JEPXXABHA CJYXKFA 3 JIIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIiBCHKIA OBJACTI

npos. Ceitnuanoi Hanii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Mpo AKiCTH BBe3eHOro B YKPpaiHy JIIKapcbKOro 3aco0y

01.04.2024 Ne 37958/24/10

METPOI'LI JEHTA®

(HaliMeHyBaHHA JTIKAPCHKOro 3aco0y 3rifHO 3 peecTpalifHiM NOCBITIEHHAM)
reJib Ays sicen; mo 20 r y Ty6i; mo 1 Ty6i y kapronHin xopo6ui

(dbopMma BAIycKy, HO3yBaHHA, BUJ NaKyBaHHA Jikapchkoro 3acoby)
Howmep peecrpaniitroro nocsizuenns UA/2871/01/01 crpox aii peecrpaniitnoro noceizzenns 01.01.2099

Cepisn nixapcsxoro 3aco6y Ne PGF0650423 Kim.xicTs BBe3eHOTO Nikapcrkoro 3acoby 24240

«¥Onik dapmacsrotrkan Jlaboparopis» (BigaiteHas ¢ipmu «JIx. b.

Bupobxuk . .
P Kemikans e @apmacsrotukans JItn.»), Inais

(naliMeHyBaHHA BHPOGHHKa JIiKapCchKOro 3acoly, kpaiHa ITOXO/DKEHHA)

Bseseno B Ykpainy TosapucTBo 3 06MexxeHoI0 BinnosinaabHicTio " Ix0HCOH i JKOHCOH
Vkpaina', inenr. xon: 35893512

(naitMeHyBanns Ta Koz 3a €/IPTIOY ropumuanoi ocobu abo npissume, imM'a, o 6aTekoBi (isHaHOL
ocobu - migmpreMIl, 1i Miclie IPOXHUBAKHA Ta PeccTpaliifHui HoMep 0611iKoBOT KAPTKH IUTATHHKA
noaaTkis abo cepis Ta HOMep NacnopTa)

IpoTtokou Bisyansnore konrpomo six 04.08.2023 Ne 2400/4.

JlaGopaTopHHUii aHaNi3 AKOCTI JIKapChKOTo 3aco0y 3aiHCHEeHMH:

Jla6oparopisi 3 KOHTPOJIO AKOCTI Jikapchkkux 3aco6is TOB "JOBPOBYT-JIIKMJIAB" (M. Kuis,
Byn. HoBropon-Cisepcoka, 6yA.3, HEXUTIIOBI NpuUMimeHHs 92)
(HaiiMeHYBaHHS Ta MiCLIe3HaX0/PKeHHA 1aboparopii, mo nposena nabopaToOpHUA aHa3 AKOCTI)

BHCHOBOK MO0 AKOCTI JTikapchkoro 3acoby, Buaanmit naGoparopiero six 29.03.2024 Ne 197-23

Pe3ynbTaTH 1abOpaTOPHOTO aHAN3Y AKOCTI JiKApCHKOTO 3ac06y 3a MepeBipeHUMH MOKa3HMKaMHu BiIIIOBiNAI0TH
BHMOT'aM METOZiB KOHTPOIIO AKOCT (aHAMITHIHO-HOPMATHBHOI JOKYMEHTALIT).

3a pe3ynpTaTaMH EPXKABHOTO KOHTPOMIO BCTAHOBJIEHO, IO JHKapCKMH 3aci6 BBeseno B Vkpainy 3
ROTPHUMAHHSAM BHMOr 3aKOHOJABCTBA MO0 3a6e3IIeYeHHA AKOCTI MiKapChKUX 3aC00iB.




Unique Pharmaceutical Laboratories 1/2
(a Division of }. B. Chemicals & Pharmaceuticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICATE/ CEPTH®IKAT AKOCTI Ne 10FP23001357

Product name/ METROGYL DENTA®/ Pharmaceutical form/ Gel for gums/
Haitvenysanns npoaykry: METPOTI'UI JEHTA® Jixapcnra popma: Tens ans acen

1 g of gel contains / 1 r remo micturs: Metronidazole Benzoate 16 mg re-calculated on Metronidazole 10 mg /
Strength/ Cuna  MeTponizasony 6ensoary 16 mr, y nepepaxynansi na Merponinason 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg

it re-calculated on Chiorhexidine Gluconate 0.5 mg / Po3uun Xnoprexcuaunny Imokonary (20%) 2,5 mr, y nepepaxyBan#i Ha
Xnoprekenauny I'moxounart 0,5 Mr
MAA number/ vomep P.I1: UA/2871/01/01 Manufacturer license/Jliuensin supobumuia; G/1575

Production site name and Unique Pharmaceutical Laboratories/ "lOnix Papmacsioruxan JlaGoparopis” (a division of J.B. Chemicals &
location/ Halimenysauns ta Pharmaceuticals Ltd./ (sinainenns dipmu “[Lxk. B. Kemikans eun ®apmacriotnkans JIta.") Plot No. 304-308,

MiClesHAXoqAeHHS G.L.D.C. Industrial Area, City: Panoli — 394 116, Dist: Bharuch, India/ Hinsuxa Ne 304-308, Ixi. Au. Ji. Ci.
RINAHKHAS Inzacrpian Epia, micro [Tanoai - 394 116, oxpyr Bxapyx, Iuais
Manufacturing country/ India/ T Package size and type/ Poamip 20 g in tube; | tube in carton pack /20 ry
Jlepxana supoGunk: HGTar LR TA THI NAKYBAHHN! Ty6i; no | Ty6i y kaprounii kopobui
consumers units/
Batch Number/ Homep cepii: PGF0650423 Quantity/ Posmip cepil: 24240 P
Specification number/
P/
Ne Creundikanii: FRISBESAORN Expity date/ 2026 3
Tepmiu npuaatThocri: year/ month/
pix Micauy
Date of Manufacture/ 2023 mo:t o dlazl Date of batch release*/ 32:3 3 b d:y /
. year, _— mont
Jata supebunursa; i e acw, VAT BHOYEKY cepil: pik sicaus aem
Test/ Tecy ecification/ Crnieyndikauin Result/ Pesvasrar
L. Description/ Onue White to off white opalescent smooth gel / Binuit abo maltxe Gianit onatecuenTHni M’ axkult Comply/
resis Biznosinae
2.1dentification/ Lnenrudixauis ;
A)The retention time of peak of metronidazole in the chromatogram of sample solution must
. etention time of peak of m idazole in the chromat f the standard
2.1 Metronidazole/ ?onef»pond to th}: retenti ne of peak of metronidazole in the hro atogram o Comply/
" solution (Quantitative determination) / Yac yTpumysanus niky mMeTponiaasony ua X .
Merporinazon . : . ! - Bianogrinae
XpOMaToOrpami po3YnHy 3pa3ky NOBHHEH BiAMOBIAATH Yacy yTpUMYBAaHHS NiKy METpaniaasony
Ha XpoMaTorpami cTanjapTsoro posunny (KinpkicHe Bu3HaueHHS)
B) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
. ” correspond to the retention time of peak of chlorhexidine in the chromatogram of the standard ,
2.2.Chlorhexidine/ solution (Quantitative determination) / Hac yrpuMyBanHs niky X10preKCHAMHY Ha Qomp!y/
Xaoprekeuamu XPOMATOrpaMi po3uHHy 3pa3Ky NOBHHEH BiANOBIAATH Yacy YTPHMYBAHHA MKy XAOPTCKCHIANKY Bianosizac
Ha XpoMaTorpami cTanaapTHoro posunuy (Kinekicue su3navenns)
3.pH (10% aqueous
suspension)/pH (10% 5.0-7.0 6.4
BOJIRNA Cycnen3is)
4.Minimum tube fill/ Average index for a tube filling must be not less than is stated in the label. Each of 10 tubes
Minimansne wanosnennn  filling should be not less than 90% of stated in the label / Cepeste sHaueuns s HANOBHEHHS 2065 o/
TyOu (10 tubes / 10 Ty6) Ty6u noBuHHO BYTH He MEHINE Bi 3a3HAYCHOTO Ha eThketiti. HanosHerua koxuol i3 10 Ty6 0.5 ¢/r
NOBHHHO cKanaTy He MeHute 90% Bia 3aHaYCHOTO Ha eTuKeTni
§. Related substances/ Cnopiaueni cnosyxn
2-methyl-S-nitroimidazole / 2- ; ; . o
) a7
MeTiA S-Hitpoininazon Not more than / He 6insuie Hixk 0.5% <0.1 %
Metronidazole/Merponiaason Not more than / He Ginswe uix 2.0% 02%
Benzoic acid / Benzoiina , s :
—— Not more than / He 6iasie rik 2.0% <0.1 %
Any o.thcr umdenuﬁe.:d . . o TR
impurity / Byas-axa isina Not more than / He Ginnwe Hix 0.5% S *
ueizentndikosana omiuka fg‘\ T N
Total other unidentified L ¥ Fo ixglicoH 1
impurity/Cyma isumx Not more than / He Ginbie ni 1.0% (£ f: Pl QH K
HeinenTndikoBannx 108itoK : E 1y
% e\ ek ads 1
) Oé} 5 o\ %




Unique Pharmaceutical Laboratories 2/2
(a Division of J. B. Chemicals & Pharmaceuticals Ltd)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTH®IKAT AKOCTI Ne 10FP23001357

METROGYL DENTA®/ Batch Number/ Homep

y: PGF0650423

Product name/Halimenysanns npoayxry: METPOILI IEHTA® cepit:
2026 3
Date of Manufacture/ 2023 4 19 Expiry Date/ Tepmin
I 6 a: year/ month/ day/ npuAaTHOCTi: year/ month/
AT BRpobHIITEA: pik MicALb Acnn ) pix Micaim
Test/ Tecr Specification / Cneundikauin Result / PesyanTar
6.'Cont?nt ofNitrite/\Biler Not more than 50 ppm / He Ginsuie uix 50 ppm 9.8 ppm
HiTpUTiB
7.Assay/ KinbricHe sBn3naqenns
7.1.Metronidazole Benzoate (¢eq. to
7] Moltenichzole Benzoste (64 95.0% to 105.0% of the labelled amount, i.c 9.5 mg/g - 10.5 mg/g / 9.8 mg/g/ wrfr
Metronidazole) / Merporiaasony . P . ) 70670 9.5 — 10.5
Benaoar (exsinaienTiio 95,0% - 105,0% 8iz kiabkocti, 3aaua7enoi Ha eTHkeri, To6To 9,5 — 10, sa v
METPORINA303Y) MIE 984 %
. T 95.0% 10 110.0% of the labelled amount, i.¢ 0.475 — 0.550 mg/g / 0.535 mg/g / mr/r

1.2:CBlpdraGing Givcomate [ 95,0% - 110,0% Bia kinskocTi, 3a31ayenol Ha erukerui, To6to 0,475 - 0,550
XNOPrexcHuny CIIOKOHAT I/t 107.1 %
8. Microblological purity/ Mixpodionoriuna 4ucrtora
Total Aerobic Microbial Count (TAMC)/3aransua 5 e ) 5 ;
KiAbKiCTH agpoBHux Mikpoopranizmis (TAMC) Not more than 10° CFU/ g/ He Ginswe 10°KYO /1 <20 CFU/g/ KYO/r
Total Combined Yeasts and Moulds Count (TYMC) /
3aranbHa KibKicTh APHKIKOBHX Ta 11ICHABUX rpubis Not more than 10' CFU / g/ He 6imsue 10' KYO / <10 CFU/g/ KYO/r
(TYMC)
Pseudomonas aeruginosa Absent in | g/ Biacyrricts B Ir Comply/ Binnosigae
Staphylococcus aurcus Absent in 1 g/ BiacyTdicts 8 I Comply/ Bianosigac

Comments / Kastenmapi

Accepted/ Tlpuiinsto

There is more decimals inside Laboratory Information Management System data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difference in corresponding values.
Iuhopmanitina cucrema naGoparopii (LLIMS) nokasye 6insiie JecATKOBHX 3HAKiB, i TiILKM Q€Ki 3 HUX BigoOSpaxeni B ceprudixari sxocti «Mr/r»
Ta «%» AnK KibKICHOIO BU3HAYCHHS XA0PreKCeAMRY roKoHaTy). CaMe Ue € TPUHUHOIO HE3HAYHUX BIZIXHACHD Y BIANOBIARMX SHAYCHHAX.

Certification statement / 3asBa npo ceprudixaniio:

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 local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / 1{um s 3acsiauyio, 110 HaseaeHa BaLe iHOPMAaLs € J0CTOBIPHOIO Ta Touno0. Lo cepilo npoxykiuii 6ya0
BUPOGIEHD, BRIIOYAIOUH NIAKYBAHHS T2 MAPKYBAHHS TA MPOBEACHO KOHTPOIL 1T AKOCTI Ha BULIE3asHaueHil RinbHuui y noBHiR BianosianocTi 3
sumoramy GMP, BcTanoBneHMMY MICUCBIM PEryISTOPHIUM OPTaHOM, @ TAKOXK BiANOBIAHO A0 cneundiranifl, Wwo MicTATLCS y peecTpauifiHomy
aocke Kpainy-isnoprepa. [1poTokonn BHpoGHRUTEE, NAKyBaHHS Ta aHani3iB 6ya0 NepernsHyTo Ta BCTAHOBACHO BIANOBIAHICTE BUMorayM GMP,

* Date of batch releasc is a date when specific batch was centified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site //lata sunycky cepii - aaTa ko naua cepis 6yna ceprudikosaia
B nopHiit sianosinnocri a0 Bumvor HBII Ta sarsepaxkena Y nosrosaxenoio OCoB0I0 LIIAXOM €EKTPOHHOIO NIANMKCY 6 BaninoBaHill koMT'OTepHiR
CHCTEMI BHPOBHHYOT AiTbHULL.

** The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /[lara 6ins pyunoro nitnucy - aara, k0au naneposa sepcis ceprudixary Gyna posapykosana Ta m,;mug@ua
YnosrHoBameHO0 006010 ¥ Bixnosianocti a0 Bumor Hanexuoi [pakruxky JlokyMerTysanus.

e Tatetoen Ruuwoe %&- otlotf 2015
Qualified Person name/ IW's Y nOBHOB&XCHOT _ ‘Zﬁﬂﬁurc/ Mignuc  Date**/Jlara** " Stamp

QOcobu




NEPKABHA CJYXBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. CiTnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
NPOo AKICTH BBE3€HOro B Y KpaiHy JikapcbKoro 3aco0y

16.04.2024 ‘ Ne 4709/24/10

METPOI'I)I JEHTA®

(naliMeHyBaHHS JTiIKapCHKOTO 3ac00Y 3TiHO 3 peecTpaLiitHUM ITOCBIIYEHHAM)
rejb s siceH; 1o 20 r y Ty6i; mo 1 Ty6i y kapTronHii kopob6ui

(dopMma BUTyCKY, HO3yBaHHA, BUN NaKyBaHHA JlikapchKOro 3acoly)
Homep peectpauiitoro nocsimaenns UA/2871/01/01 crpox aii peectpanitinoro nocsixgenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne PGF1681023 KinexicTs BBe3eHOr0 Nikapcekoro 3acoby 23040

«FOnix ®apmacerorukain Jlaboparopis» (Bigninenus ¢ipmu «/x. b.

