JIEPWJHKCIYIKBA YKPATHU
JEPKABHA CJIYIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBLJIACTI

npocnexT Basepis JloGanosebkoro. 51, M. Kuis, 03110. ten/dparce: (044) 2753030
E-mail: dls.ko@dls.gov.ua. Koa €JIPIIOY 37078774

BUCHOBOK
1o siKicThH BBC3CHOIO B Y kpainy JiKapchbKoro 3ac00y

23.10.2020 Ne 55592/20/10

XOJICAJI

(Hafin Ly BAILISE HKAPCLROIO 3ac00y SELUI0 3 peceTpaitiiinis HOCRIAMCIHIAM)

resib UIst POTOBOT MOPOKIHEIL, 1O 10 r resno y 1y6i; mo 1 1y6i B KapToniii kKopodui

((POPATL BHIEY Y. AOYBAIIL BItL HAKY BatHE NRAPELKOTO 3acody)
Homep peccTpaltifiioro 1ocsiaeHHs UA/7298/01/01 crpox aii peecTpauifHOro NOCBILIEHHS 01.01.2099
Cepis nikapcbkoro 3aco0y No 008041 KiAbKieTh BBEICHONO AIKApELKOTo 3acody 6000

Brpodtii dapmsaso,t €npda AT o

(HadiscHyBaIs BHPOOIIKA SHRAPCHROTO $ac00y. KpaTHa HONO/UKCHI)

Bueseno 8 YKpaiiy Criiblic yKpalichbKO-¢CTOHCLRE ninpuemMerso y Gopmi TosapneTsa
4+ oBMesKenolo Bianositaibuicto "Onriva-dapm, JITJL", inenr. ko
21642228

(naiiveHyBas Ta Ko/l 3a CIPHOY 1oprandnol 0co0K adO NPI3BKLILC, NSt 110 OarTbKOBE (pisHunOT
OCOOM = HLAPHCMIBL T MICLE HIPOKRABALITIS Td pecerpauifinuii tomep 00JIIKOBOT KAPTKH VLTI
HOATKIB 400 Cepist Ta HOMEP 1acnopra)

[1POTOKO Bi3YANLIOIO KOHTPOIIO BiA 20.10.2020 Ne 3524/2.

3a  pesynbTaTaMi  AEPIKABHOTO - KOHTPOMO peTaNOBACHO. WO JiKapeLKkuii  3acié  BBE3EHO B Vipainy 3

Jl()T[)PlM‘dllllflM BHMOT 3AKOHONABCTRA L1040 3adesneuetis AKOCTI JIKAPCLRKN 3ac00iB.

3acTyMHUK HAauasbHHKA BUULULY
JlepakaBHOT carysxOu 3 JKapeLKUX 3aco0iB

Ta KO, O 3G HApKOTHKAMH Y Kuiserpkii
00n4eT R

3yGapesa H. B.

)
g

SPIKABHOTO KOHTPOIIO) (G (iniiiaau Ta npisBuig)




BATCH CERTIFICATE )
CEPTHU®IKAT SIKOCTI CEPII

Product
[Mpenapar

XOJICAJ rens juis poTosoT nopoxkinim 1o 10 r a TyG1 Nel

Pharmaccutical form
Jlixapcnka Qopma

oromucosal gel
OPOMYKO3HHIT redn

Country of manufacturer
| Kpaina - Bupo6iuk

Poland
llonema

Active Pharmaccutical Ingredient strength
Cuna it

Choline salicylate 87.1 mg
Xoniny caninunar 87,1 mr
Cetalkonium chloride 0.1 mg
Lcranxomiro xnopua 0,1 mr

| Product bulk index

- . ~ 4450

BupoOuuunii iujicke danxy
Product No finished index 4450
lijiexc Kinnesoro npojykry
Ba 0.

