O

JIEPHUIKCIIYIKBA
TEPIKABHA CAYIKBA 3 JKAPCHKIX 3ACOLIB
TA KOHTPONO 3A HAPKOTUKAMMA y m. KUEBI
sy Bepesuskincoka, 29, Kuin, 02098, Ten Jpaie: (044) 550-23-55, Ten. (044) 550-20-55
B-mail: dis.kyiv@dis.gov.uahttps://www.dls.gov.ua, Kon CHPITOY 37079055

BACHOBOK
IPO sIKiCTH BBE3EHOI0 B Y Kpainy JiKapesLKoro 3a¢00y
13.11.2020 Ne 62386/20/26
ACIIPHH® C

(HafiMEYRasHs TRApeLkoro 3acoBy iAo 3 peecrpaitiiinm MOCRTMEHAN)
rabaerin wanyyl, wo 2 rabaerkn y crpuni; no S crpnuis y waprouuiii Kopoodui

((opNA BHIYCKY, A0TYBALIA, DIA NAKYBAH ATKAPCLROTO 3ac00Y)

lHonep peectpauiiinoro mocsinuenns UA/4398/01/01 erpox aii peecrpauiiinoro rocsinuenss 16.03.2021

Cepist nikapeukoro sacody Ne BT13841 KinpkicTs ssesenoro nikapeskoro sacody 215040
Bupodniik baiicp Girrepdeapa I'mOX, Himerrma

(RIS BRTDE BEPOBHIK HEIPLLKOTD sacoby, KPaTHa NONOLKeINN)

Beesero B Yrpaisy TopapueTno 3 06MeReH010 BianosiganbuicTo "baiiep”, iaewr. ko
22911794

{naiimedypanaa 1a koa 3a CAPIIOY wpiansno! ocodi abo npizsile, ', 1o Garpiosi (isiiHOl
0COBH - LANPHCMIEL, i MiCUC NPOKHABAHER TA PCECTRaifiHi HonCp 0GAIKOBOT KAPTIG JATHITKA
nupsatkis aBo cepig ra TOMEp ractopTa)

Mporowoed eisyansnoro kosrpoaio sig 13.11.2020 N 3537/1.

32 PEIYALTATAMH  JEPHABHOI0  KOHTPOG  BCTAHOBIEHO, WO sikapeskuit  3aci6  meeseso B Ykpainy 3

AOTPHMAHHIM BUMOr 32KOHOJABCTES WOTLO sabesneueHns AkocTi Jikapeoknx sacodis,

HauanLHK

Muxosa XOJIOAEHKO

(ininians ta upissmme)

(nocosa veodngy
1

«'ifl

R %‘L)Il rhoaiy




Banep bitrepdensg TmeX
KoHTpork sikocTi,
06803, bitrepdensn- BonbtheH

Cepruddikar avarniay

Crep. Ti31
Hara 23-10-2020

Marepian 82019473

Acnipun® C taBnerku munyyi Ne10 UA

Homep cepii: BT13541
Harta upoBbruuTea:  22-09-2020
Tepmin npuaaThocti: 30-09-2023

KpaiHa imneprep: -
Howmep nocragku: -

IHCrekUiAHKi noT:
040002303982

IHCTpyKUia TecTyBarHa: T.02.02 - 12
Cneupndikadlis: T0228-8

TecT

Bumoru cneyudikauii

Pesyrbrar

Onuc

MapkyaaHHs 3 6epXHLOI CMOPOHL
MapkysaniHa 3 HIKHBOT CMOPoHU
Mamepian nepeuHHO! YRaKkosKu

I8enmucdbixkauis
Auemuncaniyunosa kucrnoma (TLLX}
Ackopbinoea kucrioma (BEPX)

Poanad

pH DO3YuHY

[posopicmb PO3YUHY

Cmyninb 3abapaneHHs PO3YUHY
PisHogaxHa 8idHOCHa 80102ICME
lfinsHicms ynakosku

QOdHopidHicme 003veaHHs!:
Ademuncaniyunosa Kucrnoma
AV (n=10)

AV (n=30)

MiHIManeHe 3HaveHHsR
MaKCUMATTLHE 3HaUYEHHS)

Ackopbiosa kucnoma
AV (n=10)

AV (n=30)