BupoGHuk : 3
P Kemikans enn ®apmacerotakans JIta.»), Inmais

(naltMeHyBaHHS BUpOOHMKa J1iKapChKOro 3acofy, KpaiHa IOXOMKEHHS)

BeeseHo B YkpaiHy ToBapucTBO 3 00MexeHo10 BiamoBinaabHicTIO "' [I>KoHCcoH i [[>KoHCOH
Yxpaina', inent. xoa: 35893512

(natiMeHyBanHs Ta kol 32 €JIPTIOY ropumirdHoi ocobu aGo npispune, iM's, no 6atbkoBi dizHanol
0Cco6H - mianpuemu, ii Miclie MpoXXHBaHHA Ta peecTpauiliHuii HoMep 061iKOBOT KapTKH ITIATHHKA
nonarkis abo cepis Ta HoMep Macnopra)

Iporokon BisyansHoro koutposio Bix 12.02.2024 Ne 0018/10.

JlaGopaTopHuit aHaITi3 AKOCTI JIIKAPCHKOTO 3aC00Y 3AIHCHEHMI:

#1305 IpoXyKIii"
/, ¢. Hosi [leTpibi,

JAIT "HenTpanbHa nabopatopis 3 aHali3y SKOCTI JIKapCHKY
(M.Knis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpssceka S8
BYyJ. IBaHa Ppanka, 19)

BucHOBOK MO0 AKOCT Jikapchkoro 3acoby, Buaanuit ta6opartopieio Bin 12.04.2024 Ne 0737

Pe3ynbraTn nabopaTopHOro aHai3y SKOCTI TiKapChKOro 3acofy 3a nepeBipeHMMH NOKa3HUKaMH BIATIOBIIAK0TH
BMMOTraM METO/IiB KOHTPOJIIO AKOCT] (aHAJIiTHYHO-HOPMATHBHOI JOKyMEHTAIIIT).

3a pesynbTaTaMH NEPXKABHOTO KOHTPOJIO BCTAHOBJIEHO, IO JiKapchkul 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA W00 3a0e3MeYeHHs AKOCTI JTIKAPCHKAX 3ac06iB.

[] & " 1"{; \~l. -
o AP xak‘;?‘?a npx%l{mm‘c‘) 2




Product name/
Hafimenysauns npoaywry:

Unique Pharmaceutical Laboratories

(a Division of J. B. Chemicals & Pharmaceuticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICAT h/ CEPT M(NKAT SIKOCTI Ne .+ - 10FP23003593
METROGYL DFNTA@/ Pharmaceutical form/ Gel 'f§r gums /
METPOTIJ IEHTA® - Jlikapeska dopma Tens nng geen

1 g of gel contains/ | r remo MicTHTL! Metronidazole Benzoate 16 mg re-calculated on Metronidazole 10 mg /

Strength/ Cuna
aii

Merponizasony Gensoary 16 Mr, y nepepaxysani na Merponinason 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg
re-caleulated on Chlorhexidine Gluconate 0.5 mg / Posuun Xnoprexcuauny Imoxoua:rv (20%) 2.5 MT, ¥ llepepaxyRaHHi Ha

Xaoprexcuauny nokounar 0,5 mr !

MAA number/ nomep P.1L:

Production site name and
lucation/ Haltmenysanus ta
MICULIHAXOIKCHHUE
JUISTHKH:

Manufacturing country/
Jlepsrana supodnuk:

Batch Number/ Homep cepif:

Specification number/
Ne Crneuudivanii:

Date of Manufacture/
Jara supobunursa:

Test/ Tecr

L.Description/ Onuc

2.1dentification/ Inewrndivauis :

2.1.Metronidazole/
Merponinaszon

2.2.Chlorhexidine/
Naoprexcuui

3.pH (10% agqueous
suspension)/pH (10%
BOARHA CYCIIEH3iN)
4.Minimum tube fill/
Minimaasse nanosnenus
Ty6u (10 tubes / 10 Ty6)

UA/2871/01/01 G/1575

Unique Pharmaceutical Laboratories/ "FOnik ®apmacsiornkan JlaGopatopis” (a division of J.B. Chemicals &
Pharmaceuricals Ltd./ (Biznineuns dipmu “Ix. B. Kemixans e Qapmaceiotukana Jita.”) Plot No. 304-308,
G.L.D.C. Industrial Area, City; Panoli - 394 116, Dist: Bharuch, India/ Jinsuxa Ne 304-308, JIxi. At. Jli. Ci.
Inaacrpian Epia, micro [Tanoni - 394\ 116, okpyr Bxapyx, luzis

| Manufacturer license/Jlinensin ahpﬁﬂuxa:

| Package size and type/ Posmip 20 g m tube; | tube in carton pack /20 ry

India/ Iizis ' ‘ TR THTI IAKYBAHHH! Ty6i; no 1.1y6i y kapronnil kopobui
consumers units/
PGF1681023 Quantity/ Posmip cepil: 24480 cno. yii.
- z 1
PRIE06SIZLKN  Expity date/ 2026 9
i Tepmin npunarnocri: year/ month/
. i ’ pix MicAls
20'2';’ ‘Ol‘ d] ”/ ' Date of batch release*/ 2@2.:: : 10 , dzai j
year rontiy | llara sunycxy cepit*: yean anonlly ’
PiK Micsls AeHb PIx MiCsib ACHL

Speciﬁcatibn/ Coenudixanis Result/ Pesyastar

White to off white opalescent smooth, gel / Binusit ado malixe 6iault onarecuenTHuM M’ sxui

enk . ]\

Comply/
Binnosinac

A)The retention time: of peak of metr&mdamlc in the chromatogram of sampie%oiutton must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard
solution (Quantitative determination)/ Yac YTPHUMYBAHHS NiKy MCTPOHIAA30RY Ha
XpOMATOrpami po34YuHy 3pasKy NOBHHEH BIATIOBIAATH HaCy YTPHMYBAHHR HiKY METPaHiZa30:1y
Ha XxpomarorpaMi craunaptroro posyuny (Kinskicke susnauenun)

B) The retention time of peak of chloghexidine in the chromatogram of sampleisolution must
correspond 1o the retention time of peak of chlorhexidine in the chromatogram of the standard
solution (Quantitative determination) ;/ Hac yrpuMyBanHa niky xnopukcnnmsy Ha
XPOMUTOIPANT POIURHY 3pasKy nosnuw BI/INOBIAATH MACY YTPHMYBAHNS mxy XIOPICKCHANHY
HA XPOMATOrpami CralifapTHoro p(mmw (Kinukiche susnayenns)

Comply/
Bianoninae

Comply/
Bianosinae

S. Related substances/ Ciopineni croaykn

2-methyl-S-nitroimidazole / 2-
METHA S-11TpoiMiaason
Metronidazole/Merpouizason
Benzoic acid / Beusoiina
KHCI0TA

Any other unidentified
impurity / Byas-ska inwa
einenrndirosana zomimxa
Total other unidentificd
impurity/Cyma i
neinesTudirosanux nomiox

50-70 6.6
Average index for a lube filling must be not less than is stated ir: the label. Each of 10 tubes
filling should be not k:ss than 90% of stated in the labei / Cepeane suavenns Ans HATIOBHEHHS
TyOu nonuuno 6yTy He MeHIDE BiY aatuaqeuoro Ha‘eruxerui. Hanosuenss :«mmox i3 10 1y6 205 /¥
nosYLIO cruagaTH He Menrie 90% Bij 3aHAYEHOTO HA CTURETII
Not moré than / He Ginsie nix 0.5% <0.1 %
Not mort: than / He Ginbie nix 2.0% 0.2 %
Not more than / He 6mbme HiX 2, 0% <0.1 %
Not more than / He Ginbine Hix 0.5% <01 %
Not mor¢ than / He Giasuic nix 1.0% <.l %

l}
P
|
t
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Titirom Rlumios

¢ Unique Pharmaceutlcal Laboratories - : 2/2
{(a Dwnsxon of I. B. Chem:cals & Pharmaceuuca)s Ltd) £

TV-TMP-00937 v.4
: :iiDF1>23_003593

QUALITY cax{:nmcun%CEPTMMKAT AKOCTI Ne

METROGYL DENTA®/ Batch Number‘f Homep

Product name/Haftmenysanus nponyry:  METPOTUI IEHTA® gl £ 1 PGF1681023
Date of Manufacture/ 2023 16 ‘ R 1 Expiry Datic/ Tepmin - 20'526’. 2

Jara supobuaursa: y;;:i :‘Z“x;h: ' ;;{: i nplmamo,c?‘i: i wicain

Test / Teer : Sgeciﬁcz%xtinn / Cnenndixauis i ' Result / Pesvaprar
6.‘Cont?nt of Nitrite/ Buicr Not more than 50 pp;'r1 / He Giase nixk 50 ppm 9.4 ppm
HTpHTIB : } il

7.Assay/ Kiankicie Bu3na“euns
7.1.Metronidazole Benzoate (eq. to
Metronidazole) / Merponinasony
benzoar (exBiBANCHTHO

95.0% to 105 0% of the labclled amount,’ u:9 5 mg/g - 10 5 mglg ; 9.9 mg/g/ mr/r

935,0% - 105, G% Big Kmawc"ri, 3asnaveHol nn ernkeTui, 0670 9, 5 -1

METPOHIN30AY) - M/ ; B L 98.9 %
. 95.0% to 110.0% of the labelled amount, i.c 0.475 - 0.550 mg/g / 0.516 mg/g /mr/

- cedine 2 g /Mrir
T2 Chiothexed ineiCilusonale:] 95,0% - 110,0% sin xinsxocti. 3asnavenol na etikerui, robro 0,475 — 0 550 ,
XAOprexcu Ay IIoKOHaT ‘ O oMPE 103.2 %
8. Microbiological purity/ MixpoGioaoriuna ‘IHCTOTR ' | -
‘Total Aerobic Microbial Count {TAMC)/3arannna ‘ : ) 2 s i ' A ) goe 0 b 1
KiAbKicTs acpoBux Mixpooprakiauis (TAMC) | Notmorethan 10° CFU/ g/ He Ginnwe 10°KYO /v - <20 CFU/g/ kYOl
Total Combined Yeasts and Moulds Count (TYMC) / S
3arananHa KUTLKICTb JAPIK/IKOBHX Ta NICHABHX x‘pﬂﬁm Not moreithan 10' CFU / g/ He Ginsine 10 KYQ /1 < 10 CFU/g / KYO/r
(TYMC) i
Pseudomonas acruginosa i Absent in | g/ Biacyrwicrs 8 Ir e 1 Comply/ Bianosinac
Staphylococcus aureus S ~ |Absentin 1 g/ Biacyrsicts 8 Ir : Comply/ Bianosinae
Comments / Komenmapi . i A .
Accepted/ Tpuitnsro
There is more decimals inside Laboratory Information Mandgemcm System data sheet and only allocated dcc:malsm reflecting in Quality

Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this i§ a reason for minor difference incorresponding values,
ludhopmaniiina cucrema saboparopii (LIMS) nokasye Ginbuue aecaTKOBHX 3HAKiB, § Tinbky Aesxi 3 nux pinobpaxeni B ceprudirari akocTi «Mr/r
T «%» A% KiNBKICHOTO BU3UANEHHA XI0prekceauity rokonary). Came Le € NPUIHHOIO HE3HAYHUX BIAXUICHE Y BIANOBIARKX JHAYCIHAX.
i e
Certification statement / 3asisa npo cep"rmbmuuuo. o l i ; ;
I hereby cenify that the above information is authentic and accurate. Thls batch of product has been manuﬁacmtcd mctudmg packaging/labelling
and quality control at the above mentioned site(s) in full compliance wul\ the GMP. requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Lum 5 3acsiguyio, o HaBe/gHA BHILE m(]mpmanm € RocToBipHO T Tounot0. Lito cepito npoayxuii 6yse
Bifp()ﬁ)lﬁll() BRIIOMAIONH NAKYBABHA Ta MAPKYBAHHA Ta NPOREICHO !\QBTPOJIB i RKOCTI Ha BHUIC?MHS‘-(CH!R lliﬁbﬂﬂlﬂ Y nosxift BlilﬂOBl'lHOCTl 3
sumoramu GMP, BeraHoBIeHUMU Micuesum pervna'ropumi oprauom'; a TaKoX Bl)momzmo 3o cneumpaxamﬁ, mo MICTATLCS Y peccTpanifinonmy

Aocke kpainu-imioprepa. [poroxonu supoBuniuTaa,, naxynamm Ta alanisis 6yno ncpernmlyro Ta ac‘rauomleao nmnosuuucm sumoram GMP.

(i
§
£

* Date of hatch release is a date when specific batch Wns certified in full compliande with the GMP requiremenits and electronically signed for
approval by Qualified Person at validated computeriZed system of prqduction site /[ata Bunycky cepil - nara Xonw xana cepis Gyna ceprudiropana

1 noBuil sianosianocti Ao sumor HBT Ta 3aTnepakcya Ynonuosmnoxo Oco6010 WIIAXOM EEKTPOHROID nuxmacy B BanioBarii komu'iorepuii
cHeTenMi BupoSHuuOl AiaLImILi, AN l

** The date, next to handwritten signature shows act’ﬁ:il 'date;when p \per copy of Ccmﬁcate was pﬂmed and s 'nnuaily ﬁtgm,d by Qualified Person
in accordance with GDocP /Jlara Gins pyusoro mmmcy JaTa, KoM NanepoBa sepein ceprudikary Gyna fpos py:
Y rionHoRIKENOIO 0c060I0 y BinnOBIAKOCTI 10 BuMOr Haneskwol rlpax@mxu TloxymenTtysanns.

Qualified Person name/ IM'st Ynosnopaskeiol
Ocotu




AEPKABHA CTYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHMKAMU Y KHIBCHKII OBJACTI

npos. CeiTmianoi Hanif, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOV 37078774

BHCHOBOK
Npo AKICTH BBE3€HOr0o B YKpaiHy JiKapchKoro 3acody

16.04.2024 Ne 4704/24/10

METPOI'lUI JEHTA®

(naiiMeHyBaHHs ikapchkoro 3aco0y 3riHO 3 peecTpaliifiHiM MOCBiTYEHHM)
reas pod siced; mo 20 r y Ty6i; mo 1 Ty6i y kapToHmHiii kopooui

(dbopma BHITYCKY, JIO3YBAHHS, BU/ TAKYBAHHS TiKApCHKOTo 3acoGy)

Homep peectpaniitroro noceixaenns UA/2871/01/01 crpox xii peecrpariitroro nocsixgenss 01.01.2099

Cepis nixapcsxoro 3aco6y Ne PGF1631023 KinpxicTs BBe3eHoro Jikapcrkoro 3acoby 23040
BupoSim «}Onix ®apmacrrorukan JlaGoparopis» (Bimninenns pipmu «/Ix. B.
Kemikams ean @apmacsroruxans JITa.»), lagis
(HaitmeHyBanHs BUPOGHIKA TIKAPCHKOrO 3ac06y, KpaiHa OXOMKEHHS)
Bseseno B Vpainy ToBapucTBO 3 06MeEKEHOI0 BiTIOBIATLHICTIO " {xoucon i Izxoncon

Ykpaina', inent. xon: 35893512

(natiMeryBanns Ta xox 32 €JIPTIOY ropumuunol 0co6u a6o MpisBUILe, iM'S, 10 6aTEKOBI ¢izmynof

0co0H - mixnpuemrt, ii MicHe NpoxuBaHHS Ta peecTpaniitauil HoMep 061iKOBOT KAPTKHM ITATHHKA
noAaTkiB abo cepist Ta HOMep Iacopra)

IIporokon Bisyannnoro xonrpomo Bix 12.02.2024 Ne 0018/5.

