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FAMAR

Product Name / Haysa npomysTy:
Product Code / Kog TPOAYKTY:

Batch Number / Howmep cepit:

Released Batch quantity / Poamip
BrIymeHo cepif:

Manifncturer/ Bripatusc
Address/ Appeca: 5 avenue
CEJTEKC 2, 45071, ®pannia

Manuficturing anthorization simber / Homep ainensit.qua BUPOGHEYOY Alnsunni; M 17/048
Plone/T: enedoit: 433 (0)2 38 69 81 6o Pax/Page: +33 (0)2 38 63 3629

Producing country/ Kpaina-sapotumx;

Manufacturing date 7 Jjgra BHPOOHIIITRR:

Market Authorization / Peectpanjifie

FAMAR ORLEANS/ SAMAP OPJTEAKR
e Coneyr, ORLEANS CEDEX 2, 45071, Francel § anenro jie Korelp, OPTEAN

QUALITY CERTIFICATE / CEPTHOIRAYT SIKOCTY
HEXORAL ®/ I'EKCOPAJI®

8086501 Internal ID 7 Bryrpimsiit wosep: OM3765F
France/ @pawgn Importing country / Kpaina innoprep: Ukraine / Yipaina
M3769R
1 12 2019 ) . . i1 2022
gl — s Expiry date/ Tepein npunsraocti: ity yeut
Aui sitkus pix adewmp, pix
46330 Consumer packs/ yuatonok of batch release?/ 23 1 2020
UA/TTI4101/01 Hava sumycry copir: W ometd o
Tens scai i

Ka:mm'm—Hamim enevar

PH 2t 20°C/ PH npu 20°C

Assayl Kinbxicne snsnavenng
_ Hexetiding/ Texcernaun

Ethanol/ Eranon

Edetate calcium ¢isodiumy
Kansnio-Harpiro egsrar
Impurities/ Xosimn
Hexetidine/ Texcerumm
Trizmine/ Tpnamsm
Dehydrohexetidine/
Rerinporexcermmm

Hexetidine salt/ Texcerumumy cim

Ax. an. Mosts (&(’7 2003 10

TTOCBLTERTS:
Packaging type size / Poasip raTun 40 mi inthe alurniniim ballon; 1 ballon in the cartan pack/ o 40 M p asrominiesody Ganoni; no 1
TaKyBaHRK; Ganony e xapromiist ynaxonyi
Strength/ Cuna giy Lt of solution containg 2 mg of hexetidine/ .} ma PO3THRY MicTars 2 Mr TORCSTEIVHY
Pharmacentical form / Jlikaptsia Ghopaa: Spray for oral cavity 0,2% / Cripedt mia poronor noposxenmy 0,2%
. Sample statug /
g Ref. Tech. analysis / ;
crobiological i/ : S c 2
%mf:‘;{‘;:f;mi:“‘m xa’@;:f 2001206 Cret, Texn,  7C.0027 ;’:;‘l‘;"" P
3 aniz i T : :
» Ananis TC-0027 Fiputiero
Q.C. comruents/ Koxerrapi sianiny KOWTPORIO SK0CTi: N/A / He zacroconyerses
Test/ Teer Specification / Creuudinanin Resul ETAT
Deseription/ Oaue 3::,? colorlesy ligitid with mint odor/ Tiposope, Gearonipra pinma 3 APOMATOM Pass/ Bintosigac
o G 8 VT . g
Average‘ vu]\fmc of filling/ Misfmum volume/ M 4 HOMIBAIEHIDT 06'eM Pass/ Bigrosinge
Cepejmist o6'em Hanopsemy
Pressure/ Tex Not less than 4 bar/ He magims 4 Gop Pass/ Bimmosinae
Identification/ Inenrnadixanin
A) The retention tinte received for the sample peak corresponds 16 the standard /
- A) Hac yrpumysarm, OTpAMam /A Tiiky Spasks, signoninae CraRuapTy,
gtgg;lgme (@PLCY Texoer B) The UV spectrum obtained for the sample corresponds to the standard. UV Pass/ Bismorigace
spectrum, aptimal for sample, corresponds fo the standards/ B Vo cnexTp,
OTPHMAIIHT U1t 3paaxa, Bifmonigue Craugapry,
s The retention time recejved for the sample peakeorresponds to the standard/Tae A .
< p s Pass/ Biy
Ethaaol/ Eration YIPHMYBaRRY, OTpumaruii 417 naxy spasks, BiFmoniziac crannspry. os/ Bignosigee
Edetate ealeium disodiuny The retention time obtained for the sample peak coresponds 1o the standard/ Yac Pass/ Bimnonijae