MiHiManoHe 3HavYeHHs
MancvmansHe aHadeH s

BinoHa caniyuniosa kucnoma

KinbiicHud emicm.
Auyemuncaniutnosa Kucnoma
AckopbinHosa kucnoma

Mikpobionoeiyqa yucmoma.
3aransHa KineKicTs aepoBHux
Baxrepin

3aransHa KinbKicTe APKMKIB Ta
rpwBis

Escherichia Coli

Bini Tabnetkn

XpecronodibHuit Hanue BAYER
BigcyTtHe

[MoBuHeH BignosigaTh

[TeBuHHO BignosigaTi
[MoBWHHO BigNOBIgaTH

He Ginblug 3 XBUNKWH
53-56

Mpo3opwui
BeaabapsHnit

makc. 12.0%
[MoBUHHO BigNOBIAaTH

Make. 15 %
mMakc. 15 %
MiH. 75 %
maxc. 125 %

make. 15 %

mvake. 15 %

MiH. 75 %

marc. 125 %

matie. 0,5 %

380 — 420 mrfTabn.
228 — 252 mritabn.
<= 1000 KYO/r

<= 100 KYOIr

BigcytHi B 1T

Bini TabneTin

XpecTonodiGHui Hanne BAYER
BincytHe

Biarosigae

Bianosipae
Bignosinae

*

P

Mpogopuii
BeabapeHuii
4.6
Bignosigae

0.2

403
240

He Busignerie 1 r

*) TecT NPoBCANTLCA HA OGHOBI BMGIPKOBOTO KCHTPOMIO. THM HE MEHLLE MU NIATBEPAXYEMO BIANOBIAHICTL AaKaT cepii

3aTeepameHim sumoram.

[ana cepis signosigae creundikayi i upobnena 3 spaxyeanusm sumor €C-GMP fins nikapcsknx 3acobie Ta sumor,
3aTBEepMEHUX B PECCTPALiHOMY AOCkE NpenapaTy. [okyMeHT Ha peanidauiio nignucaHui YNosHOBaKeHoKW 0cofoio.

EnexrpoHHni nignuc: Stefan Sonnenberger (GLHDJ)

Laraluac:

|HCNEKUiAHWA NOT: 040002303962

22-10-2020 04:21:01 p.m. CET (UTC + 1 rog. )
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CEPTU®IKAT CEPII

Acnipun® C

Cuna aii/ axruBHICTL:
AueTuncaniumnosa kucnota - 400 mr
AckopBirosa kucnoTa - 240 mr

®opma BUNYCKY: TAGNeTV Wwuny«i

Po3mip i Tun nakysaHHua: nc 2 TaBneTku B CTpWMNI,
no 5 crpunie B ynakosui

Cepia No: BT13541

Poanip cepii: 262560 yn.

bBahep Bitrepdiennn Mi6X

Kpaina BupobHuk: HimevunHa
Kpaina imnoprep: Yipaina

Pecctpauinine ceigourso MO3 Yipainu MNe:
UA/4398/01/01

Hara supoOuuyrea: 22-09-2020

Tepmin npugathocTi: 30-09-2023

Appeca: OpTwrann, Mpennid, Ceiinracrep LWocce 1, 06803 bitrepdensa-Bonsdien, Himeuunda,
Homep niuensii Ha BupoBuuurso: DE_ST_01_MIA_2020 0004/604.41501.A.14

PoaynbTaty ananizie gofgaotbes 8 Ceprndikari Ananiay.

KomenTapi:

A Tim camumM CTBEPAXKY!O, WO BULLE3A3HEYCHE iHdopmMauin aocTosipHa i Todra. dana cepia npoaykty byna supobnena,
BKAIOYEIOUM YNAKoBKY | KOHTPOMb SAKOCTI Ha 3a3HayeHiid AinbHULY B noBHIA BignosiagHocTi 3 BUMoramn GMP micuesmx
Perynatoprux opradie Ta PeecTpauiiHomy nocBigyeHHIO Kkpaium — iMnopTepa, FKWOo NPOAYKT IMNOPTYETBCHA, 4w
cneuudpikauii Ha Jlikapcbkuil 3acib. TlpoTtokonu BupoGHUUTBA cepil, YNakoBKW | KOHTPCNI0 AKOCTI nepernaqyTi i

aianosigaloT sumoram GMP,

nidnuc 22.10.2020

[3r. Stefan Sonnenberger
YnosHoBaXeHa ocoba
Bayer Bifterfeld GmbH




04071, m.Kuis, Bynuus Bepxrii Ban, ByavHok 4-5, Ten. +38044 220
HOpnauuka agpeca: 3300

08330, Kieckka o6n,, Bopucninschkuit p-H, ¢. Dypbapkis, syn.

Anpsca MICLS BNPOBaKEHHS AifNbHOCTI: HesanexHocri, 2/1

Hoasin va Bunyck (peanisauiio) N262386/20/26

A, ¥YnoeHoBaweHa ocoba 3 sikocTi TOR «BAVIEPS, niaTBeEpMKRYIO, Lo nikapcbKuin 3acio:
HalivernysanHs npoaykuii: ACTIIPUH® C

Hepskasa-upobrnig: Himeuunra

Homep peecrpauiitHoro noceiguents & Yipaini: UA/4398/01/01

Cuna aii/akTueHicTs: auetTuncaniyunosa kucnora - 400 Mr, ackopbBiHosa kucnoTta - 240 mr

Jlikapceka dopma: TabneTiu wmnydi

Posmip Ta TUN nakysaHHs: no 2 TabneTim Y €TpUni, no 5 cTpunis y kapToHHii KopoBLii

