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_ (Eaﬁmeaynam nikapesKoro 3acoly 2rigHo o peétrpaniiomy HOCRizACHHmM)
reah AAs fieen, 75 vw/r, me 15 r y 1v6i, mo 1 Ty6i y KapTouHii Kepobni
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A breed apart
Certificate of Analvsis / Cepndikat grwoeri No Na 31032-26N33

Preduct ! Fipoaysr DENTOL 7,5%. gingival gel, 75 mg/g, 15¢ginatube | whe in 8 cardboard box / j
| AEHTOI 7.5 %, rean aag scan, 75 Mo o 15 rv Ty5i, 70 1 Ty v kapronuil xopoGui

Regisiration Cenificate/FeccTpatifing | IoCHIANCHIA NS Ao UASGIRTA01/02 of / sia 16.08.2017

Valid till / repmin_aii ull: unlimited registration / 20: GezcTpokosa peectpanin

Batch number / Cepis Mo ) 20N33

Quantity in a bateh ! Kizexics, npoayiani g cepii 102 333 packages / ynaxomox

Manufacturing date / ata enpoBumeea 1. 2020

Expiry date / Tepwir npuagtiocs 11,2024

Name, location address, license number {GMP) of the production | Pharmascience Ine.. 6111 Royalmount Avenug, 100, Monireal, Quebec H4P 2T4,

site and quality control 1 Hazna, aIpeed MiCUSIHBNOIREHR S, Conada / @apvacafine luk., 6111 Posasayvirr Asesio, 100. Monpeaab. KeeGex H4P

HOMER Auctsil {GMP} BupoGiprol Aiastsm i ROHTPOAIO AxocTiz| 2T4, Kanaza, License / fliuensia Nol00241-A

Testing standard 7 Crananpr Teervanumg ) USP, NF, EP, in House / ®apvarones Ciiia, H®, €@, Meroanrit aupobsuka

Test/ Teer ‘ ' Specifieation / Creundisanis i Resultf Peayasrat | Method / Meton
Description / Onue Pale pink gel with a light fruity aromo, homogeneous [Coaforms / Bixiosiaa Crganolepiic incthod /
cansistency ¢/ Tams Gaizo-pewescro KOILOPY 3 JerinM Oprauoaentuuunit metog
7 _ {(PYRTOBIM AROMATOM. QAHOPIANOT KOHCHCTEHUTT
- Minimum Fill/ Ministasewe | The average weight of tube’s filling vollume & not less than [Conforms / Bianosiaad <755> USP/
HANOBHEHNR 15 g Each individua! mass not less than 90% of filling Papvaxones CilA
volume from the labeled value / Cepeans saca sanosuenus
TYBH He Memwe 15 r. Kowua iHanBiTyaibHa MRCA He MeHINe
90% wanosuelRs BIN MOPKYELILHGTD 2MANEHNS
ideatification of benzosaine Positive reaction with Z-naphthol solution ~ appears an (Conforms / Bianosizad USP Monograph «Benzocaines 7
laesTudicania Gerzorainy orange-red precipiiate / [losurusna pearuia 3 postsuos 2- Monorpadis Gapyaronei CIHA
HalTOn ~ fiopMyeThes ODAMIKERO-UCPROHI] 0CaT «beuagraiuy
Assay of benzocaine / 71.25-73.75 mgig { mrir 71.8 mgig LSP Monograph«Benzocaines/
Kiaugicnul smict Sensorainy | (95.0-165,0% of labeled amount / Big KiFsKOCTI, BRAzAHOT ST ‘ Moeunorpagis Dapyasanei
_ _{ »a ynakoBwi) : CillA ¢Bersoxainn
Mierobial Remit tests / Mnxpobnenorneckan unerors. _
Total aercbic nticrobial count (TAMC) / 3aranbite. | NNUT /7 He Sianme 105 CFU/g /KYQir | 3CFUR/ KYOIr EP/ED 26.12
KiAbKICTS WUTTEIATHEY BepoHmN Migpoopranimvis, EP/E®26.13
Total yeasts and molds count {TYMC) / Cpuéis 1o
apiwTAi (CymapHo) NMT / He Bineme 10' CFU/RR/ KYOir | 5 CFU/g /KYQir
Ps. aeruginosa Absgnee / BiaeyTaicts in‘e | gir Absence BiacyTaicts
St. aurens Absence / Biacyraices inve | ir Absence / BiacyTaicTs
Identification of sorbic acid / Incumdironin Positive 1or sorbie acid / ~ {Conforms / Bianosiaad PMSUV-0036.NF Monograph
copGinopol KienoTy flosuTnano ans copbinoroi xenoT «Sorbic AcidwH®D Mouorpais
- «Copbixosa kucaoTan
Centent of Preservative 0,045-0.055 % (90.0-110.0 %) 00329% 'PMSB -0037. NF (titration with
1 Serbic acid / sodium hydroxide)/
Cogeparmie RoxcepBanTn H@ {TeTpysanns 3 uampiio
Copbhuosas xucaom riADoREHACM)
Degradation products / Lipoaystu aerpaganf PMSLC -0216 <621> USP /
p-aminobenzoic acld / p-avinoSensoliva xvenota | NMT / He Giasie 0.2 % 0.16% @apmasones Clila
Eihyl ester of p-nitrobenzoie acid / ETnaosuit eip
pruitpofensoliuol kucaoTy NMT / He Siasz 0.2 95 0,16 %
Ench individual impurity / MNMT / He Ginse 0,1 % 0.08 %
Komua inausinyanssua aominca
Toial / Bevoro NMT f He Gianme 1,0 % 0.3 %