JlaGoparopHuit anaiis skocTi JiKapchKoro 3aco6y 3xiMCHEHMIA:

A1 "Ilentpansra 1a60paTopis 3 aHATI3Y SKOCTI NiKapCHKEX 3aC06iB i MeauumHo IpOAYKIHi"
(m.Kuis, Byn. Kyapssceka 10r m.Kuis, Byi. Kynpsscexa 8B Kuibcska o6iacts, ¢. Hosi ITerpismi,
By IBana ®panka, 19)

(naliMeHyBaHHs Ta MicuesHaxomkeH s abopaTopii, o npoBena nabopaTopHuit aHaN3 SKOCTI)

BuCHOBOK mOz10 AKOCTI JTiKapeEKoro 3acoby, Bunanmit maboparopiero six 12.04.2024 Ne 0730

Pesynbraru naboparopHoro aHanisy sSxocTi JTiKapchkoro 3aco0y 3a IepeBipeHUMH MOKa3HUKaMK BiAIOBixa0TH
BAMOraM METOZIIB KOHTPOJIIO AKOCT (aHATITHIHO-HOPMATHBHOT JOKYMEHTAIL).

3a pesynpTaTaMH  IepKaBHOTO KOHTPONIO  BCTaHOBJEHO, IO JIKapCekuif 3acib6 BBeseHo B VYikpainy 3
AOTPUMAHHSAM BUMOTr 3aKOHOJABCTBA OO 3a0€3MeUeHHS SKOCT] JiKapchKUX 3ac06iB.

b o v (E2d
AU .07 w0 ’&/x

Bixtop CTE®KIBChKUN

{ininianu ta npizanue)
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Product name/
Haftmenysauus nponyxry:

I'gof gel contains / I r remo micrirs: Metronidazole Benzoate 16 mg. re-calculated on Metronidazole 10 mg /

Unique Pharmaceutical Laboratories

1/2

(a Division of J. B. Chemicals & Pharmaceuticals Ltd) TV-TMP00937 v.4

QUALITY CERTIFICATE/ CEPTUMIKAT SIKOCTI  Ne 10FP23003565

METROGYL DENTA®/ Pharmaceutical form/ Gel for gums /
METPOTI'LJI AEHTA® Jlikapeswa opaa: Tent ans sicen

Strength/ Cuna  Metponinasony Gensoary 16 mr, y nepepaxysanni nia Merponinason 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg
[l re-calculated on Chlorhexidine Gluconate 0.5 mg / Posuun Xnoprexeusuuy I'mioxonaty (20%) 2,5 mr, y nepepaxysanui ua
Xaoprexeuauny Inoxonar 0,5 mr

MAA number/ somep P.IL:

Production site name and

MICHE3UAXO/KCHTTH
RIGTITTNTH

Manufacturing country/
Hepxaga supobum:

Batch Number/ Homep cepii:

Specification number/
Ne Cnenndiraniy:

Date of Manufacture/
Hara supobunuraa:

Test/ Teer

LDescription/ Quuc

UA/2871/01/01 Manufacturer license/JTinensist sBupo6uuka:

G/1575

Unique Pharmaceutical Laboratories/ "IOuix dapmacsiotikast JlaGopatopis® (a division of 1.B. Chemicals &
location/ Haitmenyranns ta  Pharmaceuticals Lid./ (sigainenns dipam ik, B, Kemikana ena Gapmacsioturars Jira™) Plot No. 304-308,
G.LD.C, Industrial Arca, City: Panoli - 394 116, Dist: Bharuch, India/ Hinsuxa Ne 304-308, ki, Aif. [li. Ci.

Inpactpian Epia, micro Ilanoni - 394 116, oxpyr Bxapys, lunis

India/ Inain

Package size and type/ Posmip 20 g in tube; | tube in carton pack /20 r ¥

consumers units/

21
day/

TA THII IAKYBAHHR: Ty0i; 1o 1 1y6i y kaprouniit kopoSui
et -~ “ - Ty M e 9]
PGF1631023 Quantity/ Poamip cepii: 24240 eriox. yi,
Fp/ 2/UK
FP/50659 S Expity date/ 2026 9
Tepmin apuparuocri: year/ month/
piK sicsun
2 ; 23
2023 10 o Date of batch release/ 2023 0
year/ month/ day/ . e year/ month/
: ; Jara sunycry cepii*: ) A
pik MiCH I HeHb piK MiCHIE

JICHE

Specification/ Cuenndirauis Result/ Pesvabrar

White to off white opalescent smooth gel / Bimit a6o maitxe Ginuii onanecuenruii M sk
ress

2.1dentification/ Inewripixanis :

2.1.Metronidazole/
Merpouinason

2.2 Chlorhexidine/
Xuoprexeuianu

3.pH (10% aqueous
suspension)/pH (10%
BOJISIHA Cycnensing
4.Minimum tube fill/
Minimassie nanosueuns
Tyou (10 tubes / 10 1y6)

AJThe retention time of peak of metronidazole in the chromatogram of sample solution must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard
solution (Quantitative determination) / Yac yrpumyranus niKy METPOHiNA30My Ha
XpOMATOrpami posuiHy 3pasky NOBHHCH BLAUTOBIIATH Yacy yTpiMyBaHHs nixy serpasigasony
Ha Xpomatorpami crargaprioro posuuny (Kiiskicne BHSHAYCHIIN)

b) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
correspond to the retention time of peak of chlorhexidine in the chromatogram of the standard
solution (Quantitative determination) / Yac YTPHMYBARHHA 11Ky XHOPreRCUIMHY Ha
XPOMATOrPaMi PO3UIHY 3PAIKY NOBHHEH BIANOBIAXTH HaCy yTPHMYBAHHS niKy Xnoprexeu iy
na Xpomatorpami cramaprioro poswsny (Kinbkicne BY3HAUCHHS)

3.0-70

Average index for a tube filling must be not less than is stated in the label. Each of 10 wbes
filling should be not less than 90% of stated in the label / Cepesne 3uaucig JUis HanoBHEHHS
TYOH HOBIHIO GyTH HE MEHLUC Bil 33HAYCROTO HA cTHKeTI], HanoBHeHHS KoxHoT i3 10 1y6

HOBAHHO ckAazaTy ne veuine 90% Bin sanauenoro na erukeri

3. Related substances/ Cnopinsneni CHONYKY

2-methyl-3-nitroimidazole / 2-
MeTHA S-HiTpoiMizason
Metronidazole/Merponinason
Benzoic acid / Bensoiina
KHEI0TA

Any other unidentified
impurity / byas-sika inua
neinenruixosana somiwka
Total other unidentified
impurity/Cyma tnnmux
neinewrudirosanux nomimok

Not more than / He Ginniue wixk 0.5%

Not more than / He Sinsiue nix 2.0%

Not more than / He Sinsite ik 2.0%

Comply/
Biznosinac

Comply/
Bianosinac

Comply/
Bianosinac

6.6

1
=
v

k3

A
<

o
NS

< 0.1 %

< 0.1 %



Unique Pharmaceutical Laboratories 2/2
(a Division of 1. B. Chemicals & Pharmaccuticals [.td)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTUMIKAT SIKOCTI  Ne 10FP23003565

METROGYL DENTA®/ Batch Number/ Homep PGF1631023
' 1aii 'y 1631023
Product name/Haitvenysauns nponywry: METPOI'LT JIEHTA® cepit:
; 2026 9
Date of Manufacture/ 2023 10 10 Expiry Bate/ Tepmin
Jata supodunursea: year/ month/ day/ npUAATHOCTI: yc.ar/ m@ﬂh/
R B o pik Micaun JIeHb pix Micaub

Test/ Teer Specification / Crenndiraris Result / Peavabrar

6.Content of Nitrite/ Bmicr

. . Not more than 50 ppm / He Ginvue uisk 50 ppm 104 ppm
HiTpHTIB
T.Assay/ Kisnkicne suzuaqenus
7.1.Metronidazole Benzoate (eq. to . 9.9 mele / M/t
Metronidazole) / Merponinazony 95.0% to 105.0% of the labelled amount, i.¢ 9.5 mg/g - 10.5 mg/g / 9 mglg /s
Ben3oar (Ckeinasentio 95.0% - 105,0% sin xizabkocti, 3a3nasenol va erukeru, 10670 9,5 - 10,5
Jr s 9

sMeTponizasony) Ml 99.1 %

: . 95.0% to 110.0% of the labelled amount, i.c 0.475 ~0.550 mg/g / 0.530 mels / Mivr

i X > . 4 g/g [ Ml
7,’2'(‘1]!0%“(1“16 Olucapate,! 95,0% - 110,0% six kinpkocti, 3a3uauenoi ua ernkerui, Todro 0,475 — 0,550
XIOPreKCHAHHRY FIIOKOHAT ME/T 106.1 %

8. Microbiological purity/ MixpoGiosoriana uncrora
Total Aerobic Microbial Count (TAMC)/3aransna

KinbKicT, acpoBrux Mikpoopranismis (TAMC) Not more than 10° CFU/ g / He Ginbue 10° KYO /¢ <20 CFU/g / KYO/r
Total Combined Yeasts and Moulds Count (TYMC) /

Jaranbia KIALKICTH APHKIDKOBHX Ta (LICHABHX rpubiB Not more than 10" CFU / g/ He Simnme 10' KYO /r <10 CFU/g/KYO/r
(TYMCO)

Pscudomonas aeruginosa Absentin 1 g/ Bigeyniers s It Comply/ Binnosinac
Staphylococcus aureus Absentin I g/ Bigcyrnicts B 1r Comply/ Bianosigae

Comments / Kosrenumapi

Accepted! Npuitnaro

There is more decimals inside Laboratory Information Management System data sheet and only allocated decimals arc reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difference in corresponding values.
Ihopmauiitna cricrema naGoparopii (LIMS) nokasye Ginbtie ACCATKOBUX 3HAKIB, | TINLKK ACAKI 3 HUX BigoOpaxeni B ceprudiicari sikocri. «mr/r»
T «%» s KiIbKICHOro BHIHAYCHNS Xnoprexcemiy ruokonary). Came Ue € IPHIMHOIO HE3HAYHUX BLIXHICH ¥ RUANOBIZHUX 3HAMCHHAX,

Certification statement / 3assa npo eeprudicanio:

[ hereby centify that the abiove information is authentic and accurate. This batch of product has.been manufactured, including packaging/tabelling
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 Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with- GMP, / L # 3ACBIAUYIO. 110 HABCACHA BHue IndopMalis € AoctoBipHoIo Ta Tounoio. Liio cepito nponykiii Gyio
BUPOBACHO, BRIOHAIOUH NAKYBANHS TA MADKYBAHHA Ta APOBCACHO KOHTPOML 1T AK0CT] HA BHINE3A3NAYCHiN LALKRILI Y noeuiil BiZNOBIHOCT 3
sumoramn GMP, seranosnesnMn Micuesmm PETYISTOPHIM OPraHoM, a Takow BINOBIAHO A0 crieundixaiiil, wo MICTSTBES Y peceTpaitiitnomy
A0CHE KpaTHn-ivpoprepa. TIpoTokomy supoSumTaa. TAKYBAHHA Ta ABasTi3is OyI0 NEPEIIANYTO T2 BCTAHOBACHO BLANORIHICTS BUMOraM GMP.

* Date of batch release is a date when specific.bateh was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site //lara BHITYCKY Cepil - nara koims nana cepiy Syna ceprudikonana
B nosuii wianosinnocti go samor HBI ta saTepliaena Ynosxonakerota OcoSoto wiaxom CNICKTPONNOFO NiANNCY B Baninosaniil xomn'iorepuii
CHCTCMIE BUPOBHUYOT inbsrML.

** The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manuaily signed by Qualified Person
in accordance with GDocP /Jlara 6ins PYHHOTO MANHECY - AaTa, KOAM TIANEPOBA BEPCIS ceprudikary Gyna posjpykosana ta ninucana
YIOBHOBDKEHOW 0CODOI0 Y BIANIOBIAHOCTI 10 BUMOT Hanexnol Tpakruku HokyMentysatus.

&
At o @//gw 2t ]lo/e=z3

Qualified Person name/ Im's Y nosuosamenot Signature/ Tlimmee  Date**/Jlatg
Qcobn SR




AEPIKABHA CJIVKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH ¥ KUIBCBKII OBJIACTI

npos. Caitnnunoi Hanii, 3, m.Kuis, 02099, ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €EIPTIOV 37078774

BUCHOBOK
MpO SIKICTH BBE3€HOT0 B YKpaiHy JIiKapChLKOro 3acoby

16.04.2024 Ne 4706/24/10

METPOT'UI JEHTA®
(naiimenyBaria nikapebkoro 3aco6y 3rifHo 3 pecCTPaUiHHUM NOCBIAMEHHAM)
reqb ans siced; 1o 20 ry ty6i; no 1 1y6i y kaprouniii kopo6ui
(hopma Burtycky, nosysarms, BUL MAKYBAHHS TiKAPCHKOTO 3ac00y)

Howmep peecrpauiiitioro nocsinuenns UA/2871/01/01 crpo aii peectpauiiinoro nocsiguenns 01.01.2099

Cepis nikapcbkoro 3acoby Ne PGF1651023 Kinbkicts BBe3€HOTO NiKapebkoro 3aco6y 23040
BupobHiK «tOwik @apmaceiotykan JlaGoparopis» (signinenus pipmu «IIx. B.
Kemikans eun Papmacsioruxans JITa.y), [nais
(naiiMeHyBaHHs BUPOGHIKa iKAPCLKOTO 3ac06y, kpaiia MOXO/IKEHHS)
Baesero B Vipainy TosapucTro 3 06MeskeH0I0 BiAMOBIAANBHICTIO "lxoncon i JxoHcon

Yxpaina", inenr. von: 35893512

(nalimenysannst a ko 3a €IAPTIOY opuanunoi ocobu a60 npizBuLIe, iM's, 110 6aThKoBi (izuunoT

ocobu - mianpuemils, 1i Micue npoxuBAHKS Ta peecTpamiiinmii HoMep 06NIKOBOT KAPTKH MaTHIKa
MojaTkis abo cepist Ta HOMEp nacropTa)

Mporoxon Bisyannnoro konrpomo six 12.02.2024 N2 0018/7.