YTPUMYRAEA, OTPHMAHIIA A1 THiKy 3pasKa, Bignoninac eraunapry.

53105753 no 5,7 5.5
95,0% to 105,0% of the declared amouat (declared amount = 0,2 £/100mly/ 95,0% 99.6%
1o 105,0% »iz sanenenol kinskoori (3eansena winsxiers = 0,20/100mn) ke
4,9 t0 5.4 % (volume/ volume) /4,9 j10 5,4% (o6'er/ 06'ene) 5.2%
90,0% t0 110,0% from declared amount (declared mnount=0, 1g/100ml)’ 90,0% no .
110,0% sig samsnenoi ximkoeri (3ampena xinvxiers= 0,15/ 00mr) 104,4%
Not more 1,5%/ He Ginsuie 1,5% 0,9%
Not more 3,0%/ He Gbmsme 3,0% 1,6%
0 o] 0,
Notmore 0,5%/ He Simume 0,5% 0.0%
O i 0,
Notmore 1,5%/ He 6imme 1.5% 03%

Jaxoncon
Yxpaina»

5B, Inenagixayiiti &
2 on el 45




a Manufacturer/ Bupatnax: FAMAR ORLEANS/ DAMAP OPJEAH S
ATV-TMP-015459 rev.7 Address / Anpeca: § avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ § apemo e Kencip, OPIIAR
CEAEKC 2,450, Dpanyin
F A M AR Manufacturing authorization mumber / Homep aigensit gy sy pobrvol abtsnant: M 17/048
Phone/Tenedon: +33 (©)238 69 81 00 Fax/tbaxe: +33 {©)238633629

QUALITY CERTIFICATL / CEPTA®IKAT AKOCTI

Product Neme / Hazpa nponyKTY: HEZORAL ®/ TEKCOPAN®
Product Code / Ko npoxyiry: 8086501 Interval ID / Bryrpiumiie Homep:  OM3769F e
Batch Number / Howep cepit: M3769R Importing couniry / Kpatug immoprep: Ukruine / Yipaiga

, § 11 2 209 ) i o202 .
Manufacturing date / flara BHpOOHHTRR: dayl f—" yeut  EiXpiry date/ Tepmin nprnaruocri: wonl  yeart

* A itk pix Miczits  plx sk

Released Butch quuntity 7 Posmip Market Authorization / Peectpaniifue UANR101
DRIyIEHO] cepii: 46550 Cousutier packs/ ynaxonok S o

401l in the ahuminium ballon; | ballonin

Pharmaceutical form / Spray for oral cavity 0,2% / Cripeit aos Packaging type size / Pozmip Ta the carton pack/ rto 40y 5 Amcisienoyy

Jlixapeska dopma: POTOBOT nopoxnim 0,2% TH DAKYRARALT, Sanont: 10 1 P Xapromift yaxoard | -

: o Sample status /
Micrabiological control / ﬁiﬁ’;ﬁl 2001207 g:;‘l‘cf;l‘;;nalysm f TC.0027 Version/ Craryc spaska;
Ximirh asanty Asan?s e 0027 ) Bepeis: Accepted/

i Tlpwiaro

Q.C. comments/ Konmeurapi sinniny KOBYPOIMO AKOCT: N/A / He sacroconyeruon .
Test/ Tecr ’ Specifications and Limits/ Crenndibauii ta sexi ) Results/Pesynvran
Tmpurities/ Nomhaxa
Other individual impurities/ hami Not more 0,5%/ He Ginsie 0,5% 0.0%
gyl nosimmy .
Sum of tmpurities/ Cywma gonimni Not more 4,0%/ Ho 6insme 4,0% 2.8%
(TCX+BEPX) (S