Conclusion: DENTOL 7.5%, gingival gel. 73 mg f g 15 g in o tube, | fube in a cardboard box fully compliant to the In House standargs, and the
requirements of the US Pharmacopoeia / Bucrosos: BEHTOM 7,5 %. reas 419 sceit. 73 st/ no 15 r y 1¥6i, no | 1y6i y Raprounili kopodui eianoeizac
cneunbispuii supaGunka, sumoray ©apsakonel CLUA,

Certification Statement: 1 hereby cenify that the abeve information is true and correct. This series of products was produced {including packaging /
labeling) and quality conirol was carried ont in full compliance with GMP requiremenis. established by the logal regulatory authority, as well as in
aecordance with the specifications contained in the registration dossier. Production. packaging and analysis pratocols have been revised and GMP
compliance established / 3anca rpo cepnnpizanin: wiv 8 RiZTEEPAAI0. WO HageleHa BHLE IHGOPMAHA € Aoctosipro 1 Touneio. s cepia npoaykuir
6yAa anpobacia (RKAOHMAIOMM ¥NARGBKY/MAPKYBANHA} | NPOBCICHME KOHTPONL 1T AKOCTE B NORHIN BIANOBLNIOCT] 40 BHMOT GMP. mo serauoniesi
MICUCBHM PRFYISTOPHUM OPIOHOM, f TAKGK V BIANOBIAMOCTI 3i cneundhinatingm. wo MICTELCE B pestie:

YRAKGERN TA Safizia Dyt NEPerasuyT | RCTAHORACHO sianosianicTs GHP

Authorized supervisor of the Quality Control Department / I
Yooenosamena ecoba siaainy KorTpome acocti @ D=,

o= 6111 Royaimount Avenue  Montreal (Quebee) HAP2T4 Tl (514)5:
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HEPKIINKCIIYVKBA

AEPKABHA CJIYIKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMM Y KHIBCBKIN OBJACTI

mpocnexT Banepis Jlobanoecekoro, 51, M. Kuis, 03110, ten/haxc: (044) 363-06-50

E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kox CIPTIOY 37078774

BHCHOBOK
IO SIKICTh BBE3eHOT 0 B YKpaiHy JiKapcbKoro 3acody

19.10.2022

.

