IEPXIIKCIIVKBA
JAEPIKABHA CHYKEA 3 IIKAPCBKWX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHIBCHKIN OBJIACTI

npocnexT Banepin JloGarosesioro, 51, M. Kuig, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.va, Kog €APIIOY 37078774

BHUCHOBOK
Npo SIKICTH BBE3¢HOr0 B YKpalHy Jdikapebkoro 3acoby

21.09.2020 Ne 48231/20/10

BEHTOJIH™ HEBYJIH

(naliMenyBanHn Nikapesxoro 3acofy 3TimHO 3 peecTpalliiHim MoCcsi ATeHHAM)
o39HN 14 idraaamii, 2,5 mMr/2,5 Mi; no 2,5 Mo y gebyiri; mo 10 mebya y makeTHy 3
] ¥
amoMiniesoi oJabry; no 4 naKeTHKA B KAPTOHHINA yIakopni

(bopMa BHITycCRY, N03YBaHHA, BHI NEKYRAHHA JIKAPCEXOro 3aceby)
Homep peectpaniiinoro noceimzerns UA/1798/01/01 crpox aii peecrpauitisoro nocsimgerna 01.01.2099
Cepin nixapcrxora sacoby Ne 20F001 Kimbskicts BBE3E6HOTO JiKapcEKoro sacoby 9907

BrpoGark Acmen Bag Onnecno I'm6X, HiMeuunna

(naiiveHypaHHs BUpo6HMKa NikapcsKoroe 3acofy, KpaiHa NOXCIKEHHA)

BaeseHo B Vxpainy TorapueTro 3 06MexkeHolo Bixnosinanbuicto "TaakcoCmiTKaniin
®@apmachioTikaiac Yikpaina', izenr. xox: 35619519

(uabtvenyBamsn Ta xon 3a EJIPTIOY wpuansrol ocobu abo npisemme, iM's, no Garnkosi Giavanci
0cofH - TiATPUEMILE, Ti MicLie IPOXHBAHHS Ta PecCTpauiiHHil HoMep 0BNIKOROT KAPTKY MIATHHKA
MoJaTKis afo cepis TA HOMep TAcnopTa)

Tlporokon BizyansRoro xouTpoo sin 17.09.2020 Ne 3052/1.

3a pe3ymbTaTAMM NEPKABHOTO KOHTPONIO BCTAHOBNGHO, IO JiKapchkuit 3aci® BBeseso B Ykpainy 3

AOTPHMAHHAM BEMOT 32KOHO/@BCTEA INOAO 3abe3ne eHrs ocTi mixapebkex 3acobis.
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tssued by:

Agpen Bad Oldesloe GmbH
industriesirasse 32-36
23843 Bad Oldesloe
Germany

Tel: +49{0) 4531 / §940-0
Fax. +49 {0) 4531 / 9840-90

(o) aspen

A0 OLBESLOW

CEPTUDIKAT AKOCTI
Quality Certificate

VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mL, 40 nebules for 2.5 ml (10 nebules i in
aluminium bag, 4 bags in carton box)BEHTOJIIH™

HEBYJTH, po3umnH ans idransuin, 2.5 mr/2.5 mn no 2.5 mn'
'y Hebynax No40 (mo 10 HeByn y nakeTuky 3 anoMiHieBol
: dronbry, no 4 nakeTUKa B KapToHHIN kopobui)

Date of Manufacture: 02/06/2020
Hara Bupobuuyrea:

Batch No.: 20F001
Homep cepii:

Expiry Date: 06/2023
TepMmiH npuaaTROCTI!

Certificate Ne: UA-130

Homep ceprudpixaTty;

Registration license number: UA/1798/01/01

Homep peecrpauiHoro nocsiguedns: UA/M798/01/01

Batch guantity produced in total: 9.907 packs

KinbkicTs npoaykyii 8 cepit: 9.907 yn

Manufacturer: Aspen Bad Oldesioe GmbH, Industriestrasse 32-36, Bad Oldesloe,
Schleswig-Holstein, 23843, Germany

Manufacturing authorization license No: DE_SH_01_MIA_2019_0003
BupobBuux: Acnen Bap Onpecno M'MBX, IHgycTpiwTpacce 32-36, Bag Onpecno, Llneasir-
FonbuiTelt, 23843, HiMeuduHa