Homep cepii: BT13541

Posmip cepii: 262 560 ynakosok

Hara upcBruursa: 22.09.2020

fata sakinverHs TepMiHy npugatHocTi: 30.09.2023

Hara ceprudbikata sikocTi cepii nikapcekoro aacoby, BraaHoro BUPOGHUWKOM, yrioBHOBaKEHa ocoBa sKore
Hajae [03BiN Ha BUMNYCK cepil nikapcskoro 3acoby:

Ne 040002303962 sin 22.10.2020

Homep Ta paTa BUCHOBKY NPo AKICTL BBE3EHIX Nlikapcbkux 3acobig;

Ne 62386/20/26 eip 13.11.2020

HalimerysaHHs, MICLE3HaxXOMKEHHs Ta Homep niueHsii BupoBHuKa, ynoBHoBaxeHa acoba akoro Hagae go3sin

Ha sunyck cepi (3a HassHocTi): Baiep Bittepdensa X, OpTwTaiine Mpenniu, Cefinractep Wocce1, 06803
Bitrepgrensp-Bonsgen, Hiveyunna, DE_ST_01_MIA_2020_0004/604.41501.A.14

CeprudikaTty BIANOBIAHOCTI HanexHo! BUPOGHWYOT npakTvkk BUPOGHUKA, yroBHOBaKEHa 0CoBa AKOro Hanae
403Bin Ha BUNYyck cepii, 866 HoMeD NocHNaHs y Basi ganux EudraGMP (3a HAABHOCTI):

KometTapi (3a HassHocTi): Kinskicms eseseHozo Nikapcero20 3acoby — 215 040 ynakoeon

3asiea npe eunycy (peanisauilo) cepil nikapeskoro 3acoby:

Hozeonsio erxazanui nikapesuull 3acié do peanizayir,
MpissuLue, iHiyianu Ta nocaga/zeaHus ocoby, sika Buaana 403BiN Ha sunyck cepii: Kocteuskuii K. B.
Migniic ocobw, sika Bugana 4o3sin Ha BUNYCK cepir: A

Hara nignucants goasony Ha BUNycK (peanisayii): 16.11.2020 A f

I
&
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CEPTUDIKAT CEPII

Acnipun®C

Cwuna aii | aKkruBHICTb:
Auetuncaniyunosa kucnota - 400 mr
Ackop6iHosa kucnoTa - 240 mr

dopma Bunycky: TabneTku LNy

Po3mip i TN nakyBaHHs: no 2 TabneTkn B CTpuni,
no 5 crpunie B ynakosLli

Cepisi Ne: BT13S42

Poawmip cepii: 38160 yn.

Baviep Bitrepdensn MMoX

Kpaina BupobHuK: HimeudnHa
Kpaina imnopTrep: Yipaina

PeccTpaliitine cinourso MO3 Yipainu Ne:
UA/4398/01/01

Hara sBupoduuuyrsa: 28-09-2020

Tepwmin npugarHocTi:  30-09-2023

Anpeca: OpTwTanns [pennin, Ceinractep lWocce 1, 06803 Bitrepenea-Bonbgen, Hivedduna.
Homep niueHsii Ha Bupo6HuuTeo: DE_ST_01_MIA_2020_0004/604.41501.A.14

PesynwTaTti ananisis gogatorkes B Ceprudikari Ananiay.

Komeurapi:

£ TUM camuM CTBEPMXKYIO, WO Bullle3asHadeHa indopmallist focTosipHa | Touna. [lana cepisi npoaykTy byna supobnea,
BKIIOYAIOUM YNakoBKy i KOHTPOMb AKOCTI Ha 3a3HayeHiil AinbHWUi B NOBHIA BignosigHocTi 3 BUMoramn GMP micuesnx
PerynaTopHux opraHis Ta PeecTpauiiHOMy rOCBIAUEHHIO KpalHu — iMnopTepa, AKWO MNPOAYKT iMMNOPTYETLCS, YK
cneumndikauii Ha Jlikapcskuit sacib. MpoTokonu supoBuuuTea cepil, ynakosku i KOHTPOMIO akocTi nepernsHyTi i

signosigatoTe BuMoram GMP.

nidnuc 22.10.2020
Dr. Stefan Sonnenberger
YnosHoBaxeHa ocoba

Bayer Bitterfeld GmbH

2 ORI
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Baiep BitTepdenby MoX
KomTposib AKoCTi,
06803, bitTepdensi- BorbeH

Ceprudgpikar ananisy

Matepian 82019473

Acnipun® C rabneTtku ﬁjmny‘:i Ne10 UA

Ctop. 1131
Hara 23-10-2020

Homep cepil: BT13S42
[aTa eupobHuuytea:  28-08-2020
Tepmin npugartHocti: 30-08-2023

KpaiHa imnoprep: -
Homep nocrasku: -

IHCNeKUiHWA NoT:
040002304599

IHcTpyKUia TecTyBaHHs: T.02.02 - 12
Crieuucpikanlis: T.02.28-8

TecT

Bumoru cneumgirauil

Pesynbrar

Onuc

MapkysaHHs 3 8ePXHbLOI CIMOPOHU
MapKyeaHHs1 3 HUXHLOI CMOPOHU
Mamepian nepsuHHOI yriakogku