Jlaboparopuuii ananis skocTi nikapcbkoro 3acoby 3ailicHeHuii:

AIT "UenTpansHa naboparopis 3 aHanisy skocti JIKapCchKUX 3aC00iB | MegUUHOT npogyKIii"
(M.Kuis, Byn. Kynpsscoka 10r m.Kuis, By Kyapsscbka 8B Kuiscbka o6nacts, ¢. Hosi IMetpisui,
By.l. Isana ®Dpanka, 19)

(naliMenyBaHHs Ta MicLIE3HAXODKEHHS naboparopii, o nposena naboparopru ananis skocti)

BHcHOBOK 11010 KOCT stikapebkoro 3acoby, Bupannii naGopatopiero in 12.04.2024 No 0739

Pesynbraty naGopatoproro ananizy skocri NiKapcLKOro 3acoby 3a NepeBipeHHMK MokasHukaMy BIAMOBIAAIOTH
BUMOTaM METO/iB KOHTPOMNIO SKOCTI (aHAMITHYHO-HOPMATHBHOT LOKyMeHTaLlit).

3a  pesynbTaTaMu  JepiKaBHOTO  KOHTPOIIO BCTAHOBJIEHO, IO Jlikapchkui  3aci6  Beeseno B VkpaiHy 3

AOTPUMAHHSAM BHUMOT 3aKOHOABCTBA 10O 3a6e3nedeHHs IKOCT TiKapchKUX 3acoBiB.

<)‘.§>i<mmon 17
LIV ANLL

Bikrop CTE®KIBChKUH

(iniuiany Ta npizpuine)




Unique Pharmaceutical Laboratories 1/2
{a Division of' J. B. Chemicals & Pharmaceuticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICATE/ CEPTUDIKAT AKOCTI Ne 10FP23003579

Product name/ METROGYL DENTA®/ Pharmaceutical form/ Gel for gums /
Halimenysanus npoayiry: METPOTILI AEHTA® Jlikapeska dopwma: Tens anst acen

I g of gel contains / 1 r reo micturs: Metronidazole Benzoate 16 mg re-calculated on Metronidazole 10 mg/
Strength/ Coma  Merponinazony Benzoary 16 mr, y nepepaxysanui Ha Merponigazon 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg

it re-calculated on Chiorhexidine Gluconate 0.5 mg / Poayun Xnoprexcummuy Fmoxouary (20%) 2,5 wr, Y nepepaxysanni Ha
Xnoprexcuanny Nmokonar 0,5 mr
MAA number/ nomep P.IL; UA/2871/01/01 Manufacturer license/Jliuensis supoGuuka: G/1575

Production site name and Unique Pharmaceutical Laboratorics/ "IOuix apmacriotnkan Jlaboparopis” (a division of J.B. Chemicals &
location/ Haitmenysauns ta Pharmaceuticals Ltd./ (innineuns pipmu “Ilx. B. Kemixanz enp apmacriorukans Jita.™) Plot No. 304-308,

Micuesnaxo/mrenis G.I.D.C. Industrial Area, City: Panoli — 394 116, Dist: Bharuch, India/ Hinsaxa Ne 304-308, Mxdi. An. 1. Ci.
s Inpacrpian Epia, micro Manoni - 394 | 16, oxpyr Bxapyx, Iuais
Manufacturing country/ India/ I Package size and type/ Poamip 20 gin tube; 1 tube in carton pack / 20 r y
Jepxasa upobik: ndia/ i T THIT HAKYBAHHS: Ty6i; o 1 Ty6i y xaprouuii kopobui
sumers units/
Batch Number/ Homep cepii: PGF1651023 Quantity/ Posmip cepii: 24480 igg:rx;:s anis
Specification number/ .
Ne Crerndpircanii: FP/306592/UKN Expity date/ 2026 9
Tepmin npunparnocri: year/ month/
pik Mica
2023 10 10 2023 10 21

Date of Manufacture/ Date of batch release*/

ay/
Hara supoGuuirrsa: year/ month/ dayd Mara sunycxy cepii*: year/ month/ d‘ y
pix Micsn ZeHB pik Micsiu IEHb
Test/ Tecr Specification/ Crneuudixanis Result/ Pesyaprar
L.Description/ Onue White 10 off white opalescent smooth gel / Binuit abo maiixe Ginnit onanecuentimii M’ SKHif Comply/
renk Binnosinae

2.Identification/ Ltenrudiranis
A)The retention time of peak of metronidazole in the chromatogram of sample solution must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard

2.1.Metronidazole/ . o P . : omply/
b . solution (Quantitative determination) / Yac YTPHMYBaHHS NiKy METPOHinazony Ha C pY
Merponinazon : : . . . Binnosijgae
XpOMATOrpanmi po3unsy 3pasky noBuHeH sianosigaTy Hacy yrpuMyBauus fliky MeTpaninasosny
HA XpoMaTorpami CTaHzapTHoro posuuny (Kinskiche BH3HAUEHHS)
b) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
L correspond to the retention time of peak of chlorhexidine in the chromatogram of the standard
2.2.Chlorhexidine/ Comply/

solution (Quantitative determination) / Yac YTPHMYBaRHS MKy XNOPrexcuauny na
XpOMATOrpaMi posyuHy 3pasky HOBHHCH BinnoBigaru Hacy yTpUMYBAHHA NIKY XA0prekcHauny
Ha xpomarorpami crarsaprHoro posunsy (Kinskicue BU3HAYCHHA)

Xnoprexeuaun Binnosigae

3.pH (10% aqueous

suspension)/pH (10% 5.0-7.0 6.6
BOJSIHA CYCHCH3is)

4.Minimum tube fill/ Average index for a tube filling must be not less than is stated in the label. Each of 10 tubes

Minimansue nanosnenns filling should be not less than 90% of stated in the fabel / Cepenne snauenns qis HAITOBHEHHSA 204 g/
Tyu (10 tubes / 10 1y6) Ty6u nosiHIO GyTH He Metuwe Big 3a3natienoro ua erukerni. Hanosuenns xoxsof is 10 Ty6 '

[TOBUHHO Cknazatu ne Menine 90% six sanaueHoro Ha eTHKeTI]
S. Related substances/ Cnopianeni cnosryxu
2-methyl-5-nitroimidazole / 2-

T ., Not more than / He 6inbuue ik 0.5%
METHA S-HiTpoiMinazon

Metronidazole/Merponinason Not more than / He Ginnwe mik 2.0%
Benzoic acid / Bensoitua

Kucnora

Any other unidentified

impurity / Byab-ska ixma Not more than / He 6insuie nix 0.5%
neigenTidikorana fomiwxa

Total other unidentified

impurity/Cyma inumx Not more than / He Ginswe nisx 1.0%
Heinenrudiopanux xomitmox

Not more than / He 6intbie nis 2.0%




Unique Pharmaceutical Laboratories 2/2
(a Division of J. B. Chemicals & Pharmaceuticals Ltd)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTU®DIKAT SIKOCTI Ne 10FP23003579

Product name/Haiimenysanus npoiywry: I[:;ii';ggf‘}};l}llﬁ)zf;“:\/\@@/ ?:;ic_: Number/ Homep PGF1651023
2026 9
Date of Manufacture/ 2923 10 10 Expiry Date/ Tepmin ] ;
Hara supobuuursa: y".‘"/ m.(’mh/ day/ NPRIATHOCT: ye,‘"/ mf)"m
pix Micat ICHb pix ISHITH
Test/ Tecr Specification / Cnenndixauis Result / Pesviubrar
GZCOM?M RIS ETer Not more than 50 ppm / He Ginvlze uix 50 ppm 8.3 ppm
HiTpHTiB
T.Assay/ Kinbkicne suznavenns
7.1.Metronidazole Benzoate (eq. to _ . R
Metronidazole) / Merposizazony 95.0% to 105:0%:0f the labelled amount, i.c 9.5 me/g ~ 10.5 mg/g / 9.9 mg/g / mrlr
Bewaoar (exsisaneuTo 95,0% - 105,0% nin xinnxocti, 3asmavenol na eruketui, To6To 9,5 - 10,5 .
MeTpotifasoNy) mr/r 98.8 %
" f 95.0% to 110.0% of the labelled ameunt, i.¢ 0.475 - 0.550 mg/g / 0.521 mg/ .
i hex . . X g : 2 g /Mt
7:2.Chiorhexedine Gluconate / 95,0% - 110,0% sin xinskocti, 3a3uaueHor Ha erukerii, Tobro 0.475 - 0,550
Xnoprexcuany ruokonar 104.2 %
mr/r
8. Microbiological purity/ Mixpo6ionoriuna uncrora
Total Acrobic Microbial Count (TAMC)/3aransna 5 ) 5
KinbKicts acpoBuix Mikpoopraniamis (TAMC) Not more than 10° CFU / g / He 6inbute 10° KYO /¢ <20 CFU/g/KYO/r
Total Combined Yeasts and Moulds Count (TYMC) /
Jarannua KinbKkicTs APHRIKOBUXK Ta IAiCHABHX ™PHGIB  Not more than 10' CFU / g/ He Ginpwe 10' KYO /r <10 CFU/g/ KYOrr
(TYMC)
Pseudomonas aeruginosa Absentin | g/ Bincytnicts 8 It Comply/ Bignosiznac
Staphylococcus aureus Absent in I g/ Bincyruicrs 8 Ir Comply/ Binnosizae

Comments / Komenmapi

Aceepted/ Ipuitusto

There is more decimals inside Laboratory Information Management System data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difference in corresponding values.
Indopmaniiiia cucrema naboparopii (LIMS) riokasye Ginbue aecstrosux 3HAKIB, | TIALKH AEsK 3 HuX BinoGpaeni ceprredikari akocti «Mr/r»
T «%» AN KINBKICHOTO BH3HAYEHHS Xnoprexceauny rimoxouaty). Came e e IDIHKHOIO He3HAYHUX BIIXHIICHE ¥ BIANOBIAUX 3HAYCHMHX.

Certification statement / 3ansa npo ceprudirvauio:

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 local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Llum 1 3aCBinuYI0, 10 HaBeAeHA BHILE inhopmautis € nocrosipoio Ta Tounoro. Lo cepito npoaywuii yao
BHPOBIIEHO, BKIIOUAIOUH NAKYBAHHS Ta MApKyBaHHs Ta NIPOBEACHO KOHTPOAB 11 AKOCTI Ha BUINC3A3HAYCHIH JinbHuL] ¥ noBwil Bignosianocti 3
sumoramu GMP, seranopnedumu Micuesum PEryJIATOPHHM OPranoM, a Takowx BiINOBIAHO 1o cnetm(ikauiil, wo MicTsTbCA Y peecTpatiifinomy
Aocve kpaivn-imnoprepa. Tlpotokony BupoGuniTsa, NMaKYBAHHA Ta aHalisis 6y10 NEPErIsHyTO Ta BCTAHOBNICHO BIANOBIAKICTS BHMOraM GMP.

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and clectronically signed for
approval by Qualified Person at validated computerized system of production site /lata BUMNYCKY Cepii - naTa Koni slana cepis 6yna ceprudikonana
B nosuiit sianosixnocti no sumor HBI Ta 3aTBep/pieta Y opHosakeHo1o OcoB0Io LIIXOM SHIEKTPONHOrO NIANKCY B BARINOBAHiH KoMu'ioTepHit
CHCTEMT BHPOGHUYOT NiNbHKLLL.

** The date. next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /[lara 6ing Py4HOro nifgnucy - xata, Koau nanepora Bepeis cepruirary Gyna posnpykosaxa Ta mianucaa
Ynosropaxenow 0cofoio y BianosiasocTi 1o sumor Hanexcnof INpaxtiky JlokyMenTyBauus.

Aerrtoad }C?:;\.‘:&J Z z1)te]coe
Qualified Person name/ Im's ¥ norronaxetor Signature/ [ligmuc  Date**/[lata** o
Ccobu

«moncon
Lxoncon
Yxpainan
rzmmj?" i




AEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCHKIN OBJACTI

npos. Ceitanunot Hanii, 3, M.Kuis, 02099, ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EIIPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOI0 B YKpaiHy JiKapcbKoro 3acofy

16.04.2024 Ne 4707/24/10

METPOT'LJI JEHTA®

(naitmeryBanus NikapebLKoro 3acoBy 3rijlHo 3 peecTpauilinuM noCcBiueHHsIM)
rejib s siced; no 20 ry ty6i; no 1 1y6i y kaprouniii kopo6ui

(dbopma BUMyCKyY, HO3YBAHHS, BHA DAKYBaHHs JiKapcbKoro 3acoby)

Homep peecrpauiiinoro nocsinuenns UA/2871/01/01 crpox nii peectpauiiinoro nocsinuenns 01.01.2099

Cepist nikapebkoro 3acoby Ne PGF1661023 KinbkicTh BBE3€HOTO Nikapcbkoro 3acoby 23040
BipoGi «¥Onik @apmacerorukan Jlabopatopiz» (Bimninenns dipmu «JIx. B.
Kewmikans enp @apmacsroruxans JIta.»), Inais
(HaliMeHYBaH s BUPOOHMKA JHKAPCHLKOTO 3ac06Y, KPaTHA MOXOMKECHHS )
Bsesero B Yipainy TosapucTeo 3 06MexkeHoo Binnopigansuicrio ' J:xoncon i Jkoncon

Ykpaina", inenr. kox: 35893512

(Halimenysanns a kon 3a CIAPTIOY opuauunol ocobu abo ripissuuie, iM's, no Gathbkosi (izuunoi

ocobu - nianpuemus, i Micue NPoOXUBANHS Ta peecTpauilinuii HoMep 06NiKOROT KAPTKH MIATHUKA
noaaTkis abo cepist ta HoMep nacnopTa)

Mporokon gisyansHoro kontpomo eix 12.02.2024 N 0018/8.
JlaboparopHuit ananis sikocTi fikapcbkoro 3acoby 3midcHeH uii:

HIT "Lentpansha nabopatopist 3 aHamizy SKOCTI NiKapebkux 3acobiB i MeaUUHOT MpoayKuii"
(M.Kuis, Byn. Kynpsscbia 10r m.Kui, Bysn. Kyapsscoka 8B Kuiscbka obnacts, ¢. Hosi [lerpisuj,
ByJsl. [BaHa DpaHka, 19)

(maitvenyBanHs Ta Micte3HAXODKEHIS TaBopaTopil, wo nposena NabopaTopHUil aHaNi3 SKoCTi)

BucHOBOK 110110 siKocTi Nikapebkoro 3acoby, Buaanuii naboparopieto ig 12.04.2024 Ne 0734

PesynuTaTi naGopaTopHOro aHaisy sKOCTI JiKapcLKOro 3acoby 3a repeBipeHUMH NMokasHUkaMu BIAMOBIIAIOTL
BHMOTaM METOLIB KOHTPOIIIO SKOCTI (aHAITHUHO-HOPMATHBHOT IOKYMEHTaLT).

3a  pesynbTaTaMH  [EpXKABHOTO KOHTPONIO BCTAHOBJIEHO, IO JIKapchbkuii 3aci6 BmeseHo B VkpaiHy 3

HOTPUMAHHSIM BUMOr 3aKOHOJABCTBA OO0 3a6e3MeueHHs IKOCTI KapCbKIX 3acobiB.

