist Ha pupotuuuTBO No aM-170/2022 8ix 13/12/20222
GMP Ceprudirar Ne: 1T/239/H/2022

Ceprudikar anamizy Ta BignosignocTi axocti

” ”ﬁﬁma np.é.ﬁ.ﬁ.}-ia'ry: HA3OQJI® Axsanc, mo 10 mu1, Ykpaina
_Homep cepii: | 23G0002 Ne ananisy: 23004760 -2-2

ApTukyn Ne: 269719 Hara BupoOHMITBA: 24.07.2023

Hanisnpoayxry cepis: 332124 Tepmin npuaaTHOCTI: 07/2026
HaxpykoBaHo: 13.11.2023

Tecrosa cnenudirais Ne: 32P51-Rev03-22.07.10 Kox 3amoBHuKka: 81639485

Bupobunua cneuudixania Ne:  32P33-Rev03

_Peecrpauiiine cizourso Ne:  UA/9480/01/01

Kinskicre, go380s1ena go peaaizauii (ynakoskn): 49519 BCC 2172383572
Ouinka: Binnosinae
Bucrnosok:

Sl THM CaMHUM 3aTBEpIDKYIO, 10 JaHa cepis MPOAYKTY BHpOONEHa, BKIIIOYAIOYH YIIAKOBKY 1 KOHTPOJb SIKOCTI HA
BULIE3a3HaAYeH I BUpOOHUYIN MIMBHULI B TTOBHIH BimmosinuocTi 1o BuMor GMP MicueBux Perymorounx opranis

ta Crienndixawiamu Peectpaniiinoro gocke kpaiky Ipu3HAYEHHA.

Y1oBHOBakEHA 0c004 | Dr.ssa Paola Giori

Tara : 13.11.2023

HMepernsaunyro (Bigain Bunycky aikapcbkux 3acobis):  Dr. Stefano Mulas Jara: 13.11.2023
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Cert. No : 23007604

Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Ff)-ltaly
Manufacturing Authorization N°: aM-170/2022 dated 13/12/2022
GMP Certificate No: 1T/239/H/2022

Istituto ®
~ De Angeli

Certificate of Analysis and Conformance

Product Name: NAZOL ADVANCE® 10 ML Ukraine

Batch No.:  23G0002

 No.of Analysis

_____ 230047 50-2-9

Atticle No. 269719
Semifinished batch 332124

Testing Spec. No. : 32P51-Rev03-22.07.10
Manufacturing Spec. No.:  32P33-Revl3
Marketing Authorization No: UA/9480/01/01

Date of Manufacture ': 24.07.2023
Expiry date: 0712026
Printed on : 13.11.2023

Customer code: 81639485

__ Page: |

_'I_'g_g_g
Specification

Manufacturer Country: Italy

StrengthlPotency:
Oxymetazoline Hydrochloride 50.0 mg/100 ml

Batch size (pcs)

Packaging type and size: 10 ml in bottle with actuator, one

hottle in pack.

Appearence
Clear, colourless liquid

Odour

Slight odor of mentol, eucalyptol and camphor

Colour of the solution

Not more intensely coloured than reference solution BY

Clarity of the solution

Not more opalescent than reference suspension |

45-10

1 100 5 - 11020 . )

Result - Evaluation

53200

Conforms C

Conforms Y

Conforms C

Conforms C

4,8 Cc

1,012 C



Cert. No : 23007604

Pt 2
Istituto®
De Angeli
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/¢- 50066 Reggello {Fl)-Italy
Manufacturing Authorization N°: aM-170/2022 dated 13/12/2022
‘GMP Certificate No: [T/239/H/2022

Certificate of Analysis and Conformance

Product Name: NAZOL ADVANCE® 10 ML Ukraine
Batch No.:  23G0002 - ~ No.ofAnalysis: ~ 23004780-2-2

Article No. : 269719 Date of Manufacture : 24.07.2023

Semifinished batch 332124 Expiry date: 07 /2026
Printed on : 13.11.2023

Testing Spec. No. ! 32P51-Rev03-22.07.10 Customer code: 81639485

Manufacturing Spec. No.: 32P33-Rev03

Marketing Authorization No: UA/9480/01/01

'_'I_'me__s_t
Specification Resuit Evaluation

dentification
Oxymetazoline hydrochloride (HPLC/Diode Array
) _ __
Corresponding to standard Conforms C

Benzalkonium chloride (HPLC)

Corresponding to standard Conforms c

Disodium edetate dihydrate (HPLC)
Corresponding to standard Conforms C

Active ingredient decomposition S
N-(2-aminoethyl)-2-[4-(1,1 -dimethylethyl)-3-hydroxy-2,6-dimethylphenyljacetamide hydrochloride (HPLC)
<=0,2 % 0,0 C

Single unspecified degradation product (HpLC) -
<=0,2% 0,0 C
Total degradation products (HPLC)
<=1,0% 0,0 ¢

Assay
Oxymetazoline hydrochloride (HPLC)
47,5 - 52,5 mg/100.0 mi 50,2 C
Preservative content
Benzalkonium chioride (HPLC)
18,0 - 22,0 mg/100.0 ml 20,1 C

Disodium edetate dihydrate (HPLC)
90.0 - 110,0 mg/100.0 ml 99,2

Not less than 100% Conforms

Total aerobic microbial count
<= 100 cfu/ mi 0




Cert. No : 23007604
| ,M&W"&%
Istituto ®
De Angell
Islituto De Angeli S.r.L.-Lac. Prullin. 103/c- 50066 Reggello (F1)-ltaly
Manufacturing Authorization N°: aM-=170/2022 dated 13/12/2022
GMP Certificate No: [T/239/H/2022

Certificate of Analysis and Conformance

Product Name: NAZOL ADVANCE® 10 ML Ukraine

Batch No.:  23G0002 ~ No.ofAnalysis:  23004760-2-2

Article No. : 969719 Date of Manufactu're.i """""" "24.07.5023

Semifinished bhatch 332124 Expiry date: 0712026

| Printed on : 13.11.2023
Testing Spec. No. : 32P51-Rev03-22.07.10 Customer code: 81639485
Manufacturing Spec, No. . 32P33-Rev03

Marketing Authorization No: UA/S480/01/01
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Specification Result Evaluation

Total combined yeast/moulds count |
<= 10 cfu/ ml 0 ¢

Staphylococcus aureus __
Absent in Tml Absent C

Pseudomonas aeruginosa |
Absentin 1mi Absent C

. - A ey e pendpeppnleial £ i 8

iy o ol seplemn . s T T L D e L

Baich quantity released (pos) : 49519 - BCC 2172383572
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| hereby certify that all the manufacturing stages of this batch of finished product have been carried outinfull
compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

istituto-De Angeli-:rk

L ified-Person
Qualified Person. .;"’/ %Q‘*‘a“ﬁeg p? l,\n‘g
Date: " Dr.ssa Paola Glori
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Baich Review (Pharmaceutical Release Dept): Dr, Stefano Mulas