Al 008040
Howmep cepii fainky

alch No. finis
Batch No f}.mthd pﬂroduct 008041
Howmep cepii rorosol npoaykiii
Release | le regist
o easss ORCK TEEIET RelReg005368/1

CECTPALIAHIH HOMEp BHITYCKY cepil
Date anufacturi

ate of manufacturing 08.2020
Jlata BupobnuiTra
I?‘ =R
, ‘X])Il.f_d datc ‘ , 08.2023
I'cpmin pyjaruiocri
Number of units relcased to the market 72 000

Kumkicrs OJIMHHIIL, BUIYIUICHHUX Ha PHHOK

Package size and type
| Posmip i tun ynakosky

me 10 ry rybax Ne |

Number ofﬁarkcling Authorization

. UA/7298/01/01
Homep peectpaniiinoro nocsiguens
Manufacturing License 121/0036/15

Jlinensis 1a supodunuTEo

Certificate of GMP Compliance of a manufacturer

IWPS.405.33.2019. KKW.1

Ceprudixar rijnosijocti GMP supo6ruka
Manufacturing site, packaging, quality control
HaitmenyBamits, MictiesHaxo/xenns ta nomep
JHens il JITANKH BUPOBHKIITRA | KOITPOIIO AKOCTI
Storage condilions

Yyosu 36epirans

WTC/0036 01 05/58

®apmsason Cieda AT, [Tonsia
58-500 m., Cneus Iypa , By, Binuenrero ITosa,2 1, [Tonsma

Store at temperatures below 25°C, do nol freeze
36cpiratu npu TemnepaTypi Mene 25°C, ue 3aMopoKyBRaTH |

Analysis results
Pesyanrarn uposeienus ananizy

Tests Requirements Results
[Moxkasunku Bustoru PesyasTarn
Characteristic transparent, colourless, uniform mass of | mcets test

Ornc anisc oil edour BLjLITOBILAC
nposopa, ©Oe3bapsHa, ojHOpiAHa Maca

3alaxy aHiconoi ouil

[dentification of choline salicylale
Lneurudixauis camimmaty xommny
- TLC method

the principal spot in the chromatogram
obtained with the test solution should
correspond its retention factor, to that in

mcels test
BLJLIIOBIjIAE

- meton TIX the chromatogram obtained 77

P ot 1/ 0010 Big 10, 2




with the standard solution

OCHOBHA IIAMA HA XPOMATOrpaMi,
CTpHMAHI 3 TOCHIDKYBATHM PO3YHHOM,
IIOBHHHA BILNOBIAATH x0eiliENTY Horo
YTPHUMAIA 5K HAa XPOMaTOrpami,
OTpHMANH i3 CTANNAPTHHM PO3YHIIOM

Identification of choline salicylate
Inenrudixanis canimmnary XOIIHY
- HPL.C method

-yMeroyl BEPX

retention time of the test solution should
be the same as that of the standard
solution

qac YIpUMaHHA JOCTTKYBaIioro
PO3UHEY OBHHEH OyTH TAKHM XC, K | ¥
CTAINIAPTHOIO PO3YHKEY

mcecls test
BIIIOBIJ(AE

Identification of cetalkonium chloride
[aenTudixaris xsopwty nerankonio

the retention time of the principal peak of
test solution should corresponds to the
retention time of principal peak of
reference solution

Hac yTPUMAaNHA OCHOBHOTO ITIKY
JIOCTIIEYBAHOTO POSUHNY TTOBHHCH
Bi/IIOBIIATH YaCY YIPUMAHHS OCHOBHOTO
11Ky CTAIONHOTG PO3UMHY

mects (est
RUIITOBIJTAC

Identification of methyl

parahydroxybenzoate

Lenrudikanis
MeTIsIapariipoxenéeoary

retention times of the methyl
parahydroxybenzoalte test solution should
be the same as that of the standard
solution

Hac yrpuManis lochizKyRaANOro
PO3UMITY MeTHITIAPariIpokcHbensoaTy
Mac OyTH TAKMM XKC, K 1 y CTAHIAPTHOrO
po3uumy

mects test
BIIIOBIAE

' Identification of propyl

relention times of the propyl

mecets test

- individual impurity

- MBI UILIA AOMIlITKa
- sum of impuritics

- CYMa JIOMITHOK

parahydroxybenzoatc parahydroxybenzoate test solution should | rinmosinae
[aevTHdixanis be the same as that of the standard
NpomiTiaparigpokcubensoaTy solution
Yac yrpuMysaHHs J0CTIIKYRAHOTO
PO34HHY NPOTiNIapariipokcubensoary
NOBHHCH OYTH TAKUM XC, AK 1 y
CTAIIAPTHOTO PO3UMITY N
Average content of gel in | tube NLT 10.0 [g] 10.3 [r]
Cepejuiii Byicr reno B 1 TyO1 He merme 10.0 [r]
Particle size NMT 80 [um] 0 [nmxm]
| Po3mip wacrunox He Qumsie 80 [Mrm]
pi B 45-65 6,0 ‘
ﬁlmpuriitgs - i
Jlomimxu