Biktop CTE®KIBChKHH

(iniuianu Ta npizmmle)_,)/-

A /g5

A oo 482

/7. ot i f P

(HO Mg ma PPHT %;‘g‘aizﬁu' 5

P nHaaad
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(a Division of J. B. Chemicals & Pharmaceuticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICATE/ CEPTUP®IKAT AKOCTI Ne 10FP23003589

Product name/ METROGYL DENTA®/ Pharmaceutical form/ Gel for gums /
Haitmenysannusa npoayxry: METPOI'LI AEHTA®  Jlikapeska dopma: [ens pas scen

I g of gel contains / 1 r remo mictuts: Metronidazole Benzoate 16 mg re-calculated on Metronidazole 10 mg/
Strength/ Cuaa  MeTpouinasony Genzoary 16 mr, y nepepaxysauni na Merpouigason 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg

il re-calculated on Chlorhexidine Gluconate 0.5 mg / Posuun Xnoprexcumuny ['mokonary (20%) 2,5 Mr, y nepepaxysansi na
Xnoprekeuauny [Miokonar 0,5 Mr
MAA number/ nomep P.IL: UA/2871/01/01 Manufacturer license/Jliueusis sBupobuuka: G/1575

Production site name and Unique Pharmaceutical Laboratories/ "IOuix ®apmacsiotuxan JlaGoparopis" (a division of 1.B. Chemicals &
location/ Halimenynanus Ta  Pharmaceuticals Ltd./ (siaginesns Qipmu “Jix. 5. Kemikans enx Papmacsiotnkans Jitn.”) Plot No. 304-308,

MicuesHaxomKeHa G.LD.C. Industrial Area, City: Panoli — 394 116, Dist: Bharuch, India/ Hinsuka Ne 304-308, i, An. . Ci.
IE RN Iunacrpian Epia, micro [awoni - 394 116, okpyr Bxapyx, [usuis
Manufacturing country/ India/ ligi Package size and type/ Poamip 20 g in tube; 1 tube in carton pack /20 ry
Bepwana Bupobhux: hdla/ Inata TA TR NAKYBAHRA: Ty6i; no 1 ty6i y kapronuii kopoSui
consumers units/
Batch Number/ Homep cepii: PGF1661023 Quantity/ Posmip cepil: 24480 c:’)xmx rr;r':s unis
Specification number/
A, FP/506592 N
Ne Cnenudikauii: 6592/UK Expity date/ 2026 9
Tepmin upugathocri: year/ month/
pi Micaus
Date of Manufacture/ 2023 19 I Date of batch release*/ 2023 0 2l
. year/ month/ day/ year/ month/ day/
Hara pupobuuuTea: ; : Jara sunycky cepii*: ’ .
PiK MICAUDL ACHb PiK MiCsIb JeHb
Test/ Tecer Specification/ Cneungikauis Resuit/ Pesyaprar
L.Description/ Omuc White to off white opalescent smooth gel / Binuii a6o maifae Ginuli onanecueHTHUH M gKui Comply/
ress Bianosinae

2.Jdentification/ Inenrudicauis :
A)The retention time of peak of metronidazole in the chromatogram of sample solution must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard

i&;?gj:;‘;gﬁrow solution (Quax:xtitative determination) / Llmf yTp»{hiyaalinx nixy Me'rponinasqny Ha ) B?}:)rzgil;yx;e
XpOMATOrpami po3usKy 3pasky NOBUHEH BIANOBINATY HaCy YTPUMYBaHHS 1Ky MeTpaninasony
Ha XpoMarerpami cranfaprHoro posuuny (Kinskicue usnavenns)
b) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
o correspond to the retention time of peak of chlorhexidine in the chromatogram of the standard
2.2.Chlorhexidine/ solution (Quantitative determination) / Jac yTpumysanis niky XAOprekCHIuHy Ha Qomp‘ly /
Xnoprexkcius XPOMATOrpani PO3UMILY 3pasky NORMHEH BIANOBINATH YACY YTPHMYBAHHSA MKy XIOPreKCHINRY Binnosizae
Ha XpomaTorpami cranzaprioro posuuny (Kinbkicwe suanauennn)
3.pH (10% aqueous
suspension)/pH (10% 5.0-7.0 6.6
BOJAHA CYCHEH3in)
4.Minimum tube fill/ Average index for a tube filling must be not less than is stated in the label, Each of 10 tubes
Minimannue nanosnennss  filling should be not less than 90% of stated in the label / Cepefiie 3HaueHNS A HATOBHEHHS )
Ty6m (10 tubes / 10 Ty6) Ty61 nOBUHHO GyTH HE MEHILC Bil 323HA4CHOTO Ha eTHKeTL. Hanosneuns koxuoi ia 10 Tv6 20:4- gl

[OBHHHO Cknanaty He MeHuie 90% Bill 3aHaYeHOro Ha eTHKeTI
S. Related substances/ Cnopigneni crnonyxu
2-methyl-3-nitroimidazole / 2-

oo Not more than / He 6inbwe xix 0.5%
METHA S-HiTpoiMinason

Metronidazole/Merponinason Not more than / He Ginplue nix 2.0%
Benzoic acid / Bensolina . .

Not more than / He Ginsiue nixk 2.0%
KHCTOTR
Any other unidentified
impurity / Byab-gxa iniua Not more than / He 6insie nix 0.5%

Heigenruicosana gomitka

Total other unidentified

impurity/Cyma immmx Not more than / He Ginbwe nik 1.0%
HELICHTH(IKOBAHHX JOMILIOK




Unique Pharmaceutical Laboratories 272
(a Division of J. B, Chemicals & Pharmaceuticals Ltd)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTUDIKAT SAKOCTI Ne 10FP23003589

METROGYL DENTA®/ Batch Number/ Homep

Product name/Hafimenysanus npoayiry: METPOIL] IEHTA® cepi: PGF1661023
2026 g
Date of Manufacture/ 2023 10 d¥ L Expiry Date/ Tepwmin ]
Hara supobunirrsa: year mo i i NPHAATHOCTI: ycfxr/ e athf
pik Micsus JeHb pix MicaL
Test/ Tecr Specification / Creundirania Resuit / PeayapTat
GZLOM?M SILIIRRIEE e Not more than 50 ppm / He Ginsie nixk 50 ppm 9.7 ppin
HiTpuria
7.Assay/ Kinpkicne BusHanenus
7.1.Metronidazole Benzoate (eg. to . o . 9.5 gl sl
Metronidazole) / MeTponizazony 950.OA> to I(())S.O‘/G of the labﬁl]cd amouril, i.e9.5 mg/'g - 10.5mg/g / . g
Ben3oar (cKBiBasicHTHO 95,0% - 105,0% sin kinskocti, 3a3navenol na etuxetit, T06710 9,5 — 10,5 .
MeTpoHinasony) mr/r 98.8 %
; 95.0% to 110.0% of the labelled amount, i.e 0.475 - 0.550 mg/g / 0.520 mg/g / mr/r

9. edine sonate U ; g : . g [ mrh
7-2.CHIGHEREAInG Glietnals | 95,0% - 110,0% sin xinsxocri, 3a3navenoi va etnkerni, Tob10 0,475 - 0,550
XNOPreKCHAHHY TTOKOHAT -y 104.1 %
8. Microbiological purity/ MikpoGiosoriuna yuerora
Total Aerobic Microbial Count (TAMC)/3aransna s ‘ ,
Kinbkicts acpoGuux mikpoopranisMis (TAMC) Not more than 10° CFU / g/ He Sinbwe 10° KYO /1 <20 CFU/g/KYO/r
Total Combined Yeasts and Moulds Count (TYMC) /
3araibHa KUILKICTS APIKIKOBUX Ta ICHABUX TPUOIR  Not more than 10' CFU / g/ He Ginswe 10' KYO /¢ <10 CFU/g/ KYQ/r
(TYMC)
Pseudomonas acruginosa Absent in 1 g/ Bincyrsicrs B 1v Comply/ Bianosigae
Staphylococcus aureus Absent in I g/ Bincyrnicrs 8 Ir Comply/ Binnosinae

Comments / Komenmapi

Accepted! puitusto

There is more decimals inside Laboratory Information Management System data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difference in corresponding values.
Inopmaniiina cnerema nabopatopii (LIMS) noxasye Ginbie JCCSTKOBUX 3HAKIB, i TiNbKY feski 3 HuX BigoSpakexi B ceprudikati akocTi «Mr/r»
Ta «%» s KiALKICHOTO BUIHAYCHHA XIOpreKceanHy rmokonary). CaMe e € NPHYMHOIO HE3HAYHUX BIAXHICHE Y BIINOBIAHUX 3HAUCHISIX.

Certification statement / 3asisa upo ceprudikauio:

1 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 local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Lium s sacsixayio, uio naseaena siue indopmauis € xocroniproio Ta Tounolo, Lo cepiio npouyxuii Gyso
BHPOGIIEHO, BIVIOYAIOHH NaKYBaHHA TA MAPKYBAHHS T2 IPOBEACHO KOHTPOAS il AKoCTi Ha BRUIe3asHaewill Ainsuuni y nopuiit sianosinxocti 3
sumoramit GMP, BCTanoBNEHHMH MICUEBHM DErYAATOPHNM OPTaHOM, & TaKOX BiANOBIAHO Ko creumdikauii, mo MicTaThCs Y peectpanifinomy
Jocke kpaiku-iMnoprepa. Iporokons BHpoGHULTEA, NaKyBaHus Ta ananiis Oy/o MepernasuyTo Ta BCTAHOBNCHO BiANOBiNHicTs BUMoOraM GMP.

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site /Jlata sunycky cepil - 1aTa KofM gaHa cepis Gyna ceprdikonana
B nosuiif pianosiauocti no sumor HBIT Ta 3arsepkena Ynosuopakenoio Ocofoio 1UISXOM ENEKTPOHRONO MUY B BanioBaHii Komm'ioTepHiii
cucteMi BUpoBrUUOT piNBHKLI.

** The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /[lata 6ins pyuHoro mimnucy - gara, Koau nareposa sepcis ceprudixary Gyia posnpyxoBana Ta NiAnucana
Ynosnosamenoio ccofoio y sixmosianocTi o sumor Hanexuoi [paxruku Jokymenrysanns,

Akt ) Zihelers
Qualified Person name/ Im's Vnosnosaxenol Signature/ IMixnuc Dale**/lla'g%itﬁij
Ocobu A

Hoaoncon E
Yrpainay :
lerTHBiKauifnaG f3
‘«ou 1893512 /y
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Unique Pharmaceotical Laboratories 1/2
(a Division of J. B. Chemicals & Pharmacenticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICATE/ CEPTH®MIKAT SAKOCTI N 10FFP23003590
Product name/ METROGYL DENTA®/ Pharmaccutieal form/ Gel for gums /
tHialmeiynanng nponysry: METPOIILJI AEHTA® Jlikapesnka gopma: I'es ang scen

1 zofgel contains/ I rreao Micriemn: Metronidazole Benzoate 16 mp re-calculated on Metronidazole 10 mg /
Streagih/ Cuna  Metpouizasony Gensoary 16 r, ¥ nepepaxysatti na Merponinazon 10 mr. Chlorhexidine Gluconate salution {20%) 2.5 mg

il re-celculated on Chiorhexidine Gluconate 0.5 mg / Pozunit Xnoprexcummny I maokouary (20%) 2,5 wr, ¥ nepepaxynanni na
Xnoprexeuany Tnoronar 0.5 s
MAA sumber/ nomep P.IL: UA/2871/01/01 Manufacturer license/Jlineiis enpotmika: G/1575

Production site name and Unique Pharmaceutical Laboratories! “0nix Dapstacsorikan JaGopatopis” (2 division of 1B, Chermicals &
location/ Hafimenysauns va  Phanmacewticals Lid./ (sinmincuus gipam “Hax. B. Kemixans eng aparaceiorikans Jirn.") Plol Ne. 304-308,

aicuesiaxoRenna G.LD.C. Industrial Arca, City: Panoli —394 116, Dist: Bharueh, India/ Tiasaxa Ne 304-308, i Al JIL CiL
JUDSIHEIL Tnaactpian Epia, aricro [Manoni - 394 | 16, oxpyr Bxapyx, Inaia
Manufacturing country/ India/ Tumi Package size and type/ Posmip 20 g in tube; 1 wbe in carton pack /20 ry
Hepmana supodnn: ndiy lema TA THO NAKYBANNR: Ty6i; no 1 Tyl y kapronnii Kopolui
Batcli Number/ Homep cepiiz PGF1671023 Quantity/ Poamip eopit; 24480 zzgiuzzrs i
Specification number/
: - /5 J
Ne Coenndiikanii: FP/506592/UKN Expity date/ 2026 9
Tepmin apHaarTuocTi; year/ montly
pix Micans
Date of Manufacture/ 2(?2? 1011{ d] l/ Date of batch release®/ 2?23 10 25
Jara supobaursas yedr mlont Y e annyeky cepii*: year/ marth/ day!
pik aienu, net pik aieni news
Test/ Teer Specification/ Creruithivanin Result/ PezyanraT
L.Deseription/ Qe Whilte to off white opalescent smooth gel/ Bumuil aGo saitie Ginuit onasecuerHin s Comply/
renk Binnoninar

2Identification/ InenTudicanin :
AJThe retention time of peak of metronidazole in the chromatogram of sample solution mus!
correspand to the retention time of peak of metronidazale in the chromatogram of the standard
solution (Quantitative determination) / Yac YTRHMYRauHd miky MeTponinasony na
XPOMATOrPaMi POty 3pasky NOBIBCH BiANORIAETA Hacy YTPHMYBAHHS niky Merparigasony
Ha Xponarorpami cranaaptHoro pozuuny (Kimskicue BH3HAYCH)IL)
B) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
correspond to the retention time of peak of chlorhexidine in the chromatogram of the standard
2.2.Chlarhexidine/ solutien (Quantitative determination) / Uae YTPHMYBANHS DKy XAOPrercuay na ‘Comp.l_v f
Xaoprexcigun XpoMaTOTpaMi PO3UKILY IPATKY MOBKHCH BIAMOBLNATIE YACY YTPHMYBARHS iKYy xnoprexcrmny Biauouijtac
Ha XpoMaTOrpami cranaaptiors poduniiy (Kinskicne BUIHAYUCHIIA)

2.1.Metronidazole/
Merponinazon

Comply/
Binnosinac

3.pH {10% aqueous

suspension)/pfl (10% 50-7.0 6.6
BOJITHA Cycneitsin)

4.Minimum tube fill/ Average index for 1 tube filling must be not less than is stated in the label. Each of 10 whes

Minimannire uacosnenns  [lling should be not less than 90% of stated in the label / Cepenne amavenis 499 HanmosHe s 204 g/ v
TyGu {10 tubes / 10 Ty6) TyOH NORMHHO GYTH e Mente Bifl 3a3HAYEHOFD 1 etitketu. Hanosuenis xomnoi iz 10 1y6 -

[1OBUKHO CxmAfaTH e Meruie 90% sin sanavenoro na erixeTul
5. Related substances/ Criopinneni CnoJyLn
2-methyt-5-nitroimidazoie / 2-