Tliuenzin Ha BupoGruu TR Ne: DE_SH_01_MIA_2019_0003

Efficacy: active drug substance: salbutamol;

1 dose (2,5 ml) of the product contains 2,5 mg of salbutamol (as salbutamol sulfate)
AxTuBHicTE: AitoYa pedosuHa; cannbyTamon;

1 posa (2,5 mn) npenaparty micTkte 2,5 Mr canwBytamony (v dhopmi cankbyTamony

cynecharty)
Test -~ |Specification ' _ ' _____|Results
Tect | s Bumory crieuudirauii - - PesyneTar
-Appearance Clear, colourless liquid Complies
Onue IMpo3opa Besbapara piguHa Bianceigae
Test for Identity (UV) Concordant with standard UV spectrum Complies
IneHTudikayin Y Bignosifae Y® cnextpy craspapTy Bionoeinae
pH 3.5-45
pH 3.5-45

gg f TBHCOCHITR
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Issued by:

Aspen Bad Cldesloe GmbH
Industriestrasse 32-36
23843 Bad Qldeslos
Germany

Tel: +49 {0) 4531 / 8940-0
Fax, +49 {0) 4531 / 5840-50

aspen

nAD OLDESLOER

Test ] Specification - Results
Tecr Biamorw crieumchiagii Feaynbrar
Fill weight ‘

(Fill weight is determined as

part of in —process controls. Fill |2.50 - 2.80ml Complies

weight is equal to fill volume as
the density of the nebule
solution is 1.00 g/m1)

Ob'em HanoBHEHHs

(OB'em HanoBHEHHSA
BU3HAYZETLCA Y Npoueci
BupobHyuuTE2. Maca 2.5C - 2.80 mn Bianoginae
HanosHerHs pieHa of'emy
HanosHeHHA. OcKifbky ryctvHa
po3vnny cTarosutk 1,00 r/mn)

Sterility Complies with the requirements of the European | Complies
Pharmacopoeia

CrepunbHicTh Bignoeigae sumoram €4 Bianosinas

Sodium Chloride concentration | 95%-105% of the staled concentration 101.4

BumicT HaTpito xnopuay 95%-105% sig BragaHo! KOHUEHTpAaLT 101.4

Szalbutamol concentration (UV) 195%-105% of the stated concentration 100.7

Buaict cansBytamony (Y®) 93%-105% Big BrazaHol KoHUeRTpauil 100.7

| hereby cerlify that the above informalion is authenlic and accurate. This batch of product has been
fabricated/manufaclured, including packagingVlabelling and quality control, at the above-mentioned
recognized building(s) site In full compliance with the GMP requirements of the local regulatory
authority and wilh the specifications in the marketing aulhorization of the importing country. The batch
pracessing, packaging, and analysis records were reviewed and found fo be in compliance with GMP.

UM A cigTeepmkyio, WO HasefeHa HGOpMalis € cnpamkHbolo i ToyHow, Cepin npenapary Oyna
BWOTCRMEHa, B TOMY YUCAI ynaxomawa | nepesipexa B MeMax NPoUeAYPH KQHTROMIO SKOCT, Ha
3aaHaqeHid BUlIE BUPCOHWNIA AinbHWW B noskil eignosigHocTi A0 euMor npasdn Harexsol
supoBHuyci npakrvku (GMP), BCTBHOBNEHUX MICUEBUM PerynaTopHM BIAOMCTBOM, 8 TAKOX B MOBHIN
BignosigHocTi Ao cneuwdikauin, nepeaBavennx y JNivensii Ha supoBHWUTEO KpalHu-iMnopTepa.
HokymerTauis cTocosHo oBpobku, nakyeaHHs | aHaniay cepll 6yna nepesipenea, | 6yno BCTaHOBNEHO,
L0 BoHA Bignosigae sumoram npaswn HanemxHol supobHuyol npaktukn (GMP). (s ST
ATGTRA

|
|
i
1
i
|

importing country: Ukraine /175590

Kpaika imnopTep: Ykpaina /175530
Released by Qualified Person: Py (3. M, Grobe
NoasoaneHo Ao peanizauil ynosxHosanenolg ocobolo:

Date of signature/
Aata nignuvcy:

7 b JULIZ020 Position/ Mocana?