NMT 0.2 [%]
He 6insime 0.2 [%]
NMT 1.0 [%)]
He Sinsiue 1.0 [%]

0,03 [%]

0,03 [%]

Assay of cetalkonium chloride content in Ig
of gel

Ananiz ByicTy xiopuy nertaikonio 8 1 1
reso

0.07-0.13 [mg] [mr]

0,09 [wmr]

Assay of choline salicylate content in g of
gel

Ananiz Bmicty caninmnary Xomuy B I 1

[ remo

78.0-96.0 [img] [mr]

89,3 [wr]

Content of methyl parahydroxybenzoate
JLournrn \gwigel,

1.35-1.65 [mg/g] [mr/r]

1.48 [Mr/T]
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Buicr mennmapariziporenensoary & | r

\USCH:- -

redio

COI‘liCHII)E-I'I(;pyI parahydroxybenzoate 0.72 - 0.88 [mg/g] [mr/T] 0.80 [mr/r]
content in lg of gel
Bwmicr nporinmaparijpokcuensoary & 1 r

relo
Microbiological purity Perlg/B 1
Mixpobionorivra uncrora TAMC < 10% CFU/g

34aranbEa KiNbKiCTh acpodumx mecls test
mikpoopraiizmis (TAMC) < 10> KYOQ/r | Bijunosinac

TYMC < [0 CFU/g meets test
3araneHa  KUILKICTE JApbhxjpkoBuX 1 | Binrosiac
usinesux rpuGis (TYMCQC) < 10! KYO/r

Absence of Pseudomonas aeruginosa mceets test
Bincyrnicrn Pseudomonas acruginosa BiIIIOBIAC
Absence of Staphylococcus aurcus mccts test
Bizicyruicrs Staphylococcus aurcus BILIIOBIIAC

ﬁpo;{ykuisz—nim 108ij1ac sumoram QSP-0046-00U-02

Certification statement

I hercby cerlify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requircments of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

3asra upo ceprudiranino

Ly st nifrsepskyro, 110 BUICBKA3ATE indopmauis € JocTosipiolo Ta Tounow, g cepis npoxykilii Gyna
BUTOTOBIICHA, BXKJIIOUNO 3 YINAKOBKOIO / MAPKYBAHHAM | NPOBGJICHO KONTPOIL i Sxocri 1a BUIIE3I QI X
ALISITKAX, Y TOBHIH BTOBIANOCT] 3 BUMOTaAH GMP MICIICBOTO PErYIISTOPIOTO Oprany T4 cuenudikaismm B
JIO3BOI 1A LpoiaK KpaiHu-iMnoprepa afo cnenudixanii TOBAPY IUIA JOCIUKYBAHIX NIKAPCRKHX 3ac0018,
[Iporoxoim supoGunnTea, ynakosku ta ananisis Oy nepernsauyTi | Beranornena sixnosianicrs GMP.

Date//lara Qualified Person/Yrnosuosaxena ocoba
09.09.2020 Signature /Tlignuc

Enxira Kosznoseska

3/3




ff29122021

(annmcuysauus alkapcKoro 3acoGy ar!guo 3 peecrpauiiting nocs, iz
\ '”;~'6i, pl fﬁwxa TomHil

iy ;.-;};"Bnpoﬁﬂux

= ‘_ff_Bmséﬁo B pr_,gi?;_{y] prss
i e W 5;31816235 i .
 (HaHMEHYBAHHSA T2 KO 33 €11,PI'IOY mpx«mmuoi oeoﬁn aﬁo npxsamne. iM! x, no 6aru<om o
Q)lawmoY 0co6H - niznpreMus, I Miclle IPOXKHBARKHS. 18P ibHuH ﬂomcp oﬁmxoam oy
xapncu nnamnxa noua'rxla a60 ccpm o oMep nacnop'ra) :

-01/4508/19

v' j“:'.f?.,,llporomn Bisyanbnoro KOHTPM'O Bia 28.12. 2021 .N'a 03

: .'"3a pesyanaTaMﬂ nepacanuoro xon'rpomo Bcrauoaneuo, mo mxapcsmm 3ac16 Bsmeno B Yxpafuy 3‘
i .HOTpHMaHHﬂM BPIMOI" 3aKOHONARCTRA LIOA0 3a6earwqeaﬂx xxocn nmapcsxnxaacon e