SRP—— Not more than / He Ginewe nix 0.5% <01 %
MeTsT S-wiTpoirianzon
Metroniduxole/Metponiaason Not more than / He Sinnure nix 2.0% 0.2 %

zoic acid / Beusoitia : ;

RenzoiCEe U Bamoiis Not more than / He Gintuse nize 2.0% <01 %
KHCIIOTS
Any other unidentificd
impurity / Byas-sxa itwa Nat more than / He Gianie mis 0.5% <01 %

netaernindikosaa nosimka

Total other unidentified

impurity/Cyma iinrx Nol moge than / He 8inwruc uisx §.0%
HelIeTIDIKOBAIMX ZoMituoxk

<0.1 %




Unique Pharmaceutical Laboratories 2/2
{a Division of J. B. Chemicals & Pharmaceuticals Lid)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTHMIKAT JKOCTI MNe 10FP23003590

o , . METROGYL DENTA®/ Bateh Number/ Homep o

Product name/[Iaitateuysainm npoayiery: METPOII JEHTA® -~ PGF1671023
2026 9
Date of Manufacture/ 2023 10 - Expiry Date/ Tepwmin
Hara supoGusirrpa; yearf  month/ day/ npHIaTHOCTI: yeart e
pix MICRIEL JACHRB PI& MICHUD

Test / Teer Specification / Crcundikanin Result / Pesvasar
6-Content of Nitrite/ Byier Not more thaa 50 ppm / He Ginbie yix 50 ppm 9.1 ppm

wiTpirrin
T.Assay/ Kinurcicne nuntauenns

7.1.Metronidazole Benzoate {eq. to . .
Metronidazole) / Merporizasony 95.0% to 105.0% of the labelled amount, i.c 9.5 mgfg - 10.5 mg/e / 10 mg/g / arle

: o T _ . ! i
Benzoar {expinancimio 95,0% - 105,0% sin KUIBROCTI, 3a30aNeHOT Ha eTiKeTLi, To6TO 9,5 10,5

MCTPOHinasoRy) ME/T 1004 %

3 NG, 0, . o -
7.2.Chlorhexedine Gluconate / o5 03”1{; g:,/l ]001/" or:thc.]abel]:..d Ao ke ?'47.5 O_'Ssg T;_.'Jg :”50 0.523 mgfp /mrir
Xaoprexeiamiy roxonar 0% - 110,0% pin xinsxoert, 3a3m:[3;{m Ha eTHKeTUi, ToGTO 0,475 - 0, 104.6 %

8. Microbiological purity/ Mixpodionoriuma snierora
“Folal Acrobic Microbial Count (TAMC)/3aranLua

kinukicr, acpoBinux Mixpoopraniasin (TAMC) Not more than 10° CFU / g/ He Ginswe 107 KYO / <20 CFU/g/KYO/r
Total Combined Yeasts and Moulds Count (TYMC) /

Jaransia KiMLKICTL APIKKOBHX TA MRiCHTRIY BB Ngt more than 10' CFU / g/ He Ginbwe 10' KYO /¢ <10 CFU/g / KYO/r
(TYMC)

Pseudomonas aeruginosa Absentin I g/ Bincyzuicry s Ir Comply/ Bignoairac
Staphylocoecus aureus Absent in 1 g / Biscyritiers o Ir Comply/ Bianosinac

Comments / Korenmapi

Accepted! [lpstiinaro

There is morc decimals inside Laboratory Information Management System data sheet and only aliocated decimals are reflecting in Quality
Certificate for mp/g as well as for % Assay of Chilorhexidine Gluconate and this is a reason for minor difference in corresponding values.
Indopaauiiina encreara Jiabopatopil (LIMS) nokasye Giavue RECATRORHX 3HAKIB, | TINBKN geaki 3 Hux BigoBpanet B cepTHicaTi AKOCTE aMIfiy
Ta «%» AnA KiALKICHOTO BH3NANCHHS Hioprekceguny raoxoHary). Came 1e € NPUYHHCIO He3HAMHNHX BIAXHNCHE Y BIANOBIAMMX IHaueimax.

Certification statement / 3anna npe cepritdiikanio:

Lhereby certity (hat the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labelling
and quality contrel at the above mentioned site(s} in full compliance with the GMP requirements of the loeal Regulatory Authority and with the
specifications in the Marketing Authorisation of the itnporting country. The batch processing, packaging and analysis records were revicwed and
found to be in compliance with GMP. / L 5 38CBINYIO, MO 1aveRena Bl indhopmantist e LocToniproio ta Townow. Lo cepiro mpoay kil Gyno
BHPOGACHO, BKAIOYAIOUH NAKYBAHNA TA MAPKYRAHHS Ta MIPOBENSHO KOMTPONE 1T AKOCTE Ha BHILEIAIHAUCHA ALTBUNLI Y nosHill pianosianoeT 3
simoraMit GMP, BCTANOBASHMAN MicueasM PETYILTOPHEM OPranoM, a Taxow sianosigno 1o cneupikaniil, wo micraTees y peccrpautifinomy
focke xpuit-isuoprepa. Mporokonu BNPOBINUTD, NaKyBanukg Ta ananisis Gyno [ICpErNANyTO Ta BCTAHOBACHO BiIUIOBIAICTS Brmoran GMP,

* Date of batch release is a date when specific baich was eertified in full compliance with the GMP requirements and clectronically signed for
approval by Qualificd Person at validated computerized system of production site /llata Bunycky cepif - aava xons naka cepin Gyaa cepTHiikoBana
B Hobnifi sianosinnocri Ao suMor MBI ta aaTBeplkens Ynosuosaxelrowo Ocofaio wasxos CNEKTPONHOTC MIANKCY B B noOBANIfI ROMRtOTCpHil
cHCTeMI BIpOBuMHOT AinpHnLi,

** The date, next to handwritten signature shows actual daie when baper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /fata 6inx PY4HOTO RIATHCY - NaTa, KOK NaNepoDa Bepeis cepThiikary Gyna poarpykosana Ta mignmcarn
Yrnosnosaeitoo acoboio y sinmosignoeTi no sunor Hanewiol Mpartur Jokymentysanns.

Aokt peds) Dt 1pema

Quaiified Person name/ [m's Ynosnopasseriof Signature/ Tidnwe  Date**/[ara** _Sgt;"uﬁp?l Hlramn -
e Ak fui,

Qcabian
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AEPIKABHA CJHYXBA 3 JUKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIM OBJACTI

npos. Caitnuuxof Hagit, 3, m.Kuie, 02099, ten/(paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
Npo AKicTh BBE3eHOr0 B YKpAaiHy JiKapchKoro 3acody

16.04.2024 Ne 4708/24/10

METPOTI'LI TEHTA®

(nafivenyeanng mxapcLioro 3acoBy 3rigHo 3 peecTpaulifiniM NOCRIANEHHAM)
reqib a9 sicen; mo 20 ry Ty6i; mo 1 Ty6i y kapTonuiil kopooui

(dhopsa suNYyCKy, AO3YBAIINA, BHA RAKYBAINS NiKapeskoTo 3ac06y)
Hoatep peecrpatitivoro nocsinuenns UA/2871/01/01 crpox nif peectpauiiivoro noceiguenna 01.01.2099
Cepin nikapeioro sacoby Ne PGF1671023 Kinbkicts Bresenoro sikapesxoro sacoby 23040

«IOnix GapmacsroTrkan Jlabopatopiz» (simminenns ipmu «Hx. b.

BrpobHuk ; :
Kewmixans eng @apmacstotuians JIto.»), [Hnis
(maitveiysarist BrpoButKa Aikapebkoro 3ncoby, kKpaiHa MOXOKEHIN)
BeeseHo 8 Ykpaity Tosapucreo 3 06meskeHo10 Bimnosigansuictrio " :xoncon i dxomcon

Yipaiua", inenr. cog: 35893512

(naifsenysanna ra gkon 3a CAPFIOV 1opuanuno ocobn ao npissie, iM'd, no Gaturoni hiznynot

ocoBH - MANPHEMIL, 11 MICHE FPOKHBAHNS T4 PecCTPaIliiiui nomep o8AIKOBOL KAPTKH MIATHHLE
nojaries abo cepist TA HOMEP NACNOpTa)

[IpoToros sizyansnoro wontpoemo ig 12.02.2024 N 0018/9.

Jlaboparopunii ananiz sxocTi AikapcLikoro 3acoby 3niicHennin:

HIT "Llentpansia naboparopis 3 ananisy skocTi NiKapcbKuX 3ac0BiB | MEAMUHOT NMpoLyKiii”

{(m.Kuis, Byn. Kyapasceka 10r M.Kuis, Byn. Kyapascbka 8B Kuiscska obnacte, ¢. Hoei INerpisui,
Byn. Izana ®panxka, 19)

(rafiMenyBaHIa Ta MICLE3HANOLKENNIS Babopatepil, w0 nposend NABOPATOPHUE alkulis nkoCTi)

BucHoBok Woxo saxocti aikapeskoro 3acofy, siumannii naGoparopicto sip 12.04.2024 No 0736

Pezynbrarh naBopaTopHOro ananiay sxkocTi NikapchKoro sacofy 3a nepesipenyMy nokasniiamMy BIIOBIAAIOTD
BUAIOTaM METOMIB KOHTPOMO AKOCT] (AHANITHHHO-HOPMATHBHOT A0KYMEHTALIT).

3a  pesynbTaTamMH  AEIRKABHOTO KOHTPOMIO BCTAHOENEHO, wQ Aikapchkui  3acif  seeleHo B Ykpainy 3
AOTPHMAHHSAM sumor sakoHogaBcTsa o0 3afeaneyenns skocTi Jikapebkink 3acobie.

@JF/, Bixtop CTE®KIBChKUI

(ammauc) (iniuiany Ta npizsmue)




TEP)KABHA CJIYXBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJACTI

npos. Ceitmaunoi Hanii, 3, m.Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
npo AKiCTH BBe3eHOro B YKpaiHy JlikapchbKoro 3aco0y

16.04.2024 Ne 8303/24/10

METPOI'L)I JEHTA®

(HaiiMeHyBaHHA JiKapCcBKOTo 3aco0y 3TiMHO 3 peecTpauifHiIM NOCBIIUEHHIM)
reJib 114 sices; mo 20 r y Ty6i; mo 1 Ty6i y kapToHHil xopoOui

(opma BUIyCKy, XO3yBaHHA, BHI MakyBaHH JiKapchKoro 3acoby)
Homep peecrpauiittoro nocsimaenns UA/2871/01/01 crpox nii peecrpaniitaoro mocsimaenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne PGF1701023 KinekicTs BBE3€HOTO TMikaperkoro 3acofy 23040
«FOHix ®apmacerotukan JlaGoparopiz» (Bixninenus dpipmu «/Ix. b.

Kemikams enn ®apmacerotuxans JIta.»), Iaais
(HaliMeHyBaHHS BUPOOHHUKaA JikapchKkoro 3acofy, KpalHa II0X0KEeHHS)

Bupo6uux

BBeseHo B Vkpainy ToBapucTBo 3 06MexeHor0 BinmoBinaasHicTIo '"'[3K0OHCOH i [)KOHCOH
Yxpaina', inent. kox: 35893512

(malimMenyBanns Ta kox 3a €JIPTIOY ropuawunoi ocobu aGo npissuie, iM'a, no HatbkoBi dismynoi
0co0u - mixnpuemil, il Micie NpoxuBaHHA Ta peecTpauilfHuit HoMep 06MiKOBOT KapTKH MITATHHKA
rronatkis abo cepist Ta HOMep macIopra)

ITporoxon BisyannHoro xourpomo six 14.03.2024 Ne 0276/2.

JlaboparopHuit aHaJ3 sKOCTi IiKapchkoro 3acoby 3aiicHeRumiA:

A1 "ernTpansra nadopaTopis 3 aHai3y SKOCTI JIIKapChKHUX 3ac00iB I MeIMUIHOL IPOayKIHi"
(m.Kuis, Bys. Kynpsisebka 10r m.Kuis, Bynt. Kyapsecska 8B Kuiscbka o6nacts, ¢. Hosi [lerpisui,
ByJ. IBana ®@panka, 19)

(naliMeHyBaHHA Ta Miclie3Hax0iKkeHHs JlabopaTopii, 1o npoBeia NabopaTopuumii anatis SKocTi)

BucHOBOK Moo skocTi nikapebkoro sacoby, Buganuit naboparopieo sin 12.04.2024 Ne 0738

Pe3ynpraTi 1a60paTOpHOro aHAM3Y AKOCTI TiKApCHKOro 3acoby 3a IepeBipeHHMH IOKAa3HUKaMH BIIMOBIIAIOTH
BUMOTaM METOIB KOHTPOJIO SIKOCTI (HAIITHIHO-HOPMATHBHOT TOKYMEHTALLY).

3a pesynapTaTaMM JEePKAaBHOTO KOHTPOJNIO BCTAHOBJIEHO, IO JIKApChkuii 3aci6 BBeseHo B Ykpainy 3
AOTPHMAHHSM BUMOr 3aKOHOJABCTBA IIOM0 3a0e3MeUeHHs AKOCTI JTIKapChKMX 3ac00is,

yKPAy
S8 TAKOTs 4
WA M *‘ob

Bikrop CTEG®KIBCHKHH

(iniuiain ta npizswne)

{a opﬁuaﬂ acpd aﬁigféro
AOKYMERTIR | S E

M.I Phé, gaé}m»
RatiSe .~ ) B
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Product name/
Haitmenysanus npoayxkry:

Unique Pharmaceutical Laboratories
(a Division of ¥, B. Chemicals & Pharmaceuticals Ltd)

QUALITY CERTIFICATE/ CEPTUDIKAT SIKOCTI Ne

METROGYL DENTA®/ Pharmaceutical form/
METPOT LI IEHTA® Jdirapeska Gopma:

g ofgel conins / 1 rremo micrite: Metronidazole Benzoale 16 mg re-calculated on Metronidazole 10 mg /

Gel for gums /
[enw ang sceu

10FP23003600

TV-TMP-00937 v.4

Strength/ Cuaa  Merponinasony Senzoary 16 sr, y nepepaxynauni na Metpouinason 10 mr, ‘Clﬂt)rhe.-\’idinc Gluconate solution (20%) 2:5 mg
ail: re-calculated on Chlorhexidine Gluconate 0.5 mg / Posunu Xnoprexcuumuy Imoxounarty (20%) 2,5 ar, v nepepaxysanui ga

Xnoprexenauny mokonar 0,5 mr
UA/2871/01/01

MAA number/ nomep P.I1;

Production site name and

Manufacturer license/Jlinensis supobinka:

G/1575
Unique Pharmaceutical Laboratories/ "IQuix dapmacsiosxan JaGoparopis® (a_ division of JB. Chemicals &

location/ Hajimenysamns ta  Pharmaceuticals Lid./ (sinainenns dipyn “)Dx. b, Kemikans eny dbapmacworakans Jiria.”™) Plot No. 304-308.