Qualified Person

Dr. G. M. Grohe




JEPKIIKCITY XBA
AEPAHABHA CIIYIKBA 3 JUKAPCBKHAX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KHIBCHKIU OBJIACTI

npocnext Banepis JloGanorcskoro, 51, M. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
PO AKICTH BBE3eHOro B YKpalHy jikapenikoro 3acoby

21.09.2020 Ne 48232/20/10

BEHTOJHH™ HEBYJIM

(naiivenynamma nixapesroro 3acoby 3riTHO 3 peecTpatliiEUM TOCBITIERHM)
PO3HMH 15t iHraasauii, 2,5 Mr/2,5 mig; mo 2,5 ma y me6yti; mo 10 He0y Y aKeTuxy 3
amoMinieBol (oibry; mo 4 naKeTHKA B KapTOBEHIM ynakesmi

((popma puTIycry, Do3yRAHHSN, B TEKYBAUHA NiKAPCEKOrO 3ac00y)
Homep peectpauiiiroro nocsimerma UA/1798/01/01 ctpok aii peectpaniimoro nocsixsenns 01.01.2099
Cepia mixapcrroro saco6y Ne 20002 KinbxicTs BRe3¢HOTO Tikaperkoro 3acoby 7770

Bupofirex Acner ban Ongecno I'm6X, HiMeaauna

(naiiMenypanud BUpoBHIKA TiKapcekOro 3ac06y, KpaiHa MOXO/UKeHHS)

Bresero  Vipainy TosapucTio 3 o6MexeHo:0 BiAmOBiNaLHICTIO "TNakecoCriTK asiin
PapmaceloTikaic Ykpaina', izenr. xox: 35619519

(waitveryBanis Ta xox 3a CIPIIOY jopunuuHol ocolH abo mpizeuine, M, 110 GaTbKOBI HizngHOl
ocofu - minnpremMs, I MiCile IPO)KHBAHHSA Ta peccTpaniHiui HoMep 06NIKOBOT KapTkH NNATHIKA
nonatkis abo cepis Ta HoMep nacnopTa)

IIpoToxosn BisyansHoro konrpomo eig 17.09.2020 N 3052/2.

3a pesyibTaTaMH  JIEP)KABHOTO KOHTPONIO BCTAHOBASHO, 0 Jikepcekult 3aci6 meesemo B Vkpaimy 3

AOTPHMAHHM BHMOT 3aK0HOAARCTRE MO0 3a0e3nedeH s AKocT] MKapehKuX 3aco0in.
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Issued by:

Aspen Bad Oldesloe GmbH
Indusiriestrasse 32-36
23843 Bad Ofdesloe
Germany

Tel: +49 (0} 4531 / $940-0
Fax. +49 (0) 4531/ 9840-90

aspen

s8AD ODLOEHGLON

CEPTUDIKAT AKOCTI
Quality Certificate

VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mLl, 40 nebules for 2.5 mi (10 nebules in
aluminium bag, 4 bags in carton box)BEHTOQIIH™

HEBYIW, poauun ans inransyini, 2.5 mr/2.5 min no 2.5 mn
y Hebynax Ne40 (o 10 HeByn y nakeTuky 3 anioMiHieBol
dhonkru, no 4 nakeTnka B KAPTOHHIK Kopo6ili)

Date of Manufacture: 02/06/2020
Hata supoGumuyTea:

Batch No.: 20F002
Homep cepii :

Expiry Date: 06/2023
TepmiH NpUAATHOCTI:

Certificate Ne: UA-131

Howmep ceprudikary:

Registration license number: UAM798/01/01

Homep peectpauiitHoro nocsiguenys: UA/1798/01/01

Batch quantity produced in total: 7.770 packs

KinbkicTe npoaykuii B cepit: 7.770 yn

Manufacturer: Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, Bad Oldesloe,
Schleswig-Holstein, 23843, Germany

Manufacturing authorization license Ne: DE_SH_01_MIA_2019_0003
BupoGauk: Acned Bag Onaecno MBX, ImgycTpiwTpacce 32-36, bag Onpecno, Lneseir-
FonbwTenH, 23843, HivMeuuuHa