' HadarbHuk Jlepxasnoi ciyxGH 3
* . miKapchKuX 3aCOBIB Td KOHTPOJIO 3a-
U0 HADKOTHKAMH'Y I[mnpone'rpoacbmﬁ
il st 206nacn ; - :

J masﬂoro KOHTPOJIO)

e
=
=3
[¢]
)‘é’
[=]
>
=8
a0
€}

A

1
8

)

5% 1104
AtrS

_#9,1(

(7, “30 s;g/_f _

Cj;iina}ia Bouaprikosa  +3 8?"(066)34_5_:-41-7 1




BAUSCH- Health

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPIi
Product . " P
Toeupsi XOJHCAJI rens gia poTopoi nopoxnyim no 10 r s TyGi Nel
Pharmaceutical form oromucosal gel
Jlixapceka dopMa OpOMYKO3HHIE Fean
Country of manufacturer Poland
KpaiHa - BupoBHHK [Tonbuga
Active Pharmaceutical Ingredient strength Choline salicylate 87.1 mg

Cnna gii

Xoniwy canigunar 87,1 Mr
Cetalkonium chloride 0.1 mg
Lieranxoniio xnopux 0,1 Mr

HaliMenyBauns, Micle3HAXOMKEHHS Ta Homep
ninensii niagnicy sUpobRYLTEa i KOHTPOMO JKOCTI

Product bulk index 4450
BrpoGHiunii inpekc Ganky
Product No. finished index 4450
Tupexce kinuesoro npoayxTy
Batch No. bulk
Homep cepii 6anxy 106180
Baich No. finished product 106181
Henep cepii rovopot npomyxkuii
Date of manufacturing
| ZlaTa BHpoBHHUTBa 06.2021
Bxpired date
Tepmis npraatrocTi 06.2024
Number of units released ta the market 22000
KinbkicTs OHHEHNG, BHAYLIEHHX Ha PHHOK
Package size and type
Poaumip i THI! ynakosxy 10 10 ry Tybax Ne 1
Number of Marketing Authorization :
Howmep peectpauiiinoro mocsinyenns UA/7298/01/01
Manufacturing License
JHiuensis ua BupoSHMUTEO 121/0036/15
Certificate of GMP Compiiance of a manufacturer 1WPS.405,33.2019.KKW.1
Cegj ikaT pignosinaocti GMP BupoSHIKa WTC/0036 01 05/58
Manufacturing site, packaging, quality control (apuzason Ensda A.T., Monsua

58-500 M. €aenn I'ypa , Byn. Binuenrero iTona, 21, Monsma

Storage conditions
YmoBy 3Gepiranns

Store at temperatures below 25°C, do not freeze
30epiraty npu Temnepatypi Be Butue 25°C, He 3aMOPOXKYBATH

Analysis results
PesyieTaTn npoeenenun anasnizy

Tests Requirements Results
Tokazunki Bumorn PesyabraTn
Characteristic transpacent, colourless, naiform mass of | meets test
Onue anise oil odour BiEMOBifAE

npo3opa, Gesbapena, oamopiasa Maca 3

3aRaxoM aHicorof onif
Axverage content in 1 tube NLT 10.0 [g] 10,3[1]
Cepenus maca Bmicty B 1 7y6i He menume 10.0 {r)
Particle size NMT 80 [lum) 0 [mrn]
Posmip wactuuox He Hinue 80 [Mxm]
pH 4.5-6.5 6,0
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BAUSCH- Health

Identification of choline salicylate
ImenTudixania caniupnary xoniny
A) TLC method

meron THIX

B) HPLC method
meron BEPX

A) On the chromatogram of the test
solution, the spot should correspond to
the value of Rf of the spot of the
reference solution.

Ha xpomarorpami aocuimxysanoro
PO3YHILY INIAMA Mae BifnoRinaTH
sHavenmo Rf nnamu eranonnoro

PO34HHY.

