[IEPIKABHA CJITYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hagii Cairnuusod, 3, 02099, ten. (044) 295-26-83
E-mail: dls.kyiv@dls.gov.ua, Kon €/IPTIOY 37079055

_ BNCHOBOK
PO AKICTHL BBE3EHOI0 B YKpainy niKapebKoro sacody

06.03.2024 o 11142/24/26

_HA3ONGKUIC

(HAMCHYBAHHS JIKAPCHLKOTO 3aC00y 3r1HH0 3 pcc:c*rﬁﬁnﬂiitmm ?{{_‘)cﬁizmcl|um)
cnipeit nasansumii 0,25 %3 o 10 mar'y daaxoni 3 posnpucKypadem; no 1 gurakony B
_KAPTOHHiA Kopobwi L

(hopma BUITYCKY, JIO3YBQRHII, BWL IAKY BRI AIKAPCHKOTO 3acody)

Homep peectpauiiinoro noceiguenns UA/9482/01/ 01 crpox aiipeecTpaniinoro nocpinueHs HEOOMEKEHHH
Cepis nikapcbkoro sacoby Ne 23J0002 KinskicTh Bae3eHoro Jikapewioro acoby 52131

Bupobiik Terityro e Armxeni C.pJr, [rasnis .
(HAliMCHYBatiHA BHPOOHHKA JIKAPCHKOTO sacoly, kpatna NOXOJUKCHHN)

BeescHO B Y KpaiHy ToBapHCTBO 3 00OMEIKEHOI0 BLUIITOBINAILHICY o "banep’, ineur, vosu
| (HaiiMenysans T4 KO 38 é:;gm“loy 10prHYHOT 0co0H ado HPI3BHLIL, iM'st, 110 0aTbKOB
disuunol ocofu « niaupresi, it MICLLE TIPORUBANES Ta PCCCTPALT AN HOMED o0nixoBOl

KAPTHI (DIATHHKS TIOATKIB aG0 cepist TA HOMED NacnopTa)

Nporokon sisyassioro kourponio sin 06.03.2024 e TOLS.

3a  pesyibTaTaMH  JIEPKABHOFO KOHTPOMIO  BCTAHOBJCHO, WO Jikapchkui  3aci6  smeseno B Ykpainy 3

+OE A KOHONMARCTRA OO 3a0e3nNeHeHRA STKOCTE Il’ikfi/ebﬁi-i}{ 3acobiB.
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Cept.Ne 23008082

Istituto ®W’
~ De Angel
o g

Terityro e Awseni C.p.JL=Jlok. Mpymi 103/6-50066 Pervesno (Di)-Franis
Jlinensia na supodunurso Ne aM-170/2022 win 13/12/2022
GMP Cepradixar Ne: 1T/239/H/2022

Ceprudikar anaizy Ta BignoBiagHocTi sikocri

Hassa npenapary: HA30J Kize ® mo 10 a1, Vipaina
Homepcepii:  23J0002  DNeamaniy: = 2300007-2-1

ApTHukyJt Ne; 269720 Jlata BUPpOOHMUITBA: 09.10.2023

Cepin HaniBIPOAYKTY: 332567 TepMmin npugaTaocti:  10.2025
Haapyxosano: 29.11.2023

TecroBa crrenmikanis No: 32P51-Rev0203JAN2015 KoX 3aMOBHHKA: 81639493

Bupo6uuua cnemudikamin Ne:  32P33-Rev03-26/07/10

Peecrpauiiine ceigourso Ne: UA/9482/01/01 Cropinka: 1

Kpaina supodunic: Itanis

Cuaa gii/akTusnicTs: derinedpuny rinpoxnopuny 0,25% (0,25 /100 MIT).