Test/ Teer Specifications avud Limits/ Crerndixauii ta mexi Resulty/Pesvitrarn

Microbiologieal nurity / MikpoSGionosimna vucrora

TAMC not more 10°CFU/mY ge 6imme 1KY O/un Pass/ Bignosinae i

TYMC notmore 10'CFU/ml/ we Ginsme 10K Ok Pass/ Bimosiae ' v
' Pseudomonas neruginosa Absence in 1 mV/ Bineyrsicrs 5 1 mx Pass/ Binnorinae '

Staphylacoceus aurens Absence in 1 mV Bincyraicrs 5 [ Pass/ Binnoriga¢

Comments / Komenrapi:

* Date of batch release is a date when specific batch wus certified in full complinnee with the GMP requirerments and electronically signed for approval -
by Qualified Person at validated computerized system of production site {Bara sunycxy cepil - gara xom: Aaua cepin Gyna ceprudikopans B mosmit o
BiAnoBinHocTi 10 srMor HBTT4a SarBer Yrosne > Ocoboro muaon enexrpororo iBanvCy B Baninopanii Komri'torepiif orcrend
BUpoGIoT Ainnuray,

** Actual date when paper copy of certificate was printed and manvally signed by Qualified Person in accordanse with the GDocP/ ara, kany
naneposa nepein cepTudinary Syna posapyronans ta niggmeana Ynononwkenow OcoSoro ¥y Bianosinuocti o smvor Hanesawor Mpaxrim
Hoxymerrypamis,

CONCLUSION: Accepted / BHCHOBOK: Bimmosizae

Certification statement/ 3asnsa npo ceprudikayin

We hersby certify that the above information on English language is suthentic and aceurate / T sz 3aceinayemo, mo nanencus BIne indopmaria
AHrTIHCEKOIO MOBOIG & HOCTOBIPHOIO { TOTHOI0,

This batch of product has been manufactured, including packaging/labelling and quality cantrol at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing covntry, The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP /Lo copito npogykry yno RHPOGIICHO,
BRILOTRI04Y HAKYBANHA/MBPKYBAHRS T2 TIPOBENIERO KORTPOMD 1T AKOCT] Ha BHineswIRavenill ninsimi ¥ 10BHIH BigmoBimocH 3 symorame GMP,
BOTAHOBIEHIM MICIIeBITM perymmropsmis OPTAIioN, 3 TAXOX BUIOBIHO X0 cneimdikanilt micnesoro PETYAATOPHOrO Oprany i y nignosiggocti 3i
enemmixatieio j1o pecerpaniiinoro CBigonTha Xpaiim-imnopreps. Tipotokonu BUPOSHIITEA, NAKYRAHNS T4 AHANI3ID FIEPOFNANYTO T2 BOTAHORIIEHO
BIAMOBTHicTE GIP,

‘o paowz” / 544 ,m‘@ /

Qualified Person Name/ In's Vriosrosaxoror Ocobu -

5
‘S"g"/‘“?{ Tinmie Date**/flava®*
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JEPXKIIKCIIYXBA
AEPKABHA CIIYIXBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KAIBCBKII OBJACTI

npocriekt Banepia Jlobanoscskoro, 51, M. Kuis, 03110, Ten/paxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox €JIPIIOY 37078774

BHUCHOBOK
Npo AKICTL BBE3EHOro B YKpaiHy Jiikapchkoro 3aco0y

25.02.2020 Ne 7521/20/10

I'EKCOPAJI®

(maiimMenyBaHHs NikapcbKOro 3aco0y 3riAHO 3 PEECTPALIAHUM DOCBHIMEHHAM)
cnpeii 1s porosol mopoxuuan 0,2%; no 40 ma B amominiesomy 6asioni; no 1 Ganony B
KapToaniil ynakosui
(topma Bunycky, J03yBaHHs, BIT NAKYBAHHA NHKAPCHKOro 3acoby)