E) The retention time of the peak of the
substance determined on the
chromatogram of the test solution should
correspond to the retention time of'the
peak on the chromatogram of the
standard solution

Yac yTpHMYBaHHS NikKy pEYoBHHY, fKa
BUIHA4AETHCH HA XPOMATOIpaMi
BOCNifAyBAHOTQ PO3YHHY Mae
BIAINOBIAATH uacy YTPHMYBaHHS Niky Ha
XPOMETOTpaMi CTAHAGDTHOrO PO3YMEY

meets test
BiINOEifAE

meets test
BifmoRinae

Identification of cetalkonium chloride
Inentudixanisn xnopupy neranxorio

The retention time of the peak of the
substance determined on the
chromatogram of the test solution should
coirespond to the retention time of the
peak on the chromatogram of the
standard solution

Yac yTpumypanns miky pevonnm, axa
BU3HAYAETECA HA XPOMaTOrpaMi
AOCNiIXYBAHOTO POI4YHHY Ma€E
BiRNOBiAATH HACY YIPUMYBaHHA TIIKY Ha
XpoMaTorpami CTaHAAPTHOTO Po3UHHY

meets fest
Bilnomifae

Identification of methylparaben
Inenrndixanias mernnnapaGeny

The retention time of the peak of the
substance determined on the
chromatogram of the test solution should
cormrespond to the retention time of the
peak on the chromatogram of the
standard selution

Yac yTpuMyBatug niky peuoBHHu, Axa
BH3HAYGETHCA HA XPOMATOrpami
AOCNimKYBAHOTO POIYHHY Mae
BIANOBInaTH Yacy yTpuMyBaus Mixy Ha
XpOMATOrpaMi CTAHAAPTHOIO POIIHHY

meels test
BignoBinae

Identification of propylparaben

Inenmadixania npoirianapateny

retention times of the propyl
parahydroxybenzoate test solufion should
be the same as that of the standard
solution

Yac yrpumMyBanHs niky na
XpOMATOrpamMi BOCHIANKYBAHOTO POIHHY
Mae BignoRiAaTH Yacy yTpuMyBaHAA
niKy Ha XpoMaTorpami CTAHAAPTHOTO
posunKy

meets test
Bianoeinae
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BAUSCH- Health

Imrurity

Homimkn

- individual impurity NMT 0,2 [%]

- innvBinyanbHa aoMitika He Ginbire 0,2 %] 0,02 (%]
- sum of impurities NMT 1,0 [%]

- CYMa JOMilHox He Binvie 1,0 [%] 0,02 [%]
Assay of cetalkonium chloride content in 1 g

oLic! 0.07~0.13 [mg] [wr] 0,11 [%]

Kinexicse Buznauenns xXaopuay
Uerankonito 5 | rremo

Assay of choline salicylate content in 1g of

el
Ig(inaxicue BUSHAYEHHA caniunnaty xoniny » | /o0 ~96.0 [mg] [mr] 88,4 {ar]
1 rremo
Coatent of methyiparaben in 1g of gel
Buict Memnnap!’;{ieny Blr reilo 2 1.35-1.65 [mg] (ur] 1,52 [ur
Content of propylparaben in 1¢ of gel
BMicTnponFi'nu’;)l;fﬁeﬂy Bir l‘gf:mc-g 0.72 - 0.8 [mg] [mr] 0,81 [wr]
Microbiological purity Eur.Ph.5.14,
MikpoSionorivna yncrora €pp.dapm.5.1.4,
Perlp/Bir meets test
TAMC < 102 CFU/g Bianosinae
Saranbua  kinbkicTs JKATTEIAATHIY
aepobHmx meets test
Mikpooprauismis < 102 KYO/r BignoBinae

TYMC <10' CFU/g
Saranbna kinkkicTs rpubis < 10 KYO/r | meets test
Binnosipae

Absence of Pseudomonas aemginosa in 1
g meets test

Bincyrnicts Pseudomonas aeruginosa b | Bianosinae
Ir

Absence of Staphylococeus aureus in | g
Bineyrhicts Staphylococeus aureus & 1 ¢

This product is in conformity with requirements of UA/7298/01/01
Hponykitia sinnoinac BEMoram UA/T298/01/0]

Certification statement
I hereby certify that the above information is authentic and accurate. This batch of product has been

manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the jocal Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products, The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP,

3anma opo cepradirait
Lum a nminreepmxyro, wo pumenkazana indopmania € mocToBipHO0 Ta TouHoW. Us cepis npoayxuii 6yna
BUTGTOBNCHA, BKMAIOYHO 3 YNAKOBKOK / MapKyBaHasM i TPOBEACHO KOWTPOJb I SKOCTI Ha BUINE3TamaHMK

Date/Hara Qualified Person/Ynosroanena ocoba

16.07.2021 Signature /Hianwke
mgr Edyta Kozlowska

Utoy”
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