No 42153/22/10

JTEHTOJI 7,5%

(1rabiMeHyBRHRA NKAPEBKOCo 3aC0By 3IHO 3 PEECTPAUIAHHM TOCBIIHEHHAM)
redb s sicent, 75 Mr/r, mo 15 r y 1y6i, mo 1 1y6i y kaprousiii kopo6ui

((bopma prrtycKy, 103YBAHHA, BUI TTAKYBAHHS NiKAPCEKODO 3acody)

Homep peecrpanifitoro nocsinuenns UA/6287/01/02 erpox aif pecerpauiiinoro noceiauensa 01.01.2099

Cepis nikapceroro sacody Ne 22B10

Bupobuux

KinpkicTh BBe3¢HOrO Nikapoekoro zacofy 47616

Dapmacaituc [nk., Kanana

(malimenyBarns BEPOGHIKA MKAPCLKOrO 3acofy, kpaiua MoXoKeHHs)

Beeseno 2 Ykpainy

Mianpuemerro "Dapmacaiine Yipaina Iuk", inent. coz: 22900900

(naiiMenysanns Ta ko sa €JIPIIOY ropupnurct ocobu abo npizsuue, iM'a, 0o 6aTokobi
dizuusol ocobu - nmianpuenmus, if Micue npoxuEaHEs Ta peecTpaui fHu HoMmep 06aiKoBoT

KAPTKY [IIATHHKE NoAaTKiB 260 cepis Ta NeMep nacnopra)

Mporokon BizyaneHoro keurpomio sin 19.10.2022 N 2576/1.

3a  pesynbTaTaMM JIEPXKABHOMO KOHTPOMIO BCTAHORIGHO, IO JIKAPCHKMH 3aci6  BReleHo B Vrpainy 3

AOTPHMAHHAM BHMOr 38KOHOOABCTBA 1HOAC 3a0€3MeMeHHs AKOCT] JiKapChKHX 3aco0iB.
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A breed apart
_Certificate of Anaidysis / Cepridisar awocti No M 51169.22B10

*Product ¢ Hpoay e DENTOL 7,5%. gingival ge}, 5 mg 7 g, 13 g inawube, | tube in a cardboard hox /
AEHTOJ 7,5 %, redn 308 8¢, T3 Mrr. 5o 15 ry IOt oo | e v spronstii kopodiyg

. Regrstration Cestificaie Pererpatiiing [oveizmenys Ne Ne VA BIRT0102 of ¢ pia 1O.H82017
SANHTIRTH N = WHARTH Gl undimited registrtion o2 Gew pokosa perarpanis
. Bateh number - Cepis No 2B
| Quantizy in g hateh C Kigekien, npeaviudi o cepii T A2Y pachuges - s Hasosok .
| Masufaciuring date s Nata supotiraa 12,2022
By date Fepsii mpncanioct i 62, 2006

Nare, Tocation address, Ticense numher (GMP) of the production | Phanmascience Ine., 6111 Rovalmount Avenuc, 100, Montreal, Quebec H4P 274,
Lot quabiny contrel Hassi, aapecs sicuesnasomsenns, Canada - Dapvacatine i 6111 Pasasayen Aresw, (00, Munpeaan, Kpees Hap
Cuonep Aiend LGMP ) sepodinmod Jiawinni i koarmpose akoetil 2T4. Karaaa, License - Fiew tin Noltiddt.a

weating standard  CTARIRDT ToeTY kb [ USP.NFE, EP, in House © bapviikones CHIA. TR0, €O, wetomgn mpodingg :
" Fest ' Teer Specification / Cremuhinauin [ Result / Pesvaptar Method / MeTon
. Description ¢ Onure Pate pink pel with a Fgla fruity aroma. hemogeneous con- Conforms £ Binoni 1ae] Organoleptic methudd
3 sisteney T eih M0-POKSRITO. KUALODY § Jerkin dipy k- | Opragalentayuig vero
5 TOBHM IDOMUTOM, OINCPLIROT KeIHCTCaLT _ y
Minimum Fill / Mindstaosne The average weight of tube's Nliing vollume a pot less than Conforms 7 Binonizad TAR (ISP
HANGBHEUNA I5 g Each individual mass nol Jess than 9% of filling | Dapsaroies CHIA
valume from the ibelad value - Copetnn wicn sanoneenmg |
00n owe aenae 15 r Koama ISmeLpaasna saca He i
Mt D0% AR AT MApRSBLISIOPS 3HaN2 4

i Mdentitication of beszocaine . Positive teaction with Z-naphihol solusion — appears an Centeoms © Bianosizagl Sp Monograph «ensecaines