- Homep peecrpaniitioro nocsingenns UA/7714/01/01 crpox xii peecrpanitinoro nocsimuenns 04.09.2020
Cepis nikapcskoro sacoby Ne M3769R KinsxicTs paesenoro nikaperkoro 3aco6y 46500

Bupo6uuk DOAMAP OPJIEAH, Opannis

(nakimMeHyBanHs BHPOOHUKA HKAPCHKOTO 3ac00y, KpaiHa OXOLKEHHT)

Bseseno B Vkpaiuy ToBapucreo 3 o6Mexenomw BigmosigaxbHicTo "' Ixoncon i JIxxoncon
Yxpaina', inenr. kon: 35893512

(wattmenynanns ta xoa 3a €JIPTIOY 1opuanunof ocoby abo npissuine, iM's, no Garekoni Gisnunoi
ocobH - mianpyemus, i Miclie NPoOXMBaHHES Ta peccTpauiiinuii HoMep 00MiKOBOT KAPTKH NaTHHKA
noAaTKIB a0 Cepis Ta HOMEP IacnopTa)

Tporokon Bisyanssoro konrposo six 18.02.2020 Ne 0474/1.

32 pesynsTaTaMH  NEPXKABHOTO KOHTPOMO BCTAHOBNEHO, IO JKapchkuil 3aci6  BBeseHo B Vxpainy 3
AOTPHMAHHAM BAMOT 3aKOHOJABCTBA L0/10 3a0e3MEUEHHs AKOCTI JTiKapCLKMX 3ac06iB.
P
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JEPKIIKCIIYBA VKPATHEL
JAEPJKABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOEIB TA KOHTPOUIIO 3A
HAPKOTHKAMM V KHIBCHKTi{ OEJIACTI

[pocHeKT Baﬂepm JloGanoseskoro, 51, M. Kuis, 03110, Ter/taxc: (044) 2753030
E-mail: dﬁs ko@ds. govua, KOJIGI[PHOY37O78774 ; ‘; | ‘

BHCHO‘BOK
0po AKiCTL BBe3eHoro B Ykpainy JikapchKoro sacoﬁy

20.07.2020 ¥ o § N 33447{20/19

[} |
| |

I'EKCOPALJI@
(nalivenyBanmsg HIKBPCEKOTO 3a¢06y 3riHO 3 peecTpaliiEmy HOCRIICHHM)
cupen JISE pOTOBOY uopomﬂmm 0,2%; o 40 M B amoMidieBoMy 6anoni; mo 1 Ganony B
KRPTOHHIH ynakonm
(dopma mmycxcy, HO3YBAHHA, BAX naxyna}mﬂ NiXAPCEKOTO 3anoﬁy}

Homep peecrpaniitoro mocsindenss UA/ 7714/01/ 01 czpox i peechamﬁHoro Hacnmqem Gji 09 2020 |

Cepis nikapceroro sacofy Ne TO899R KinexicTs BBeseHoro nikapeskoro zacoby 24100

BapoSmx ®AMAP OPJTEAH, @parmis

(Haﬁmenysa:ma Bﬂpﬁﬁr{uxa m!capcskom 32c06Y, kpaiHa moxox xcc}ma)

Tonapucrno 3 oﬁmemenom BimnosiganeaicTo "l{muﬂcon L )IKI)ELOH
‘Yipaina", inenr. xox: 35893512 ‘
(Haiawe}rynamm Ta kox 32 €JIPTIOY 10paansoT 6cod 260 NpisBHIe, M, [0 HATPKOBL quamnm

0co6H - niampremna, I Micle IPOMMBAHHS Ta PeCCTpANiHIIE HoMep 0GAIKOROT KApTKY [UIATHUKE
nogatkis a6o cepis Ta HOMEp NACTOPTa)

Beesero B Yipaity

Iporokoa BisyaneHOro icmrtpbmo Bix 1-‘:0,07.2020 Ne 2157/2.

32 pesyNhTATAMM JIEPKUBHOTO KOHTPOMO BCTAHOBICHO, 1110 mlcapcsm 3aci6 aneseﬂo B Vkpainy 3

AOTPHMAHHAM BrMOT 33KOHOIABCTEL HIONO 320636 1eHHs AKOCTI JFIKapCHLKMX 3ac001B.