NideHsin Ha BupoGuuuTeo Ne: DE_SH_01 MIA_2019 0003

Efficacy: aclive drug substance: salbutamol;

1 dose (2,5 mi) of the product contains 2,5 mg of salbutamol (as salbutamol sulfate)
AKTUBHICTL; fito4a pevosrHa: cankByTamon;

1 Ao3a (2,5 mn) npenapaty micTutb 2,5 Mr cansByTtamony (y dopwi cansByTamony
cynbdrary)

‘Test _ Specification : Results
Tect ' Bumoru cneyudikauii ‘Peaynbrar
Appearance Clear, colourless liguid Compiles
Onue Mpozopa Gez2BapeHa pinuHa Bianceinae
Test for Identily (UV) Concordant with standard UV spectrum Complies
laeHTudhikayis Yo Bignosigae Y& cnekrpy crangapty Bignoeinae
pH 35-45 3.9

pH 3.656-45 39

T
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fssuedby.
Aspen Bad Oldesloe GmbH
Industriestrasse 32-36
23843 Bad Oldesloe
Germany

Tel: +49(0) 4531 / 8940-0
Fax. +49 (0) 4531 / 9840-60

) aspen

BAD OLO¥aLoE

Test

Spacification Results

‘Tecr

Bumoru cneuudiialyi Peaynerar

Fill weight

{(Fill weight is determined as
part of in —process controis. Fill
waight is equal to fill volume as
the density of the nebule
solution is 1.00 g/ml)

2.50 - 2.80m| Complies

OB’em HaMNOBHEHHA
{OB'em HanoBHEHH:
BUIHAYaETLEA Y NpoUeci

BupobHuyTEa, Maca
HafoBHEeHHMs piaHa ob8'emy
HanoeHeHHA. OCKinbkn rycTuHa
Po3yuHy cradosutk 1,00 r/ma)

2.50-2.80mn

Bignosigae

Sterility Complies with the requirements of the European | Complies

7 FPharmacopoeia

CrepunsHicTb Bignoginae symoram €@ Biorosigae
Sodium Chloride concentration | 95%-105% of the staled concentration 101.2
BmicT BaTpito xnopuay 95%-105% 8ia BKasaHoi KOHLEHTpaLT 101.2
Salbutamol concentration (UV) | 95%-105% of the stated concentration 100.4
Buict cansbyramony (Y®) 85%-105% Big BrasaHol KOHUEHTpaUT 100.4

| hereby certify that the above information is authentic and accurate. This balch of product has been
fabricated/manufactured, including packagingllabelling and quality control, at the above-mentioned
recognized bullding(s) site in full compliance with the GMP requirements of the local regulatory
authority and with the specifications in the markeling authorization of the Importing country. The batch
processing, packaging, and analysis records were reviewed and found to be in compliznce with GMP,

Uum 51 nigTeepkyo, Wo Hasegera iHhopMallis € cnpaBMHboIo | TouHOW. Cepis npenapary Byna
BUFOTOBNEHA, B TOMY YWUCHi YNakoRaHa i neperipeHa B8 MEXax NPOUBAYPU KOMTPOMG HKOCT, Ha
JasHadeHid sule BUPODHWHIA AiNbHULI B8 nNoBHIG BiANoBiAHOCT] A0 BMMGQr npasun HanexHor
BrupoBHMIOT npaxTukK (GMP), BCTaHOBMEHKX MICUSBUM PErYNATOPHUM BIAOMCTBOM, 8 TAKON B NOBHIR
signosigHocTi Ao cneuwdikauliit, nepepbauenux y Miugnzii Ha sBupoBHUUTEO kpaihu-iMnopTepa,
BokymeHTauin crocosHo oBpebil, nakysaqus | aHaniay cepii Byna nepesipena, | 6YN0 BCTAHOBREHD,

Lo BoHa eignosinae eumoram npasun HanexHoi BupobHu4oi npairuky (GMP),
Importing country: Ukraine /175590
Kpaiua imnopTep: Yipaina 175590

Dr. G. M. Grobe

Hozeogneso A0 peanizauil ynoBHOBaXeHO 0coBoIo;

Released by Qualified Person;