[0eHmudhikauid
Auemuncaniuurnosa kucnoma (TLUX)
Ackopbinoea kucrioma (BEPX)

Po3nad

PH po3yuHy

[1po3opicme pO3YUHY

CmyniHb 3a6aps8neHHsT PO3YUHY
PigHogaxHa giOHOCHa 80M102iCmb
LLinbHicmb ynakosky

Q0HopiOHicmb 003y8aHHS:
Auemuncaniyunosa Kucioma
AV (n=10)

AV (n=30)

MiHiManbHe 3HavYeHHs
MakcumarbHe 3HauYeHHs

AckopbiHosa Kucsioma
AV (n=10)

AV (n=30)

MiHIManbHe 3Ha4YeHHsA
MaKkcumanbHe 3HaueHHs!

BinbHa caniyunosa Kucnoma

KinbkicHut amicm:
Auemuncaniyunosa Kucnoma
AckopbiHosa kucrioma

MikpobionoziyHa yucmoma:
3aranbHa KinbkicTe aepobHux
Bakrepin

3aranbHa KinekicTb APPKAKIB Ta
rpubis

Escherichia Coli

Bini TabneTkn

Xpectonodihni ranic BAYER

BiacyTtHe
MNoBuHeH BiANOBIAATY

[MosuHHO BignoBIAATA
[losuHHO BignosigaTu

He 6inbLue 3 xBunuH
53-56

Mpogopuir
bBesbapeHui

makc. 12.0%
MosuHHO BiZnoBigaTh

makc. 15 %
make. 15 %
MiH. 75 %
Makc. 125 %

make. 15 %

makc. 15 %

MiH. 75 %

makc. 125 %

makc. 0,5 %

380 - 420 mr/Tabn.
228 — 252 mr/rabn.
<= 1000 KYOIr

<= 100 KYOIr

BigcytHi B 1T

bini Tabneriu

XpecTtononibrui Hanue BAYER
BigcyTHe

Bianoginae

Bignosinae
Bignosigae
)

")

Mpo3opuia
BesbapaHuii

4.8
Bignceigae

1.9

0.2

402
241
%)
")
R

*) TecT NpOBOAUTLCA Ha OCHOBI BUBGIPKOBOTO KOHTROMIO. Tum He MeHLLE MU NIATESPAKYEMO BIANOBIAHICTE AaHOT cepil

3aTBeppKEHUM BUMOram.

[lava cepis Bignosigae cneundikauii i BupobneHa 3 BpaxysaHHsiM BUMOT €C-GMP gns nikapcekux 3acobiB Ta BUMOT,
3aTBEPKEHNX B PEECTPALIHOMY AOChE npenapary. [JokyMeHT Ha peariisauiio nignucarnit YnosHoeaxeHoo ccobolo.

EnekTpoHHUii nignnc: Stefan Sonnenberger (GLHDJ)

Hataluac: 22-10-2020 04:22:45 p.m. CET (UTC + 1 roa.)

IHCnekuitHum noT: 040002304599




ASPIRIN® C

Strength/Potency:

Acetylsalicylic Acid — 400 mg
Ascorbic Acid — 240 mg

Dosage form: effervescent tablets
Package size and type: strips No. 10

Batch number: BT13842

Batch size: 38160

Bayer Bitterfeld GmbH

B
B
(BAYER |

]
IR

Batch Certificate

Manufacturer country: Germany

Importing country: Ukraine

Marketing authorization number: UA/4398/01/01
Date of manufacturing: 2020-09-28

Expiry date: 2023-09-30

Address: Ortsteil Greppin, Salegaster Chaussee [, 06803 Bitterfeld-Wolfen, Germany
Manufacturing authorization number: DE_ST_01_MIA_2020_0004/604,41501.A.14

Results of analysis are provided in attached CoA.

Comments:

[ hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Registration Dossier or Marketing Authorization of the manufacturer country
or importing country, if product was imported, or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found

fo be in compliance with GMP,

.‘4}

R -
[Ea

LN

(proids
A I
Dr. Sonnenberger
(Qualified Person
Bayer Bitterfeld GmbH

RESTRICTED



Bayer Bitterfeld

Certificate of Analysis

GmbH Page: T of 3
Quality Unit Date: 2020-10-23
06803 Bitterfeld-Wolfen
Material: 82019473 ASPIRIN C TAEF 10 UA
Batch: BT13S42 Country; ---
Date of manufacture: 2020-09-28 Delivery number: ---
Expiry date: 2023-09-30
Insp. instruction: T.02.02 - 12
Inspection lot: 040002304599 Specification: T.02.28 - 8
Inspection Acceptance criterion UoM Result
Formulation tablet tablet
Colour white white
Markings upper side Bayer cross Bayer cross
Markings lower side without without
Primary packaging material must comply complies
Identity (TLC) must comply complies
Identity (HPLC) must comply complies
Disintegration max. 3 min )
pH-value 5.3-5.6 )
Appearance of solution clarity clear clear
Appearance of solution colour colourless colorless
Equilibrium rel. humidity max. 12.0 % 4.8
Tightness of packaging must comply complies
Assay ascorbic acid 228 - 252 mg/Tab 2471
Uniformity of dosage, acc.val.(n=10),ASC max. 15.0 % 3.7