3acTymeuk Ha*q’ajmﬂmé"

L-’\ E
63" p,

Onexciit CORIO,IIPA?M
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TVY-TMP-015459 rev.8

FAMAR

28

Manufacturer / BapeGunk: FAMAR ORLEANS/ ©AMAP OPJIEAH i
Address/ Agpeca: § avenue de Coneyr, ORLEANS CEDEX 2, 45071, France/ 5 anenio ge Knncip, OPJIEAH |
CEJEKC 2, 45071, dpauuin

Manufacturing authorization number / Homep minensii ).um BUPOGHHYOY m.nmmui. M 17/048
Phone/Tenedion: +33(0) 2 38 69 81 00 Fax/Daxc: +33 (0)2 38 63 36 29

QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI

Product Name / Hazsa npojiykry; HEXORAL ® TEKCOPAJI®
Product Code / Kop mponyxry: 808650t Internal 1D / Bayrpimuiit Hosep: 0T89S
Producing country/ Kpaina-pupoBuuk: France/ @pantiin Importing country / Kpaina iMmoprep: Ukz'aine;l Ykpaina
Batch Number / Homep cepit: TO899R i i § o I
_ 2 4 2020 L i , . 2023 |
Manufacturing date / Jlata supoGunLTea: desd — vy Bxpiry date/ Tepmin npuatsocti; G i
’ neHs - aticams pix siesun pix
Released Batch quantity / Posmip
ER——_ 24160 Consumer pz?cks/ VIBKOBOK o Pt st s 29 5 2020
Market Authorization / Peecrpauiine UA/7714J01/01_ Hlara Bunyexy cepii*: o el
TIGCBIASEHHA: = wfﬂ,“ =
Packaging type size / Poasip ra Tant 40 ml in the ainmlmum ballon; 1 ballon in the carton pack/ mmo 40:M1 B amoMiHiceo! ;GaﬁUHi; no i
TAKyBBHHS; Banouy B xapmnmﬁ yUaxosiwi !
Strength/ lea Al 1 ral of solution containg 2 mg of hexeudme] | MIT pO3UMHY MICTHTB 2 MI TEKCCTHIHEY ‘
Pharmaceutical form / Hlxapcma dopma: Spray for oral cavity (,2% / Cnipeli qurs porosoi nopoxnmn 0,2%
; ; Sample status /
Microbiological control / Analysis #/ Ora20101 E::}:‘le(;]:;ﬁalyms ! TC-0027 Version/ 6 Craryc apasxa:
Ximivumii aHanis Axanis No 78 Ananis TC- 0'027 ‘ Bepcis: Accepted/ |
i TIpuitasto i
; s mom i i : | | v
Q.C. comments/ Komervapi ninainy kontpomo axocri: . NfA/He sa¢rocoryersea : Tm i
‘Lest / Teer © Specification / Cremnbiranis : Result / Peayawrar
Descripilont Birse Clear, colorless liquid with mint odor/ TIposopa, Ge3konipsa pinsia 2 apoMaTOM Pase Biinohige

Average volume of filling/
Cepemiii 06'eM HanoBHeH A
Pressuref Trck

Mdentification/ ImenTndixanis

Hexetidine (HPLC)/ Tewccerumnsn
(BEPX)

Ethanol/ Etanon

Edetate calcium disodiwn/
Kansuiro-Flatpito egerar

PH at 20°C/ PH mipr 20°C
Assay/ Kinnkiche nnanagens

Hexetidine/ lexcerngu

Ethanol/ Evanon

Edetate calcium disodiom/
Kanpnito-Harpiro exevar
Impurities/ Joarixn
Hexetidine/ lexcersuuu

Triamine/ Tpuantm

Dehydrohexetidine/
Heripporexcersaumn

Hexetidine salt/ Fexccrp;,u}lﬂy cinn  Not more 1,5%/ He Ginpwe 1,5%

Bau o 1900 by Aol

M'STH

Minimum nominal volume/ MinimMansmmi rominansiuit o6'en , .
Pass/ Bigmosigae

Not less than 4 bar/ He menine 4 6ap Pass/ Biﬂnosiéxae | l

: i I ]
o i 1 ;