Po3mip cepii (ynakosku): 53100

Jlikapcwka dopma: crpeit HasansHul 0,25%

Tun ra po3mip ynakopku: o 10 M y grnaxoHi 3 arliKaTopoM, 1o 1 (pIaKoHY B YIaKOBL

Pesyabrar Ouinka
Onvic TIposopa 6e36apBHa abo CBITIIO- Binnosinae C
’KOBTOIr'O KOJILOPY PILAMHA

Hoxaznuk

Janax Jlerkwmit 3anax eBKaTINTONY Bigmosinae C
Koanoposicts He iHTeHCHBHilllE CTAHAAPTHOTO Binnosinae C
posunny GYS5
Iposopicty IIposopuii a6o He GibILE
OMAJIECLIIOKYMH, HIK CTaHAapTHA Bigrrosinae C
cycriensis .
Kinskicunin BMicT
- Gentedpuny ripoXITOpUL 237,5-262,5mr/100 M 256,1

- _Beﬁs*amgomfo- Xmopuz. 16,2-19,8 mr/100 mn 18,6
- IMBaTpiro egerat guriapar 18,0 -22,0 mr/100,0 Mt 19,7

pH 6.0-7.5 7,0

O O OO0

Bignocna rycruna 1.005-1,035 1,015

InenTudikamis:

. (DeHiHe(l)pif%Hy I“iﬂpbxmpﬁﬂf(BEPX) [TOBUHHO BIMITOBIZATH CTAHAAPTY Biarnogigae
- benzankouio xnopuz (BEPX) [ToBMHHO BIAIOBIAATH CTAaHIAAPTY Binmosigae
- Qunarpiro equrat auriapat (BEPX) [ToBHHHO BINIMOBIAATH CTAHAAPTY Binnosizae

aaa




Cept.Ne 23008082

Ieviryro e Amwweni C.pJL-Jlok. Tipynai 103/¢-50066 Perresuno (Ma)-ITanis
Jligensisi na supoGiinureo Ne aM-170/2022 sin 13/12/2022
GMP Ceprugdixar No: 1T/239/H/2022

CepTudikar anajxizy Ta BIANOBIAHOCTI AKOCTI

Hasga nipenaparty: HA30JI Kiae ® no 10 mii, Ykpaina

_Homep cepii: 2340002 - o Neanamizy:

Istitato &
De Angell
- o

23006517 -2~ 1

Aptuxyn Ne: 269720 JaTa BUPOOHHIITBA:

Cepist HATTIIBNIPOAYKTY: 332567 Tepmin npuaaTHocTi:
Hajpykosano:

Tecropa cnenudikamis Ne: 32P51-Rev0203JAN2015 Kox 3aMoBHHKA:

BupoGuuua cnenndikamia Ne:  32P33-Rev03-26/07/10
Peecrpatiiiine cBigourso Ne: UA/9482/01/01

09.10.2023
10.2025

29.11.2023
81639493

Cropinka: 2

AT = -
T —r mreT

TMpoxyxTu posnay airouoi

PEUYOBUHH: . i

- Byab-aKkuii HecniemUMIYHUN TPOSYKT <0.2%
pos3nany o
- CyMa NPORYKTIB po3rany <1,0%

O0’eM HANNOBHEHHSL He menme 100%

Mikpo6iosoriuna yucrora:

- 3aranbHe YHCIo aepobHuX He 6inmpme 100 KYO/Ma
Mikpooprauismis (TAMC) '

- 3aragbHe YMCIIO APLKIKOBUX Ta He 6inpmre 10 KYO/mn
miceneBux rpubis (TYMC)

- Staphylococcus aureus Bingcyruicts B 1 M

- Pseudomonas _aeruginosa BiHCYTHiCTB B 1 MJI

0,0
0,0

Binmosinae

0
0

BincyTwi
BiacyThi

@]

aa o O

KinbkicTs, Jo3Bonena 10 peanmizaiii ( ymakosok ): 52131 BCC 2172395919

Owinka: Bigmosigae

GMP micuesnx PeryasTopHux oprauiB Ta PeecTpauliiHOro cB1A0UTBa KpalHy - IpU3HAYEHHS,
YrioBHOBaXeHa 0¢00a;

Iara:

IepernsayTo (Biuuin BUITYCKY JIKapCLKHX 3ac00iB): Dr. Beatrice Nannini
JHara: 29.11.2023

Dr.ssa Paola Giori
29.11.2023

nionuc




Cert. No : 23008082

M e
Istituto®
De Angell
stituto De Angeli S.r.L.-Loc. Prulll n. 103/c- 50066 Reggetlo (F!)-ltaly
‘Manufacturing Authorization N°: aM-170/2022 dated 13/12/2022
GMP Cerlificate No: 1T/239/H/2022

Certificate of Analysis and Conformance

Product Name: NAZOL KIDS® 10 ML Ukraine
Batch No.:  23J0002 ~ No.ofAnalysis:  23006517-2-1