MICUEIHANQ/REH YR
JEsT R

Manufacturing country/
Hepmana supobiiik:

Batch Number/ Homep cepitn

Specification number/
Ne Chennpinanii

Date of Manufacture/
Jara nupobnunrsa:

Test/ Teer

1.Description/ Onuc

2. Jdentification/ Lienrrudivanin :
A)The retention time of peak of metronidazole in the chromatogram of sample solution must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard
solution (Quantitative determination) / Yac yrprnysaiing miky MCTpORiRasony na
XPOMATOrpasi: POSUMHY 3pagky NOBHUCH BINHORIAATH Yacy YIPUAYBAHHS MKy MCTpanifazony
112 XPOMETOrPaMi CTanaaprHoro posuniy (KiapKicHe BHsHauCHns)

2. 1. Metronidazole/
Merponindazon

2.2.Chlorhexidine/
Xaoprekeumr

3.pH (10% agqueous
suspension)/pH (10%
BOASHA CYCHeH3In)
$.Minimum tube fill/
Minimansiie sanosneuns
TyGir (10 tubes./ 10 1yd)

2-methyl-S-nitroimidazole 7 2-
MeTHA S-nirpoiMizason
Metronidazole/Merponinason
Benzoic acid / Bewrsoitia
KUCnota

Any other unidentified
ipurity / byan-sica inua
HeidenTudikosant JosiuKa
Total other unidentified
impuritv/Cyva finy
neinenrudixosanux JoMimor

PGI1701023

FP/506592/UKN

G.LD.C. Industrial Area, City: Panoli — 394 116, Dist: Bharuch, India/ Jlinsuxa Ne 304-308, Jixi. A Jli. CL.
Tuzactpiag Epia, micro Tlanoni - 394 116, okpyr Bxapyx, Innin

Package size and type/ Posmip. 20 g in tube; 1 tube in carton pack /20 r v

T THI NAKYBARHHAL

Quantity/ Poszmip cepiit

Expity date/
Tepmin npujgarnocri:

dl, ld Date of batch release/
(d})" Hara sunyexy cepif*:
et

Specification/ Cuenudirkanis

White 10 off white opalescent smooth gel / Binmit abo matixe Gimiii onanecuerrtmuit v sicuii

5.0-7.0

Not more than / He Ginsie uix 0.5%
Not more than / He Sinpine nix 2.0%

Not more than / He Giinme nis 2.0%

Not more than / He Gianwe nik 0,5%

Not more than / He Gianwe nik 1.0%

2026
year/
piK
2023
year/
pix

9
montl/
[T

10

monthy/
Micsb

TyGi: 10 1 1y6i y kapronuiit kopoGui

24480

consumers units/
CHOWK. YiI.

23
day/
JCHB

Result/ Pesvanrar

B) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
correspond 1o the retention time of peak of chlorhexidine in the chromatogram of the standard
solution (Quantitative determination) / Yac yrpusysanus niky xaoprexciininy ma
RPOMATOrPAEME POIUARY 3PAIKY MOBHICH BLANOBIMATH 4acy YIPHMYBAHHS TIKY XAOPreRCUAMILY
Ha Xpomarerpami craniaprioro posanny (Kisvkicne susnasetiug)

Average index for a tube filhing must be not less than is stated in the label. Each of 10 tbes
fitling should be not less than 90% of stated in the label / Cepeaire 3uancuns 419 HANOBHCHYS
TYOH MOBHITNO GY'TH HE MCHITE BIZL 3a3HAMEHOPO 1A eTHKeTIH. HarnoBuenas koskiof iz 10 Y6
ROBMHHO CKIANaTH ue Mene 90% Bix 3nHa4CHOr0 Ha CTHKCTI
5. Related substances/ Cropianeui cionykn

Comply/
Binnosiaac

Comply/
Bizxnosixac

Comply/

Binnosijac

005 g/r

<01 %
0.2 %

0.1 %

<0.1 %

<1 %



Unique Pharmaceutical Laboratories 2/2
(a Division of ]. B. Chemicals & Pharmaceuticals Lid)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTH®IKAT AKOCTI  Ne 10FP23003600

METROGYL DENTA®/ Bateh Number/ Homep :
. e/t - " ) N : PGF1701023
Product name/Haitnmenysanus npoayiry METPOI'LL JIEHTA® cepi: PGF17 3
2026 9

Date of Manufacture/ 202d i n ) Expiry Date/ Tepmin
Jara supodumnrrsa: year/ month/ day/ npHAATIOCTE: year/ month/

' o pik MicALh Jietn ! pix MiCHUb
Test/ Tecr Specification / Crenudikauis Result / Pesvasrat
!6.'(,()“{?:}1 of Nitrite/ Buicr Not more than 50 ppm / He Sisnie nin 50 ppm 9.8 ppm
lrrpu‘rm
7.Assay/ Kinpxicue sHanaieuns
7.1.Metronidazole Benzoate (eq. to X o
Metronidazole) / i\4c7‘poi«ii1n21§;g)' 95.0% to 105.0% of the labelled amount, i¢ 9.5 mg/g — 10.5 mg/g / 9.6 mg/g /i

*~ (CKBI %% - 105,0% six kimskocri, saanauenol Ha eTukeTi, 0610 9,5 ~ 10.5
Fensoar (exBiBAICHTHO 95,0% - 105.0% »in kixukocti, 3a3uauenol Ha eTUKCTL, TOGTO 9

< <o
MeTponiIazoay) M) 95.8 %
95.0% to 110.0% of the labelled amount, i.e 0.475 - 0.550 mg/g /

. . : 5 N 0.303 mg/g /Mr/r
95,0% - 110,0% pia xinnpxocti, 3a3naucuol Ha crukernd, rofro 0,473 - 0,550

7.2.Chlorhexedine Gluconate /

XAOPrexcHHHY rAIoKONaT /e 100.6 %

8. Microbiological purity/ Mixkpo6iosoriuna sucrora

Total Acrobic Microbial Count (TAMC)Y 3uransia . B ) <20 CFU/a / KYO!
KinbKicTs acpoGiux Mikpoopranisis (TAMC) Not more than 10* CFU / g / He Ginswie 10° KYO /¢ 20 CrU/g r
Total Combined Yeasts and Moulds Count (TYMC) /

3arannbHa KiNLKIcTh APUKIUKORHN Ta naicusmux rpubin Not more than 10" CFU / g / He Ginne 10' KYO /1 < 10 CFU/g { KYO/r
(TYMC)

Pseudomonas aeruginosa Absentin 1 g/ Bincyruicrs 8 Ir Comply/ Bigmoninac
Staphylococeus aureus Absent in 1 g/ Bixcyruicts  Ir Comply/ Bianosizac

Comments / Kosenmapi

Accepted! Hpuitnsro

There is more decimals inside Laboratory Information Management System-data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difterence in corresponding values,
Indopmaniitia cucrema naGoparopii (LIMS) noxasye Gisbiie ACCATKOBUX 35aKiB, | TIALKM ResKi 3 HUX BioBpaneni B ceprudikari sroeri «r/r»
T2 «%n s KiALKICHOTo Buanatentis Xioprekceuny riokonary). CaMe 1e ¢ IPHIHHOIO HC3UAUIHX BIAXIICHS Y BLANOBLIHIX SHANCHHSX.

Certification statement / 3assa npo ceprudirauiio:

T hereby certify that the above information is authentic and accurate, This batch of product has been manafactured, including packaging/labelling
and quality control at the above mentioned site(s) in full compliance with the GMP requirements ol the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Ly 5 sacsinuyto. mo nasesena suue indopmattis ¢ 20cTosipHoio Ta Tounoio. Lo cepito nipoaykuii Systo
BHPOGICHO, BIIHOMAIONH [TAKYBAHHSA T4 MAPKYRAKHS Ta NPOBSACHO KOWTPOUIL T SKOCTI Ha Bruesasnaveniit Ainbunni y nosuiil sianosianocti 3
sivoravu GMP, BCTAHOBIEHHMM MICUCBHM PETYISTOPHHM OPraHOM, & TAKOX BIATORIARO 10 cneldikauii, o MictaTses y peccrpanifinosy
A0cke kpainu-imnioprepa. TipoTokoan supoGHRITRA, NAKyBaus Ta aHaNi3iB GyJI0 NCPCINTHYTO Ta BCTAHORICHO BLANOBIARICTE BuMoram GMP,

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site //lata Bunycky eepii - nara ko nana cepis Gyia ceprugixonana
wornii sianosizocrine suMor HBIT 1a sarsepixena Yuosnosawkenow Ocofoio LUTAXOM eACKTPOHIOIO TAIHCY B BATIIOBANIH KOMI'KITCPHITH
CHETEMI BHPOBHWYOT ATLHEL,

** The date, next 1o handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person

in accordance with GDocP /flara Gins pyumoro miniey - ara, KO raneposa Bepeis: ceprudirary Oyaa posapykosana Ta nianucaHa
Ynosnosmkenoo ocodolo y sianosiznocti o susor Hanexnol Ipaxtuku Hokysmentysanns,

), b
Azm bl poty Q‘/ﬁ’/) > o s fle/ee2D

Qualified Person name/ Im's Ynonnosaskenol Signature/ Timme  Date*¥/JlaTa**
QOcoby >

tamp / Wlrasin




JEP)KABHA CTY’KBA 3 IKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJACTI

nipoB. CeiTimmanoi Hanil, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €OPIIOY 37078774

BHCHOBOK
Npo AKICTH BBE3€HOT0 B YKPpaiHy JiKapchbKoro 3acody

16.04.2024 Ne 11291/24/10

METPOI'LJI JEHTA®

(HaliMeHYBAHHS JIKAPCHKOTO 3ac06y 3riZHO 3 PEECTPAIIMHIM IO CBIATEHHAM)
reab ajs siced; mo 20 r y Ty6i; mo 1 Ty6i y kapTonHid Kopob6ui

(thopma BrILyCKY, HO3YBaHHs, BUI IAKYBAHHA JIKapCKOro 3aco6y)
Howmep peectpauiitroro nocsinuenns UA/2871/01/01 crpok aif peectpauiiinoro nocsigenns 01.01.2099
Cepis nikaperxoro sacofy Ne PGF1741023 KinskicTs BBe3enoro sixapcskoro 3acoby 23040

«IOnix @apmacerotukan Jlaboparopis» (Bimainenns dpipmu «JDx. b.

Bupobrnx . :
P Kemixans exn @apmackroTurans JIta.»), Iamia
(uaiiMeHyBaHHA BUPOOHAKA JIKapCHKOro 3aco0y, KpaiHa IOXO0/KEHHEA)
Baesero B Yipainy TosapucTBO 3 00MesKeHoI0 BinnosizanbaicTo "Ikoncon i [:xoncon

Yxpaina", inent. xox: 35893512

(uaiimeryBamusa Ta xox 3a €JIPTIOY ropumudsoi ocoGu abo mpiseuime, iM'a, 110 6aTbKoBi Qisuaroi
oco6u - mianpremy, ii Miciie IPOXKHBAHAA Ta peccTpaniiuyii HoMep 06IiKOBOT KAPTKH IIATHIKA
mojaTkiB aGo cepif Ta HOMEp acnopTa)

Iporoxon BisyansHoro xonrpomo six 18.03.2024 Nz 0491/4.

JlabopatopHuit anais SKOCTI NikapcpKoro 3acoly 3aifcHenuit:

JII "LienTtpansHa 1aGoparopis 3 aHaisy AKOCTI JIiKapchKuX 3aco6iB i MexrrHOT mpoayKiii”
(M.Kuis, Byn. Kynpseceka 10r m.Kuis, Byn. Kyapssceka 8B KuiBcska o6nacts, ¢. Hopi Ilerpisii,
Byn. IBana Dpanka, 19)

(naliMenyBaHHs Ta MiCIe3HAXO0KeHHS 1abopaTopii, o nposena nafopaTopHuit aHami3 FKOCTI)

BHCHOBOK III0J0 AKOCT JiKapchkoro 3acoby, Bunanuit naboparopieio sin 12.04.2024 Ne 0741

PesynetaTi 1a60pAaTOPHOTO aHANi3y SKOCTI JiKApCHKOro 3acoby 3a nepeBipeHMMH NOKasHUKaMK BiIOBIZAXOTH
BHMOraM MeTOJiB KOHTPOIO SKOCTI (aHaiTHYHO-HOPMATHBHOI JOKyMeHTauil),

3a pesympraTaMd JEpKABHOTO KOHTPOJIO BCTAHOBJIEHO, W0 Jikapcekuii 3acib BBeseHo B Ykpainmy 3
JOTPHMAHHAM BiMOr 3aKOHOJABCTBA WIOA0 3a6E3NEeUEHHS AKOCTI JiKAapChKHX 3aC00iB.

//5 - @Z/ Bikrop CTE®KIBCBKMIA

k er gy

8 Hrop, 4
"»\Q'Q?}WNMR A%z@q}
Hauansifik g & /ﬁeﬁ’u’\;@i

L s e ;
— (manacy (inivianu Ta apizsmite)
AL




Unique Pharmaceutical Laboratories 1/2
(a Division of J. B, Chemicals & Pharmaceuticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICATE/ CEPTU®IKAT AKOCTI Ne 10FP23003781

Product name/ METROGYL DENTA®/ Pharmaceutical form/ Gel for gums /
Hafimenysanus npoayxry: METPOI'LJI AEHTA® Jlikapceka dopmaz lems 1s scen

1 gof gel contains/ 1 rremo Micturs: Metronidazole Benzoate 16 mg re-caleulated on Metronidazole 10 mg /
Strength/ Cuna  Metponinasony 6ensoary 16 mr, y nepepaxysansi va Merpouizason 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg
niv: re-calculated on Chlorhexidine Gluconate 0.5 mg / Posuun Xnoprexcnuuuy I'moxonaty (20%) 2,5 Mr, y nepepaxypansi na
Xnoprexcununy I'mokonar 0,5 Mr

MAA number/ womep P.IL: UA/2871/01/01 Manufacturer license/Jliuexsis supobunkas G/1575

Production site name and  Unique Pharmaceutical Laboratories/ "IOnix ®apmacsiotukan JlaGoparopis” (a division of J.B. Chemicals &
location/ Halimenysanus va Pharmaceuticals Ltd/ (sinainents ¢gipmu “IIx. B, Kemixana enn ®apmacsroruxans Jita.”) Plot No. 304-308,

MicueIHAXG/KeHHS G.LD.C. Industrial Area, City: Panoli ~394 116, Dist: Bharuch, India/ Hinaska Ne 304-308, [Dxi. A, [li. Ci.
Ainsien: Innacrpian Epia, micro ITanosni - 394 116, oxpyr Bxapyx, Innis
Manufacturing country/ India/ Teni Package size and type/ Poamip 20 g in tube; 1 tube in carton pack /20 ry
Hepxana supolinnk: nata/ I T4 THI NAKYBAHNS: TyGi; no 1 Ty61 y kapronuiit xopobui
Batch Number/ Homep cepil: PGF1741023 Quantity/ Posmip cepil: 24240 zng:n;?s e
Specification number/
. P FP/506592/UKN
Ne Cnenndicauii: . Expity date/ 2026 9
Tepmin npugarHocTi: year/ month/
pix Micans
Date of Manufacture/ 2,023 mh/ d26/ Date of batch release*/ 2023 Ll d“/
Jlara supobumuTRa; vl mans By Hara BUnycKy cepii*: P month/ 2y
PIK MICSUR JCHL PIx Micaus ICHL
Test/ Tecr Specification/ Cnenndixanis Result/ Pesvaprar
1.Description/ Onnc White to off white opalescent smooth gel / Binut abo mathxe Ginuit onanecuenThuit M’ akui Comply/
renh Bingnosizae