Date of signature/
fata nignucy:

Position/ Nocaaa ame/ MpisauLue

74, JULI2020

S D G. M. Grobe




AEPKIIKCITY KBA
AEPXABHA CJIYXBA 3 JIIKAPCBKI:.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KUIBCBKIU OBJIACTI

npocnext Banepis Jlobanoserkoro, £1, M. Kuis, 03110, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/vn ry.dls.gov.ua. Kog CHPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3eHOT0 B Vkpainy Jikapebioro 3acoby

09.02.2022 Ne 2980/22/10

BEHTOJII™ HEBYJIHA

(madiMeHyBatiy NikapCEROro 3acofy 3TiNHO 3 peectpar(iiHM NOCBiT7eHHAM)
PO3“HH Aas Inranauii, 2,5 Mr/2,5 mor; oo 2,5 ma y Heby.i; mo 10 medyn y makernky 3
amoMinieBoi Gonbra; mo 4 makeraka B KAPTOBHIE yIAKoBIi

(dopma BuTyCKY, HOIYBEHHS, B/l MAKYBAHNA SiKAPCEKOTG 3acoly)
Homep peectpanitinoro mocringenms UA/1798/01/01 ernox zif peectpaniitioro mocaimesms 01.01.2099
Cepia mikapcskoro zacoby Ne 211004 K rkicTs uBe3sHCT0 Rikapebkoro sacoGy 9740

BrpoBuuk Acnen bar Ongecao I'vaX, HiMewanns

{Hafimer/Baly auf ¢ Giiwa NikzpeskoTo zacofy, kpalHa DoXoMeHH)

Baeseno p Yipainy Tosapucrio 3 06Mekensio BimnopinamsHicTIo " UitakcoCmiTK 1sitn
DapmacnroTicanc Yipaiaa', igenr. xon: 35619519

(matiMeHyBaHHA T2 kol 32 €JIPTIOY 10pHauHoi ocobr a6o Tpispume, iM%, 10 batkkopi Gizmanol
0co0H - BIANPHEMUA, Ti MiC 112 TIR0WRITBCHE Ta peecTpaLiiiuil HoMep 00IMIKOBOT KAPTKY MAATHHKA
NOfaTkie abo ¢epif Ta HOMEp nacroprTa)

ITporokos Bisyansuoro konrpomo sig 27.01.2022 N 0214/7,

3a pesyAbTaTAMH MNEPKABHOTO KOHTPOMO BCTAMOBAGHO, MO mikapchKHit  33ci6  BBReleHO B Vikpainy 3
AOCFPHMAHHAM BUMOF 38KOHOAABCTBE MO0 3a6e3Tie Sy AKOCTI JIKAPCBEKHX 3ac06iB,
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Issued by:

Aspen Bad Oldesloe GmbH

Industriestrasse 32-36 , \J aS p e n
23843 Bad Oldesloe G S G L6
Germany

Tel: +49 (0) 4531 / 8940-0

Fax. +49 (0) 4531/ 9840-90

CEPTUDIKAT AKOCTI
Quality Certificate

VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mL, 40 nebules for 2.5 ml (10 nebules in
aluminium bag, 4 bags in carton box)BEHTONIH™

HEBYIW, po3unH ans iHransuin, 2.5 mr/2.5 mn no 2.5 mn
y HeBynax Ne40 (no 10 HeByn y nakeTuky 3 aniomiHieBol
cdonkrn, No 4 nakeTUka B KAPTOHHIN kopobui)

Date of Manufacture: 14/10/2021
Dara BupobHuLuTBa:

Batch No.: 21L004
Homep cepii':

Expiry Date: 10/2024
TepmiH npuaaTHOCTI:

Certificate Ne: UA-141

Homep ceprudikary:

Registration license number: UA/1798/01/01

Homep peecTpauiinHoro noceigyenus: UA/1798/01/01

Batch quantity produced in total: 9.740 packs

KinbkicTb npoaykuii B cepii: 9.740 yn

Manufacturer: Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, Bad Oldesloe,
Schleswig-Holstein, 23843, Germany

Manufacturing authorization license Ne: DE_SH_01_MIA_2019_0003
Bupo6Huk: AcneH Ban Ongecno M6X, IHaycTpiwTpacce 32-36, baa Onaecno, Wneasir-
FonbuitenH, 23843, HimevunHa