A) The retention time received for the sample peak corresponds to the standard / P 1
A) Hac yrpHMyBauHs, OTpHMAIH A8 MKy 3paska, BiAOBIAE CTAHAAPTY. i

B} The UV spectrum obtained for the sample corresponds to the standard. UV " Pass/ Bianosizac
spectruin, optimal for sample, corresponds to the standards/ B) Y@ criextp, :
OTpHMaH LT 3pazKa, BIATIOBINAE CTAKNAPTY. _
The retention time received for the sample peakcorresponds {o the standerd/Uac : ;

: ; Pass/ Bixnosizae
YTPRMYBAUHA, OTPHMAHMI IS NAKY 3pa3Ka, BILNORIAae CTAHAAPTY, |
The retention time obtained for rh.e sample pea_k' confesponds to the standard/ Hag Pats/ Bimmoniyae !
YTPHMYBAHYA, OTPHMAHMAI AN iKY 3paska, BiANOBigac cranzapty. |
53105753 805,7 54
95,0% to 105,0% of the declared amount (declared amount = 0,2 g/100ml)/ 95,0% 101.8% !
ro 105,0% sig saasnenof KIJILROC‘I‘I (3asnena kimekicrs = 0,20/100mx) ik b
4.9 to 5,4 % (volume/ volume} 4, 9 1o 5,4% (oﬁ'ezm’ oﬁ'eu) 5.2% ' o

90,0% to 110,0% from declared ammml (declared amaunt"o 1g/100mly 90, 0% Fild

110,0% nip sasnyenol kinbkocti (3assnena xinekicts= 0, [1/100) 102,9%

Not more 1,5%/ He Ginsmse 1,5% 0,9%

Not more 3,0%/ He Ginsiue 3,0% 1,1%

Not morc 0,5%/ He Ginsme 0,5% ‘ o i
ot more & Ginsme s o . | | 0% ; 4 l

0.3%

3 Ineamqmﬂumuuu
¥ koA 35893512

. . s L




4 i 4 |
2/2 Manufacturer / BupoGrm: FAMAR ORL}]ANSI d)AMAP QPIEAH = & | E
TV-TMP-01545% rev.8 Address / Axpeca: 5 avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ 5ancmo ae ICcmcnp, OPJIEAH
CENEXC 2, 45071, ®pannia
F AM AR Manufaeturing authorization number / Homep mtinensit g snpoSmriof gimemuui: M 17/048

Phone/Tenedomn: +33 (0) 2 38 69 81 00 Fax/®axc: +33 (0)2 38 63 36 29

QUALITY CERTIFICATE / CEPTHOIKAT SKOCTI

Product Name / Heasa npofykry: HEXORAL ®/[EKCOPAJI® ‘ : =
Product Code / Kog npouykry: 8086501 : Internal ID / Bayrpimuiti momep:  0T0895D !
Batch Number / Homep cepii: TO89SR Importing country / Kpaisa iMmoprep: Gleraine / Vipaisa
2 4 2020 . 3 2023
Manufacturing date / [ata supoGmrsa; oyl e e Bxpiry date/ Tepmin nprpmaTHoCTi; wonlly  year/
AtHR miesue piKk . : wicaus Pk

Rel i f § izati i 4/01/01

eleased l?latch_guant:ty / Poamip 24160 Consutner packsf yoswosmx Mar k'et Authc-mza ion / Peectpaniiize UA/7714/01/ 1
RMITYTHEHO] capil: i TIOCRI{CHH; [ i

b . - T | . I .