Article No. . 269720 Date of Manufacture : 09.10.2023

Semifinished batch 332567 Expiry date: 1072025
Printed on : 29.11.2023

Testing Spec. No. : 32P51-Rev0203JAN2015 Customer code: 81639493

Manufacturing Spec. No.:  32P33-Rev03-26/07/10

Marketing Authorization No: UA/9482/01/01

_ Pager1

Test

Specification Result Evaluation

Manufacturer Country: Italy

StengtPotency:
Phenylephrine Hydrochloride 0.25% (0.25 g/100ml)

Batch size (pcs) o
53100

Dosage form: Nasal spray 0.25%

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

Appearance

Clear, colourless to light-yellow liquid Confors &

Odour o o
Slight eucalyptol odour Conforms C
Not more intensely coloured than the reference solution ~ Conforms C
GYS.

Clarity of the solution -
Clear or not more opalescent than reference solution | Conforms C

pH

6,0-7.5 7,0 ¢

Relative density
1,015 C




Cert. No : 23008082

T il
Istituto @
-~ De Angeli
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fi)-Italy
Manufacturing Authorization N°: aM-170/2022 dated 13/12/2022
GMP Cerlificate No: IT/239/H/2022

Certificate of Analysis and Conformance

Batoh No.: 2300002 __ No.of Analysis : 23008517-2-1

Articie No, : 269720 Date of Manufacture : 09.10.2023

Semifinished batch 332567 Expiry date: 1072025
Printed on . 29.11.2023

Testing Spec. No. : 32P51-Rev0203JAN2015 Customer code: 81639493

Manufacturing Spec. No.:  32P33-Rev03-26/07/10

Marketing Authorization No: UA/9482/01/01

Specification Result Evaluation

Identification
Phenylephrine hydrochloride (HPLC/Diode Array
)
Corresponding to standard Conforms "

Benzalkonium chloride (HrLC) |
Corresponding to standard Conforms °

Disodium edetate dihydrate (HpLC) __
Corresponding to standard Conforms C

Active ingredient decomposition
Any unspecified degradation product.
<= 0,2 % 0,0 C

Total degradation products
= 1,0% 00 i

Assay
Phenylephrine hydrochloride

Preservatives
Benzaikonium chloride
16,2 - 19,8 mg/100.0 m! 18,6

Stabilising agent content

Disodium edetate dihydrate |
18,0 - 22,0 mg/100.0 m| 19.7

Volume of contents (average) S
Not less than 100% Conforms C

Total aerobic microbial count
<= 100 cfu/ m 0 C

<= 10 cfu/ ml 0 C




Cert, No : 23008082
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istituto @
De Angeli
"@?ﬁ" ,,;ﬁM
istituto De Angeli S.r.L.-Loc. Prulli n. 103/c- 50066 Reggello (Fi)-taly
Manufaciuring Authorization N°: aM-170/2022 dated 13/12/2022
GMP Certificate No: 1T/239/H/2022.

Certifice

te of Analysis and Conformance

Product Name: NAZOL KIDS® 10 ML Ukraine
BatchNo.:  23J0002 _ NoofAnalysis:  23008617-2-1
Article No. . 269720 Date of Manufacture : 09.10.2023
Semifinished hatch 332567 Expiry date: 1072025

Printed on : 29.11.2023
Testing Spec. No. ! 32P51-Rev0203JAN2015 Customer code: - 81639493
Manufacturing Spec. No.:  32P33-Rev03-26/07/10
Marketing Authorization No: UA/9482/01/0"
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Specification Result Evaluation

Staphylococcus aureus
Absent in 1ml Absent C

Absent in Tmil Ahsenit i

i saaoaann fpepepem—— e T T T R T N N N TR TR N LN ER R TN FEE L

Batch quantily released (pcs) : 52131 BCC 2172395919

-----------------------------------------

B LN mamn b p e pe s e s BNt L d A e bR A

Evaluation Conforms

....................................................

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU, and with the requirements of the Marketing Authorisation of the
destination country.

stituto De-Angelisrl
o 27 Qualified Person, |
Qualified Person: ¢\ oy 07
Date: Dr.ssa Raola Gioti
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Batch Review (Pharmaceutical Release Dept.): Dr. Beatrice Nannini Date: 29.11,.2023
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