Bayer Bitterfeld

Certificate of Analysis

GmbH Page: 2 of 3
Quality Unit Date: 2020-10-23
06803 Bitterfeld-Wolfen
Material: 82019473 ASPIRIN C TAEF 10 UA
Batch: BT13542 Country: ---
Date of manufacture: 2020-09-28 Delivery number: ---
Expiry date: 2023-09-30
Insp. instruction: T.02.02 - 12
Inspection lot: 040002304599 Specification: T.02.28 - 8
Inspection Acceptance criterion UoM Result
Uniformity of dosage, acc.val.(n=30),ASC max. 15.0 %
Uniformity of dos., min.(based on M),ASC min. 75.0 %
Uniformity of dos., max.(based on M),ASC max. 125.0 %
Free salicylic acid based on ASA max. 0.5 % 0.2
Assay acetyl salicylic acid 380 - 420 mg/Tab 402
Uniformity of dosage, acc.val.(n=10),ASA max. 15.0 % 1.9
Uniformity of dosage, acc.val.(n=30),ASA max. 15.0 % -
Uniformity of dos., min.(based on M),ASA min. 75.0 % -
Uniformity of dos., max.(based on M), ASA | max. 125.0 %
Microb.purity total aerobic microb.count max. 1000 CFU/g )
Microb.purity total yeasts/moulds count max. 100 CFU/g )

Microb.purity Escherichia coli

Absencein1g

*) Test is carried out on spot-check basis. However we confirm compliance with the inspection and requirements also

for this batch.

This batch complies with the specification and is manufactured in accordance with EC Guide to GMP for Medicinal
Products and the requirement laid down in the product license.




CBAYE R
R
Bayer Bitterfeld Certificate of Analysis
GmbH Page: 3 of 3
Quality Unit Date: 2020-10-23
06803 Bitterfeld-Wolfen
Material: 82019473 ASPIRIN C TAEF 10 UA
Batch: BT13S42 Country: ---
Date of manufacture: 2020-09-28 Delivery number: ---
Expiry date: 2023-09-30

The release documentation is signed by the Qualified Person.

Batch release electronically signed: Stefan Sonnenberger (GLHDJ)
Dateftime: 2020-10-22 04:22:45 p.m. CET (UTC + 1 hour )
Inspection lot: 040002304599
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04071, m.Kuis, synuus BepxHin Ban, ByanHok 4-b, Ten. +38044 220
HOpuanyHa agpeca: 3300

e
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08330, Kuiscoka 0bn., Bopucninscokn p-H, ¢. [yaapkis, Byn.

a MiCLA BNpoBamKeHHaA QisnbHOCTI: ;
Anpeca micy posaa A HesanexHocTi, 2/1

[o3ssin Ha Bunyck (peanizauito) Ne62388/20/26

£, YnosHoBaxeHa ocoba 3 sikocTi TOB «BAVIEP», rigreepmryio, Wo nikapcbkui sacio:
HanmerysanHa npoaykuii: ACHIPUH® C

[epxaa-BupobHuk: HimeuduHa

Homep peecTpauiiiHoro nocsiguerHs B Ykpaini: UA/4398/01/01

Cuna gii/aktveHicTb: aueTtuncaniyunosa kicnota - 400 mr, ackopbirosa kucnora - 240 mr

Nikapcbka popma: TabneTkn wunyui

Posmip Ta TMMN nakyBaHHsA: no 2 TabneTku y cTpuri, no § cTPUnie y kapToHHIR KopoBLi

Homep cepii: BT13542

Posauip cepii: 38 160 ynakoBok

[ata BupobHuuTtsa: 28.09.2020

[lara 3akiHueHHs Tepminy npugaTHocti: 30.09.2023

[lata cepTudikata akocTi cepil nikapcbkoro 3acoBy, BUAAHOTO BUPOGHWMKOM, YrOBHOBaXeHa ocoba faKoro
Hazae [03BiN Ha BUNYCK cepii nikapcbkoro 3acoby:

Ne 040002304599 Big 22.10.2020

Homep Ta gata BUCHOBKY NPO AKICTh BBE3EHNX Iikapcbkux 3acobib:

Ne 62388/20/26 Bin, 13.11.2020

HammeHyBaHHﬂ MiCUE3HaxXO[AKEHHS Ta HOMEP NileHsil BupobHuka, ynoBHoeaweHa ocoba AKOro -Haaae ;xoaum
Ha Bunyck cepii (3a HasiHocTi): Baiep Bitrepdenss MMOX, OptwTanns Mpennik, Ceiinractep Loccet, 06803
Bitrepdensa-Bonbden, Himeyunna, DE_ST_01_MIA_2020_0004/604.41501.A.14

Ceprudikati BiANOBIAHOCTI HanexHoi BUpOOHNYO! npakTuky BupobHuka, \/noBHom,«eHa ccooa 5K 7:'@ Hanae
£03BiN Ha BuNyck cepii, abo Homepu nocunans y Hasi fanvx EudraGMP (3a HasisHOCTI):

KomeHTapi (3a HasBHOCTI):
3asiBa Npo BUNYCK (peanisauito) cepii Nikapcbkoro 3a006y

Hoseonsiio exkazanuil nikapcerull 3acié do peanizayii.