Pharmaceutical form / Spray for oral cavity 0,2% / Cripeft'iin Packaging type size / Poauip ta Almlfhe kit fllyr; 4 :b.al-l oni |

the carton pack/ ro 40 mMn B amoMiniesody |

: : o o, ! .
Jlikapcexa Qropaia: potosoi nopoxunis 0,2% THTI TIAKYBAHHSI N e S ————
. . . Sample status /
Microbiological control / Ana[ylms i Ora20101 Rk W ey Version/ Craryc 3pasra;
.. . Anariz Ne Crany, Texs. TC-0027 .
Kimiumd) anaris 9 Ansnis TC-0027 Bepoin: Accepted/
[ipraaTo

Q.C. comuments/ KoMerTapi BiEiny KOHIPONE SKOCTI: 1 N/A /-He 3acToconyerses i |

Test/ Teer ) Specifications and Limits/ Crepndicanii ta mexi « Resnlts/PesyarTatn |

Impurities/ Hominmes : i . i v |
i

Other individual impurities/ [romi Not more 0,5%/ He Girse 0,5% 0.0%

iHmmiyannul roMinrcy : : o

Sum of impurities/ Cyma pomiluck Net more 4,0%/ He Giiswe 4,0% 23%

(TCX+BEFX) ! . !

Test/ Teer Specifications and Limits/ Cocnudiranii ta stexi Results/PesynpTaTn

Microbiological purity / MirxpoGionorizna wuerora , i

TAMC not more 10°CFU/NY 1 Gimeioe 103K Y Ol : Pass/ Bizmosizae s‘

TYMC not more 10'CFU/ml/ me Ginsuee 10KYO/Mn : Pass/ Bi,rmoninfae |

Pseudomonas acruginosa Absence in 1 ml/ Bigeyraicts b | mMx Pass/ Bigmogizae

Staphyfococcus aureus Absence in | ml/ Bincyrnicrs B 1 mn Pass/ Bignoriaae

Comments / osenTapi:

* Date of batch releass is a date when specific batch was certified in full compliance with the GMP requirements and electronically sigried for approval
by Qualified Person at validated computerized system of production site /J{ata Brnyciy cepii - ZaTa K0H gana cepin Oyna cepmq:imnaaa B 15OBHIH
eianozixsocti xo emvor HBIT ta 3aTBepZena Ynopropaxeroro Oco60Io mwasxom cﬂanposmoro NIAIHCY B nam,n:osamii KOMII lOTeplﬂlﬁ cHcTeMi ‘
BAPOGHENO! JiNBHHILE,

*# Actual date when paper copy of certificate was printed and manually sipned by Qualified Person in aceordance with the GDocP/ lIa“fa, XOAH
naneposa Bepeia cepTrdikaTy Oyna po3APyKOBANA TA NifnKcana YnosnosaxeHoo 0co0010 ¥ sianosinaecti fo sEMor Hanexof [paxrmcu
Joxynmentynarma. '

CONCLUSION: Accepted / BUCHOBOK: Binmosinae

Certification statement/ 3asa npa cepradixmtie

We hereby certify that the above information on English Ianguage Is authentic and accurate / U}m MA 3acm;ﬂy€M0 [0 HaBeZleHR B!-‘IL[[B m(impmamﬂ |
AHCNIHCE KOO MOBOIO € ﬂOC’fOBlpHQIO i TogHOID. i : ' ‘

This batch of product has been manufactured, including packagmg/iabcﬂmg and quality control at the above menlloned site(s) in full cmlnphancc 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 / ITio cepito npoaykty 6yno sxpofirero,
BKIKY4AE0Y H akyBasHs/MAPKYBAHHA T2 TIPONEIEHD KOHTPOND i fKOCE! HA BHINe3asHayeHilt AinsHALI y nosnil »ijjnoizHocTi 3 BuMorarw GMP,
BCTAHOBNEHIM MiCLISRUM PETYNATOPHEM OPTatoM, 4 TAKOK BIANORIAHO A0 cnepdixenili MicueBoro pery/LTTOPHOrG opraty i ¥ BitosinHocTi 3t
crenE(ikanien 0 peectpaniifHoro cBigouTER KpaiHA-iMopTepa. [IpoToKONHE RHPOOHHIIRA, TAKYBAHHS TA aHANIJiR EPErLHYTO Ta BCTAHOBICHO
sigmosignicts GMP, ‘ i
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Qualified Person Name/ Iu's Ynosnonaxeroi Ocodu Date**/fata**
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