NiueHxsisn Ha Bupo6HuuTBO Ne: DE_SH_01_MIA_2019_0003

Efficacy: active drug substance: salbutamol;

1 dose (2,5 ml) of the product contains 2,5 mg of salbutamol (as salbutamol sulfate)
AKTUBHIiCcTb: gitoua pedoBuHa: canbByTamon;

1 pno3a (2,5 mn) npenapaTy MicTUTb 2,5 mr canbbyTamony (y doopmi canbbyTamony

cynedary)

Test Specification Results
Tect Bumoru cneundikauii Pesynbrar
Appearance Clear, colourless liquid | Complies
Onuc MNposopa 6eabapsHa pianHa Bignosigae
Test for Identity (UV) Concordant with standard UV spectrum Complies
lneHTUdikauis YO Bignosigae Y® cnekTpy ctaHoapTy Bignosigae
pH 3.5-45 3.9

pH 35-45 3.9




Issued by:

Aspen Bad Oldesloe GmbH

Industriestrasse 32-36 [ ] p

23843 Bad Oldesloe aS en
Germany

Tel: +49 (0) 4531 / 8940-0

Fax. +49 (0) 4531/ 8840-90

BAD OLOESLOE

Test Specification Results

Tecr Bumoru creyudikadlii PeaynbraT

Fill weight

(Fill weight is determined as

part of in —process controls. Fill |2.50 - 2.80m! Complies

weight is equal to fill volume as

the density of the nebule

solution is 1.00 g/ml)

O6'eM HanoBHeHHs

(O6'eM HanoBHeHHA

BUW3HaYaeTsHCs Y NpoLeci

snpobHuuTaa. Maca 2.50 - 2.80 mn Bignosigae

HanoBHeHHA pisHa 0b6’emy

HanoBHeHHs. OCKiNbKW rycTuHa

po34vnHy ctaHosuTb 1,00 r/mn)

Sterility Complies with the requirements of the European | Complies
Pharmacopoeia

CrepunbHIicTb Bignosigae Bumoram €0 Bignosigae

Sodium Chloride concentration |95%-105% of the stated concentration 101.0

BmicT HaTpito xnopuay 95%-105% Big BKa3aHOT KOHLEHTpALYi 101.0

Salbutamol concentration (UV) |95%-105% of the stated concentration 898.0

Bwmict canebytamony (Yo) 95%-105% Big BKasaHo! KOHUEHTpaUT 92.0

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging\labelling and quality control, at the above-mentioned
recognized building(s) site in full compliance with the GMP requirements of the local regulatory
authority and with the specifications in the marketing authorization of the importing country. The batch
processing, packaging, and analysis records were reviewed and found to be in compliance with GMP.

LM 5 nigTeepaxyto, wWo HaseaeHa iHdopmalis € cripamxkHbolo | TouHow. Cepis npenapaty 6yna
BUOTOBREHa, B TOMY MWCHi ynawkosaHa | nepesipeHa B Mexax NpOUesypu KOHTPOMO SKOCT, Ha
3asHadeHin Bulle BUPOGHWYIA AinbHWYI B NOBHIR BignosigHocTi fo sumor npasun HanexHol
BUpoBHM4Oi npakTuku (GMP), BCTaHOBNEHUX MICLIEBUM PEryNATOPHUM BIAOMCTBOM, @ TakoX B NOBHIN
BignosiaHocTi Ao cneyudikayin, nepenbaqenux y JliueHsii Ha BUPOBHUUTBO KpaiHu-imnopTepa.
HokymenTauia crocosHo o6pobku, nakyBarHs i aHaniay cepii Byna nepesipeHa, i 6yno BCTaHOBREHO,
lWo BoHa Bignosigae BuMoram npasun Hanexxoi supobHudol npaktuim (GMP).