Mpissuile, iHidianu Ta nocapga/aearHs ocobw, sika Braana [o3sin Ha BUNYyCK copu Kocteubkuinn K. B.
Mignuc ocobu, sika BuAana [Ao3sin Ha BUNYCK cepii: L
[aTta nignucaHHs fossony Ha sunyck (peanisayito): 16.11.2020 it

K
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JIEPUITIKCIY IKBA
JEPIKABHA CHAYIKBA 3 JIKAPCBKHUX 3ACOBLIB
TA KOHTPOJNO 3A HAPKOTHKAMMA y wm. KHMeEBI
pyn. Bepesuskisenka, 29, Kuis, 02008, rea./paxc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dis.kyiv@dls.gov.ua.https://www.dls.gov.ua, Ko €JIPTIOY 370790355

BUCHOBOK
HPO SAKICTL BBE3CHOro B Y Kpainy NKApeLIoro 3acody

13.11.2020 No 62388720726

ACIHIPUH® C
(1aifMeHyBAHHS TIKAPCLKOTo 3aco0y 3PLHO 3 peectpautiiitiing NOCBLTICHESINM)
rabaerTien mupmydi, 1o 2 radaerki y erpui; no S crpuuiB y kapronniii wopodui
(popAta BIIYCRY. 03y BAHHS, BH NAKYBAHHS Aikapenkoro 3acody)

Honep peecTpalliiiHoro nocBifuCHHs UA/4398/01/01 crpox aii peecrpattifiHoro 1ocBiateHHs 16.03.2021

Cepis nikapcskoro sacoby Ne BT13542 Kinbxicts BBeseHoro nikapebkoro 3acody 38100
BupoGHIK Baitep Bitrepennu I'm6X, Himeuunna

(Hafiyenysainis sUpodHIEa Jikapehroro 3acoly. KPATHA TTONOAKCHHS)

Bseseno B Yipaiiy ToBApPHETBO 3 0OMEKCIOI0 BI/IHOBIERALHICTIO "Haiicp", inent. ko

22911794

(Haiisenypanns ta koa sa CAPHOY jops ol 0cobu abo NpIIBHILE, M, 10 Garerosi Ppizrenol
0COBI = HLAPHEMLEL, T MiCHE NPOIKIBAHIS TA peecrpattiiinmii Hosep 00iKoBOT Kap TR [T
HonaTKiB abo cepis Ta HOMEp HacHopTa)

IpoToKon BisyamLHoro kontposo i 13.1 1.2020 No 3537/2.

3a  pesyAbTataMH  AEPIKABHOTO  KOHTPONIO  BCTAHOBAEHO, 1O nikapebkifi  3acif  Bseseno B Ypaiwy 3

AOTPUMAHHSIM sumor 3akotolanctsa 11010 3a0C3neUeHHs AKOCT NIKAPCLKIIX 3aco0iB.

(L Mukona XOJIOJTEHKO

(rianiie) (ininiamt Ta npizsRILe)
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Baiiep Bittepdensg MMoX Crop. 13 1
KoHTtponb sikocTi, CepTtudikar aHanisy ﬂa'ra‘21-05-2021
06803, Birrepdensg- BonbdeH
Marepian 82019473 AcnipuH® C TabnieTku wuny4i Ne10 UA
Homep cepii: BT14US1

KpaiHg imnoprep: -

fara supobruurea:  26-04-2021 Homep nocraski: -

Tepmid npuaarHocTi: 30-04-2024

IHcnekujiinui noT: IHCTpYKUis TecTyBaHHs: T.02.02 - 12
040002384284 Creuundpikauis: T.02.28 - 8
Tecr Bumorn cneundikauil PesynkTar
Onuc Bini TabneTku Bini TabneTku
MapkysaHHn 3 8epXHbOI CMOPOHU Xpectonogibhuii Hanmc BAYER XpecronogibHuit Hanue BAYER
MapkysaHHs 3 HUXHLOT CMOPORU BigcyTHe BigcyTHe
Mamepian nepeUHHOT ynaKoeku [NosuHeH BignosigaTu Bianoeinae
ldenmuchikauis
Auemurnicaniyunosa kucnoma (TLLX) | FoBuHHO BignoBigaTi Biagnosigae
Ackop6itoea kucroma (BEPX) [MoswHHO BignosigaTn Bignosigae
Posnad He Binblwe 3 xeunud 2
pH posyuny 5.3-56 5.5
[posopicms po3qURY Mpo3opuii Mposopuii
Cmynitb 3a62apefeHHs PO3YUHY BeaGapsHuit BestapsHuii
PiaHogaxHa gidHOCHa sornozicmb makc. 12.0% 5.1
inbHicmb ynakoeku IMosuHHO BignoeigaT Bignosigae