Lrewrudivanin Sersoraimy i orange-red precipiite 2 Towrinn peantds 3 po s 2- : Monw s Pupmaconet CLIA
— tahrosy — GOpPMYCTHCA OPALREBO-GEPRONIE 1041 abeiosaly e
Assav of benzocaine/ TEIS-TRTS gy wes | T$imgy USSP MonographeBenzocaines

REasrieanil naier Gensorafiny | (953-105,0% of faboled amount . 8L KiIeE0cil Bxasanol ; MET Monnrpadis apstasei

Hi viakopi)
Micrabial limit tests / Mugpodnoaorimeckan yucroTa _
Total vaable avrobic micrabial count (FAMCY - NAMT L He oLintie 105 CFLL PROFL ¢ - RYO EP Fbh 262
SuTbH KLIRRIC Eh SRR LI0THIN JepoBiin : EP- L2613
sEpOUpPean vadn !

Totad veasts snd molds count (1Y MO/ Pty Ta NMT 7 He dlange 107 CFL

CHITA Btk

o0
Ey
s
-

CRCFUg KYO T

v KY(hy

PRI foy sapio ) Absence  Biavy niicnn inn | 27 Absence Byt

s acrgineg ¢ Absenee Blievrnicr g b gr Absailes Bl miicts
S e o ) : -
. ldentification of sarbic acid / Lienvnpinantis Poxitis¢ for sorhic aeid Conforms - Bianosinn] PMSUV 4036 NF Momosraph
. capbinoeal KUCANTY Tlosnmmno 2 copdinosed Kikeota ‘ aSorhic Acide- 1M Moo padis
i ] o cCaphiness miwaeia:

Content of Preservative OO 30,0383 %5 (90, 0.1 10 ) 5 FLUAT %5 PAES 37N ftieration with

Sorrhie aend

Coacpwamite koiicepairea

(ORI KICTO

Degradation producrs  Tipoay st aerpuiaaniy

solium hvdroxide)
HB frmips sassis 5 i pike
PEIPORILEINM)
PAMSLC -2 0 =02 |- SR

Cpeamtnobenasic acid o sanete oG ERCIOrE | NMT - e 6 anine 6.0 7 Papatasonies CHHA
D EthsE ester of penitrshenzoic aeid  Lrsaewii ehin

: _,“-mi;‘ul.‘!mimiu{uii\'ih [{EIRH NMT L He Siasine n, 2 99 i

Each indi idue! impurin NMT He Sineie 0.1 © o) f

e LG s st K

el Thewern ENMT - He Glnpge 107,

Conclinion: DENTOL 7.5%, winenal gel. 75 mg e oo 13w oy twbe b otube 1 oo e ulls comphant ro the In House standards, and the
oot of the IS Pharmacepocia - Brenopor” JTEHFOU] 7.8 %, o0 018 500l 5 St el FS v nadi o 1yt O sapromiil kopodis s o e
i ubanit kpedikl miosas dapdagoiey ClL.

o ez | herehs oonify that the above infoermuion is true snd enrect, This sories of products was prducad (nckiding packuzine
Bibelmcr and wnading control was covied ont in (ul) comphanve with GMP requiremienss. establishod mhe focud regulatory sutherity, as Wbl as s
scevndinve with the specitications contined in the registration dossfer. Production, packaging and anstysis prefiwods bave been revised amd GAP
Shished  davr sipe oo pmnderaaio: i g PHATECPERY B, MO Mg I RSB opdiatid « o

B CRR RGBS S RROREY OTEPRY BRHIS ) | IPORCRTIN RoBipo L ¥ st B HolidE 3
SHUBCRENE 00 IO G N, 8 TRROGK 2 BLUIRE (00 1 S stfiRIHE, No Vv igEae o
DR T ER B0 I Geper s HE BCTaRoacho 1 i aio s G P

o N

vethiphanee © nigpo i 1ongn, Ha cepis npo.g sl

gosinger OMPD e ey,
et HIpoyoke s sapot s g,

E TR

REER T

Autherized supersisor of the Chuality Control Bepurtinent !
YOI EBRRCN 0eofin iy Kot po.ae sencti
s G111 Royaimout Avenue  Monlresl iQuebsesy HAP 2T4 Tar (A1 24
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