Importing country: Ukraine /175590

Kpaixa imnoprep: Ykpaina /175590

Released by Qualified Person:
[o3soaneHo fo peanisayil ynosHOBaXKeH00 0co60oi0; l /;{“V _

Date of signature/ 11 4 DEZ, 7071 Position/ Mocapna Name; Mpissulie

innuecy:
[ara nignvcy Qualified Person Ahmet Yanar




Issued by:

Aspen Bad Oldesloe GmbH
Industriestrasse 32-36
23843 Bad Oldesloe
Germany

Tel: +49 (0) 4531 / 8940-0
Fax. +49 (0) 4531 / 9840-90

CEPTUDIKAT AKOCTI
Quality Certificate

o) ASpen

BAD OQLDESBSLOE

VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mL, 40 nebules for 2.5 ml (10 nebules in
aluminium bag, 4 bags in carton box)BEHTONIH™

HEBYIJIN, po3uuH ana inransauin, 2.5 mr/2.5 mn no 2.5 mn
y Hebynax Ned40 (no 10 Hebyn y nakeTuky 3 antomiHieBoi
thonbry, No 4 nakeTuka B KAPTOHHIN KOpoo6LLi)

Date of Manufacture:
Hara BupobHuuTBa:
Batch No.:

Homep cepii :

Expiry Date:

Tepmin npupatTHocTi:
Certificate Ne:
Homep cepTucpikaTy:

11/10/2021
21L006
10/2024

UA-142

Registration license number: UA/1798/01/01

Homep peecTtpauinnoro nocsiguennsn: UA/1798/01/01
Batch quantity produced in total: 7.945 packs
KinbkicTs npogykuii B cepii: 7.945 yn

Manufacturer: Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, Bad Oldesloe,
Schleswig-Holstein, 23843, Germany
Manufacturing authorization license Ne: DE_SH_01_MIA_2019_0003
Bupo6uuk: Acnen Bag Onpgecno M'm6X, InaycTpiwTtpacce 32-36, Bag Onaecno, Wneasir-
MonbwTeiH, 23843, HimeuunHa

NiueHsin Ha BupoGuuyreo Ne: DE_SH_01_MIA_2019_0003
Efficacy: active drug substance: salbutamol;

1 dose (2,5 ml) of the product contains 2,5 mg of salbutamol (as salbutamol sulfate)
AxTUBHICTL: fjtova pevoBuHa: cansbyramorn;
1 po3a (2,5 mn) npenapary mictutb 2,5 Mr cansByramony (y dopmi canbbyramory

cynbhaTy)
Test Specification | Results
Tect Bumoru cneumdikauii PesynbTat
Appearance Clear, colourless liquid Complies
Onuc MNposopa GesbapeHa piguHa Bignosinae
Test for Identity (UV) Concordant with standard UV spectrum Complies
laeHTudikauis Yo Bignoeigae Y® cnekrtpy ctangapry Bignoeinae
pH 3.5-4.5 o AB.9 oS
pH 3.5-45
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Issued by:

Aspen Bad Oldesloe GmbH

Industriestrasse 32-36 © p

23843 Bad Oldesloe aS en
Germany

Tel: +49 (0) 4531 / 8940-0

Fax. +49 (0) 4531 / 9840-90

BAD OLDESBSILOE

Test Specification Results
Tect e | Bumoru crieumdpikauii PesynbraTt
Fill weight

(Fill weight is determined as

part of in —process controls. Fill [2.50 - 2.80ml Complies

weight is equal to fill volume as
the density of the nebule
solution is 1.00 g/m))

OB6'eM HanoBHEHHS
(OB’em HanoBHEHHA
BU3HaYaeTLCA Y npoueci
BupobHuuTBa. Maca 2.50 - 2.80 mn Binnosinae
HarnoBHeHHs piBHa ob'emy
HanoBHeHHA. OCKiNbKW rycTuHa
poaduHy ctanosuTb 1,00 r/mn)

Sterllity Complies with the requirements of the European Complies
Pharmacopoeia

CrepunbHicTb Bignoeinae sumoram €@ Bignoeinae

Sodium Chloride concentration |95%-105% of the stated concentration 102.0

Bmict HaTpilo xnopuay 95%-105% Bin BKazaHOI KOHUEHTpAaLi 102.0

Salbutamol concentration (UV) |95%-105% of the stated concentration 100.0

Bmict caneBytamony (Y®) 95%-105% Big BKazaHoi KoHLieHTpauii 100.0

| hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging\labelling and quality control, at the above-mentioned
recognized building(s) site in full compliance with the GMP requirements of the local regulatory
authority and with the specifications in the marketing authorization of the importing country. The batch
processing, packaging, and analysis records were reviewed and found to be in compliance with GMP.