OduxopidHicms Go3yeaHHsi:
Auemtncaniyunoea kucnoma

AV (n=10) makce. 15 % 2.6
AV (n=30) maxc. 15 % -
MiHiManbHe 3HaveHHA MiH. 75 % -
MaKcumanbHe 3HaJyeHHsA makc. 125 % -

AckopbirHosa Kuciioma

AV (n=10) make. 15 % 3.2
AV (n=30) make. 15 % -
midiManbHe sHayeHHs MiH, 75 % -
MakcumarnbHe sHayeHHst Makc. 125 % -
BinsHa caniyuiosa kucrioma maxc. 0,5 % 0.1
Kinekicyuil smicm:

Auemuncaniyunosa kucrnoma 380 — 420 mr/rabn. 392
Ackopbinosa kucrioma 228 — 252 mr/rabn, 239
Mikpaobionoeiyna yucmoma:

3aranbHa KinbKicTb aepoSHUX <= 1000 KYO/r "
Bakrepiii

3aranbHa KineKicTe Spixmpkis Ta <= 100 KYOIr *)
rpubis

Escherichia Coli Bigcythi B1 1 ]

*) TecT NPOBOAUTLCS Ha OCHOBI BUGIPKOBOTO KOHTROMI0. TUM He MEHLUE MV NIATBEPAXKYEMO BignoBiARICTL AaHOT cepil
saTeepAKeHUM BUMOraM,

EnexrpoHHuia nignuc: Stefan Sonnenberger (GLHDJ)
Nartalvac: 20-05-2021 04:10:39 p.m. CET (UTC + 1 roa.)
IHCneKuiiHuiA noT: 040002384284

e W 4/ 4756 %57 2000 K
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CEPTU®IKAT CEPII
Acnipun® C
Cuna gil / akTuBHICTb: Kpaita BupoSHuk: HimewuuHa
Auetuncaniyunosa kucnota - 400 mr
Ackop6iHoBa kucroTa ~ 240 mr Kpaina imnoprep: YkpaiHa
dopma BUNYCKY: TabneTky Lwmnyyi Peectpauiiine ceigourso MO3 Ykpaiuu Ne:
UA/4398/01/01

Po3mip i TUN nakyEaHHSA: no 2 TabneTku B cTpyni,
no 5 cTpuniB B ynakosL [dara BupobHuyTea: 26-04-2021

Cepis Ne: BT14US1
Tepmid npupatHoceTti: 30-04-2024
Posmip cepii: 15 020 yn.

Bailicp Bitrepthenba MmMeX
Appeca: OpTwraiins I'pennin, Ceiinractep Wocce 1, 06803 Bitrepdenta-BonbdeH, HimeyunHa.
Howmep niueHsil Ha Bupo6anyTBo: DE_ST_01_MIA_2021_0014/604.41501.A.14

PeaynTaTu aHanisis pogatorkes B Ceprudikari AHaniay.

Komenrapi:

A Tum caSMM CTBepAXyIo, WO BUle3asHayeHa iHgopMawsa fgoctoBipHa i TouHa. [aHa cepis npopykty 6yna supobnena,
BKITIOHAIOUN YNaKOBKY i KOHTpONb SKOCTi Ha 3asHayeHill AinbHuLl B noBHii BignosigHocTi 3 sumoramu GMP micuesux
PerynaTtopHux opraHis Ta PeecrtpauiiiHoMy mnocsigyeHHio kpaiin — iMnopTtepa, SKWO MPOAYKT IMIIOPTYETLCS, UM
cneundbikauil Ha Jlikapcbkuii 3aci6. MpoTokonu BUpoGHMUTBA cepif, ynakoBki | KOHTpomio sikocTti nepernsiHyT |
Bignoeigalots Bumoram GMP,

nidnuc 20.05.2021

Dr. Sonnenberger
YnoBHoBaxeHa ocoba
Bayer Bitterfeld GmbH
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04071, M.Kuis, Bynuus BepxHiii Ban, GyauHok 4-B, Ten. +38044 220
{OpuovuHa agpeca: 3300

08330, Kuiacbka obn., Bapucrinsckkuit p-H, ¢. fyaapkis, Byn.

Anpeca micls BRpoBaKeRHRA AiANbHOCTI: HeaanexHacTl, 2/1

OozBin Ha BUNyckK (peanisauito) Ne36367/21/26

A, YrnosHoeaxeHa ocoba 3 sikocti TOB «BANEPY, nigTBepmky!o, WO Nikapchkuii aacit:
Havimexysanus npogykuii: ACMIPUH® C

Nepxasa-Bupobumk: Himeyunsa

Homep peecrpauiliHoro nocsigyexhs B Ykpaiti: UA/4398/01/01

Cuna glifakTusHicTs: aueTuncaniumnosa kucnota - 400 mr, ackopbiHosa kucroTa - 240 Mr

Nikapcbka dopma: TabneTky wunysi

Poamip Ta TN nakysaHHs: o 2 TabneTku y cTpuni, o 5 cTpunis y kapToHHINA Kopobuli

Homep cepii: BT14US1

Poamip cepil: 15 020 ynakoBok
[ara supoGHuyrea: 26.04.2021

[ata saxiHueHHg TepmiHy npwgarHocti: 30.04.2024

[ata cepruchikata sikoctl cepii nikapceioro zacoBy, BUZAHOMO BMPOGHUKOM, YMOBHOBaXeHa ocoba sxoro
Hafiae f403BIN Ha BUNYCK cepil nikapcbkora 3acoby:

Ne 040002384284 sig 20.05.2021

Homep Ta gata BUCHOBKY Mpo AKICTb BBE3EHUX NiKapchbkux 3acobis:

Ne 36367/21/26 Bif 25.06.2021

HaiiMeryBaHHs, MicLieaHaxOaXeHHs Ta HoMep nileHsii BupoBHuka, ynosHoBaxkeHa ocoba AKoro Hagae [o3Bin
Ha Bunyck cepil (3a HaseHocTi): Baitep Bittepdensa M6X, Optwraiine 'pennid, Ceiinractep Locce1, 06803
Bitrepthensa-Bonbgen, Himeuuunna, DE_ST_01_MIA_2021_0014/604.41501.A.14

Ceprudikatv signosigHocTi HanesHol BupoBHuYol MpakTvuku BUpoBHIKa, ynosHoBaxeHa ocoba skoro Hanae
[03BiN Ha Bunyck cepii, a6o Homepy nocunae y Gasi gaHux EudraGMP (sa HassHocTi):
KomenTapi (3a HasBHOGTI):

3anBa npo Bunyck (peanisauiio) cepii nikapcbkoro 3acoby:
Hoseonsro exaszarull nikapcoekull 3aci6 do peanizayii,
Mpiseuwie, IHiyjianu Ta nocagalasaHHs ocofu, ska Bugana fosein Ha Bunyck cepii: YnosHosaxeHa ocoba 3

akocti TOB «BAMEP» Koctewbiuii K. B. n\

Tianuc ocobu, Aka BugaNa [O3BiN Ha BUAYCK cepii: G\ /

[laTa nignucaxHsa go3sony Ha Bunyck (peanisaljiio): 30.06.2021

Supplement REGS-DE15-SUP-001061 ’ Page 1 of 1

Version 5.0




JEPXIIIKCITY KBA
TEPKABHA CJIYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTAKAMM y m. KAEBI

Byi1. Bepesnsikiscrka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kop €JIPTIOY 37079055

BHUCHOBOK
po AKicTh BBe3eHoro B Ykpainy Jikapebroro 3aco0y

25.06.2021 Ne 36367/21/26

ACHIPHUH® C

(ualimenypanns nikapeskoro 3acoby STiAHO 3 peccTpauiiHum TIOCBiNMEHHAM)
TaGieTin mumy9i; 0o 2 TabNeTKn y CTPMIL; X0 5 ¢rpuniB y KAPTOHHIH Kopodui

(hopma pHMyCKy, AO3yBAHIA, BUA NMAKYBAHHA MiKapCHKOTO 3aco0y)

Howmep peecrpanitizoro nocsiments UA/4398/01/01 crpox xif peectpanifitoro nocsirsenss HeoOMeXeHui

Cepis nixapeskoro 3aco6y Ne BT14US1 Kinbxicts BeseHoro gikapeskoro sacofy 15020
BupoGuux Battep Bitrepdensy I'M6X, HiMeuguna
(uaiiMeHyRaHHs BHpoGHAKA NikapchKoTo 3aco0y, kpaina THOXOIKEHHS)
Bre3eno B Yipaity ToBapHETBO 3 00MEKEHOX0 BiANOBINANLHICTIO "Baiiep", inent. xox:
22911794

(natiMeryBanhs Ta ko 32 €IPTIOY ropumrmol ocobu aGo mpizsrIe, iM's, 110 Garskosi isuunol
ocobu - mianpuemus, it Miclie TPoRUBAHTS Ta peecTpauilinui HoMep 00niKkoBoT KapTKy MAATHHKA
noparkis aGo cepis Ta HoMep nacropTa)

IpoTokos Bisyassuoro worTposio i 25.06.2021 X 2098/3.

3a pesymbTaTaMH JEPHKABHOrO KOHTPONIO ~BCTAHOBJICHO, IO nikapcekuii  3aci6 BBeseHo B VkpaiHy 3

JOTPUMAHHSAM BHMOr 3aKOHONABCTEA OKO sa6eaneuens KocTi Jikapc dix sacobis,
ONTPOMIG 3
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