Lium s niateepaxylo, Wo HasegeHa iHdopmadis € cnpasxHboto i TouHot. Cepis npenaparty byna
BUrOTOBMNEHa, B TOMY YMCMi ynakosaHa | nepesipeHa B Mexa@x npoLeaypu KOHTPOMK AKOCTI, Ha
3a3HaveHid Bulle BUPOCOHUYIA AinbHWUI B nOBHIA signosigHocTi go eumor npasun HanexHoi
BupoGHuYoi npakTukn (GMP), BcTaHoBNEHNX MICLIEBUMM PErynaTOPHUM BifJOMCTBOM, @ TAKOX B MOBHIl
BignoeigHocTi Ao cneuwdikaui, nepepBavenux y JSlineHsii Ha BupoBHUUTBO KpaiHW-iMnopTepa.
LokymMeHTauis ctocosHo 0BpobKu, nakysaHHs i aHanisy cepii 6yna nepesipeHa, i 6yno scTaHoOBNEHO,
Lo BOHa BiAnosiaae Bumoram npasun HarexHo! BupoBrHuyoi npakruiv (GMP).

Importing country: Ukraine /175590
KpaiHa imnopTep: Ykpaina /175590

Released by Qualified Person:

[oasoaneHo Ao peaniaadii ynoBHoBaXeHow ocoboto:

Date of signature/ | {, [JEZ, 70/ Position/ MNocapa

arta nignucy:
A " Qualified Person




TEPYITIKCIIYKBA
JIEPKABHA CJIY)KEA 3 JIKAPCBHKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM YV KHIBCHKIN OBJIACTI

npocriexT Banepis Jlobamoscskoro, 51, m. Kuis, 03110, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOV 37078774

BHUCHOBOK
Npo AKICTE BBE3eHOro B YKpaiHy Jikapcskoro 3acoby

07.02.2022 Ne 2979/22/10

BEHTOJIIH™ HEBYJIA

(naifmeryBaHHs nikapchKoro 3aco6y 3rifiHo 3 peecTpaiiHmiM MOCBiNYEeHHAM)
PO3YHH IS iHransuii, 2,5 mr/2,5 ma; no 2,5 ma y HeOyJri; mo 10 mebyu y makeruxy 3
AMOMiHIEBOY )OILIH; 110 4 MAKETAKA B KAPTOHHIH yHaKoBj

(dopma BuTyCKY, I03yBAHHS, BHJ NIAKYBAHHS JiKapCEKOTO 3acoby)
Howmep peectpauniiinoro nocsimaenns UA/1798/01/01 crpox aii peectpaniitaoro nocsimaerns 01.01.2099
Cepis nikapcskoro 3aco6y Ne 211006 KinbkicTs BBE3EHOTO Jikapcrkoro 3acoby 7945

Bupo6arK Acnen Bag-Omsieciio 'M6X, HiMeuunna

(nalimeHyBaHHT BUPOGHHKA JIKAPCEKOTo 3acoby, KpaiHa MOXOJDKEHHs)

Baeseno B Vipainy ToBapucrso 3 06mexenoro BignosigansricTio "raxcoCmitKasiin
®apmackioTikanc Ykpaina", izent. xoa: 35619519

(saiiMeHyBaHus Ta ko 3a €PTIOY 1opumuaHoi ocobu a6o npissuie, iM's, 110 GaTskosi dizuaHol
0cobu - nianpuemus, i Micle NpoKHBAHHS Ta peecTpaLiiHHii HoMep OGMIKOBOT KAPTKHM MIaTHHKA
nojarkis abo cepif Ta HoMep nacnopra)

ITporoxon Bisyansnoro kontposio sig 27.01.2022 Ne 0214/1.

3a pesyibTaraMH [ep)KABHOTO KOHTPOJIO BCTAHOBJIEHO, MO JliKapchkuil 3aci6 BBeieno B VYxkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOIABCTBA MO0 3a6e3MedeHHs AKOCT JIikapchKuX 3aco6iB.
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