2 Jdentification/ Inentudiranin :
A)The retention time of peak of metronidazole in the chromatogram of sample solution must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard

i&ggg&i’;ﬁfom solution (Quaptitative determination) / LIacf yTpH‘MyBaHHﬂ Ky Mchoninaaqny HA ) B?IZII::E ;1)1’/%
XPOMATOrpaMi po3unLy 3pasKy NOBHHTH BIANIOBIAATH Yacy yTPUMYBaHHS NiKY MeTpatinasony
Ha XpoMarorpami crangapraoro posunity (KinskicHe sussavenns)
B) The retention time of peak of chlorbexidine in the chromatogram of sample solution must
. correspond to the retention time of peak of chlorhexidine in the chromatogram of the standard
2.2.Chlorhexidine/ solution (Quantitative determination)/ Hac yrpumyBanss niky XIOpreKCHIUHY Ha Comply/
Xnoprexcuany XPOMATOrpami posuuny 3pasky NOBHHCH BiNNOBIAATH Uacy yIPUMYBaHHS IHKY XIOPIeKCHIMHY Binuosinae
na XpoMarorpami craugapraoro posunuy (KinbkicHe BU3BAUCHHS)
3.pH (18% aqueous
suspension)/pH (10% 5.0~-7.0 6.1
BOJSIHA CyCHen3is)
4. Minimum tube fill/ Average index for a tube filling must be not less than is stated in the label. Each of 10 tubes
Minimasnbue nanosuenns  filling should be not less than 90% of stated in the label / Cepenne 3sauchns s sanosuesns 204 g/r
Ty6u (10 tubes / 10 Ty6) Ty6H noBHHIO BYTH He MeHIe Bix 3a3Knauenoro wa eruxerui, HanoBrerus koxuol i3 10 1y6 :
HOBUHHO cKianarh He Meuie 90% Bin sauavenoro Ha eTukeTi
5. Related substances/ Cnopiaseni cronykn
Zinellyl-Snitrcimidaznle 128 Not more than / He 6inbuie nix 0.5% <01 %
MeTHa S-HiTpoiMinason
Metronidazole/Metponinason Not more than / He Gisiue Hix 2.0% 0.1 %
Bemabicatidy Bansolun Not more than / He Sinse nix 2.0% 0.1 %
Kucnora
Any other unidentified
impurity / Byas-sxa inwa Not more than / He 6inse uix 0.5% <0,1 %

ueinenTH(ixopana foMimka

Total other unidentified

impurity/Cyma iHunx Not more than / He Ginsie nixk 1.0%
HeinenTudikoBanMX RoMioK

<0.1%
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Unique Pharmaceutical Laboratories 2/2
(a Division of J. B. Chemicals & Pharmaceuticals Ltd)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTU®IKAT AAIKOCTI Ne 10FP23003781

METROGYL DENTA®/ Batch Number/ Homep :
: it ; . F174102
Product name/Halimenysanus npoayxry METPOILJI IEHTA® cepii: PGF1741023
2026 9

Date of Manufacture/ 2023 10 26 Expiry Date/ Tepmin &
Jara supobunursa; yefzr/ mo il day/ NPHAATHOCT: yeat/ mon

pix Micans aets pix Micss
Test/ Tecr Specification / Cneuudixanis Result / Peayantar
f,,f::::t of Nifelte] Biic Not more than 50 ppm / He Ginsiue #ixx 50 ppm 8.4 ppm

7.Assay/ Kinnxicne susnaueuns
7.1.Metronidazole Benzoate (eq. to .
Metronidazole) / Merporizasony 95.0% to 105.0% of the labelled amount, i.e 9.5 mg/g - 10.5 mg/g / 9.8 my/g/mr/r

X ; s 60 Tt : . g T
Bersoar (eKBisaieHTHO 95,0% - 105,0% Bix xinskocti, 3asnaucuol #a eruxerui, To6to 9,5 — 10,5

METpoHifasony) mr/r 97.8 %

: 95.0% to 110.0% of the labelled amount, i.e 0.475 — 0.550 mg/g / 0.515 mefe /Mr/r
I S GO ROmaL6 95,0% - 110,0% six kinsxocri, 3a3nauciiol 1a exakeri, To6To 0,475 — 0,550 ve
XNOPrexCUARKY IIOKOHAT /T 103.0 %

8. Microbiological purity/ Mixpo6ionoriana uncrora
Total Aerobic Microbial Count (TAMC)/3aransna

KistbKicTs aepofumx Mikpoopranismis (TAMC) Not more than 10* CFU/ g/ He 6imbue 10°KYQ /1 <20 CFU/g/KYOIr
Total Combined Yeasts and Moulds Count (TYMC) /
3aransna KINEKICTs APIRIDKOBUX T8 IAICHABHX IPUOIB  Not more than 10' CFU / g / He Ginbwe 10" KYO /¢ <10 CFU/g/KYO/r
(TYMC)
Pseudomonas aeruginosa Absent in 1 g/ Bincyruicrs 8 Ir Comply/ Bignosinac

. Staphylococcus aureus Absent in | g/ Bigeyrnicth 8 Ir Comply/ Bianosinae

Comments / Komenmapi

Accepted/ Hpuituaro

There is more decimals inside Laboratory Information Management System data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difference in corresponding values,
Tudopmauiitna cucrema naboparopii (LIMS) noxasye Ginpiie AECATKOBMX 3HAKIE, 1 TINbKY XESK] 3 HUX BinoSpaxeni B coprudixati sxocTi «mr/ry
Ta «%» W1 KUIbKICHOrO BH3HAMEHHS XNOPIreKCeRRIY MIOKOHATY), CaMe e € IPHYMHOIO HESHAYHMX BIAXAIEHD ¥ BiXITOBIIHMX SHAYEHHAX,

Certification statement / 3assa upo ceprudiranio:

[ 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. The batch processing, packaging and analysis records were reviewed and
found to be in comipliance with GMP. / Lium s 3acBizy10, 1o HaBeicHa BHINE ingopmais € gocrosiproio Ta TouHoio. Lo cepito npoaykuii Gyno
BHPOGAEHO, BIITIOUAI0NH NAKYBAHHA T2 MAPKYBAHHS T2 IPOBECHO KOHTPONS 1T AKOCTI HA BHINe3aIHaeHIN HinsHAL] y noswiit Bignosinnocti 3
susorami GMP, BetanoBiIeHHMI MICUCBUM PETYNATOPHUM OPraHOM, a8 TAKOX BiAMOBIAHO 10 cneundixanii, wo MicTaTECA ¥ peecTpauiiiomy
Mocse Kpainu-iMnoprepa. IIpoTOKOAN BUPOGHUUTBE, TAKYBARHA Ta aHANI3iB GyJ10 nepernAHyTo Ta BCTAHOBCHO BIMNOBIANICT BHMoramM GMP,

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualitied Person at validated computerized system of production site /[{ara Bunycky cepii - nara konyt naua cepis Gyna ceprudikosana
B noBHii ianosinuocri zo sruvor HBII ta saTsepmxena YnosnosaxeHoro Ocobolo SuliXomM €NCKTPOHHOIO TiRMHUCY B BasliNoBauil KoM toTeprif
cucremi BupoGHRYOT tinsHuni,

** The date, next to handwritten signature shows actual date when paper copy of certificatc was printed and manually signed by Qualified Person
in accordance with GDocP /[lata 6ing py4roro nigmucy ~ fara, Komu narneposa sepcis ceprudixary Syna posspykosana Ta nignucana
YrnosHOBOXEHOIO 0c06010 ¥ BiANOBINKOCT 20 BuUMOr Hanexuol Hpaxryky JOKyMCHTYBaHHS. .

br A CTHbeR. Prampe J@ﬁ\a@ AT\

Qualified Person name/ Im's Virossosaskenot nature/ [Tignuc  Date**/[[ara** s “Stamp./ Iilramn
Ocobu E ~




AEP’JKABHA CJIVIKFBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KAIBCHKII OBJIACTI

npos. Ceitmugrof Hanil, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €[[PTIOY 37078774

BHUCHOBOK
PO SAKICTH BBE3eHOro B YKpaiHy JliKapcbKoro 3acody

16.04.2024 Ne 11290/24/10

METPOI'LI TEHTA®

(HaiiMenyBanHs TiKapCHKOTO 3acofy 3TiHO 3 PeECTPaLifHiM OCEIITCHEIM)
reab st siced; o 20 r y Ty6i; mo 1 ty6i y kapronuiii kopo6ui

(bopma BuIyCKY, JO3YBAHHA, BUJ NaKyBAHHS JIKapPCLKOro 3aco6y)
Howmep peecrpauiitroro nocsizuenns UA/2871/01/01 crpox aii peecrpaniitzoro nocsizgenns 01.01.2099
Cepis nixapcekoro saco6y Ne PGF1731023 Kinexicrs BBesenoro nikapcsxoro sacoby 23040

«tOnix ®apmaceroTuxan JlaGoparopiz» (Binainenns dpipmu «JIx. B.

Bupo6uuk . . ]
Kemikans enn @apmacerotuxans JITA.»), [aais
(uaiiMeHyBaHHT BUPOGHIKA JIIKAPCEKOr0 3aC00y, KpaiHa MOXO0HKEHH )
Baesero B Vkpaiiy ToBapucreo 3 06mexenoro Bixnosizaabuicrio " Ixoncon i JKoHCOH

Ykpaina", inenr. xox: 35893512

(ualtverryBanmx Ta xox 3a €JPTIOY ropumwarof ocobu a6o mpisBume, iM'A, 10 GaTEKOBI ¢izmasoi
ocoGH - migmpremI, ii MicIe IPOKHMBaHHA Ta peccTpaniitHuit HoMep 0GIKOBOI KAPTKY IIATHHKA
nozxarkis abo cepis Ta HoMep nacriopra)

IIporoxos Bisyaasuore konrpomo six 18.03.2024 N= 0491/3.

Jla6oparopruii ananis sxocti nikapcrkoro 3acoby 3ailcHenuit:

ALl "Hentpaneaa naGoparopis 3 aHamisy AKOCTi JiKapehkuX 3aco6iB i Memuaroi poayKii”
(M.Kuis, Byn. Kynpseceka 10r m.Kuis, By Kynpasceka 8B Kuiscpka obnacts, ¢. Hosi Iletpisui,
ByJ1. IBana ®pauka, 19)

(maiiMeHyBAHHS T2 MiClIE3HAaX0KeH s Tab0paTopii, MO MpoBeNa TaGOPATOPHEL aHAM3 AKOCTI)

Bucrosox mono sxocri nikapeekoro 3aco6y, Bunanmii naGoparopieio six 12.04.2024 Ne 0744

Pesynstaru maboparoproro ananisy sxocTi ikapcekoro 3acoby 3a nepeBipeHuMy nokasHAKamMy BIIIOBINA0TH
BAMOTI'aM METO/iB KOHTPOMIO AKOCTI (aHAITHYHO-HOPMATHBHOT JOKyMEHTALiT).

3a  pesynbTaTaMu IepKaBHOTO KOHTPOMIO BCTAHOBIEHO, IO JHKADCHKHH 3aci6 BBE3eHO B Yxpainy 3
AOTPHMAHHSM BUMOT 3aKOHOABCTBA LO/0 3a0€3MEEHHs SKOCT] TKAPCHKUX 3ac06iB.
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Unique Pharmaceutical Laboratories 1/2
(a Division of J. B. Chemicals & Pharmaceuticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICATE/ CEPTUDIKAT SIKOCTI Ne 10FP23003778

Produci name/ METROGYL DENTA®/ Pharmacentical form/ Gel for gums /
Haitmenypanust npoaywry: METPOTLI JEHTA® Jlikapcska dopmas Tens ans sceu

1 g of gel contains / 1 rremo micturs: Metronidazole Benzoate 16 mg re-calculated on Metronidazole 10 mg /
Strength/ Cuna  Merponinasony Gensoary 16 mr, y nepepaxysanni na Merponigason 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg

ait: re-calculated on Chlorhexidine Gluconate 0.5 mg / Posuu Xnoprekcunuuy I'mokonary (20%) 2,5 Mr, y nepepaxyBanHi na
Xnoprexcuzuny [nroxonar 0,5 Mr
MAA number/ womep P.IL.: UA/2871/01/01 Manufacturer license/Jliuensis Bupobuuxa: G/1575

Production site name and  Unique Pharmaceutical Laboratories/ "IOnix ®apmacsiotuxat JlaGopatopis” (a division of J.B, Chemicals &
location/ Haitmenysanns ra Pharmaceuticals Ltd/ (sinminenus dipmu “x. B. Kemixans engy @apMacsiotukans Jira.”) Plot No. 304-308,

MicLe3HAX 0IKEHHS G.LD.C. Industrial Arca, City: Panoli — 394 116, Dist: Bharuch, India/ Hinsuxa Ne 304-308, xi. A 1. Ci.
nimauru: Innactpian Epia, micto Hanoai - 394 116, oxpyr Bxapyx, Inais
Manufacturing country/ India/ Tuzi Package size and type/ Posmip 20 g in tube; 1 tube in carton pack/20ry
Hepsxana Bupobuni: Ol A T4 THR DAKYBARHES: Ty6i; no 1 Ty6i y xaprouniii kopo6ii
consumers units/
Batch Number/ Homep cepii: PGF1731023 Quantity/ PoaMip cepii: 24240 J— ’
Specification number/
Ne Crnenadpiranii: FPI506592/UKN Expity date/ 2026 9
Tepmin npuaaruocri: year/ montly/
pix Micap
Date of Manufacture/ 5?:3 mgfw di?r/ Date of batch release*/ 32{}23 “th/ d:y /
v Z sk, i mont
Jarta supobuuurea: ik il et Hara Bunycky cepii*: pix siéns -y
Test/ Teer Specification/ Crienndixauis Result/ Pesyarrar
1.Description/ One White to off white opalescent smooth gel / Binuit a6o maitoke 6inui onasecucaTnmt M’ sxuit Comply/
rens Bixnosizae

2.1dentification/ Lnenrudpixanis :

A)The retention time of peak of metronidazole in the chromatogram of sample solution must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard
solution (Quantitative determination) / Yac YTPHMYBaHHS iKY MeTponinasony Ha
XPOMATOrpamMi po3uniy 3pasky NOBHHEH BiZnOBigaTH Hacy yIpuMyBaHHs Niky Merpasisazony
Ha xpomarorpawi crasgaptroro posunny (Kinskicne BH3HAYCHHS)

B) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
correspond to the retention time of peak of chlorhexidine in the chromatogram of the standard
solution (Quantitative determination) / Yac yrpumysanss niky XIIOPTCKCHAMHY Ha ?Omp!y /
XPOMATOrpami PO3UHHY 3pa3Ky HOBHHEH BINOBINATH HaCy YTPHMYBAHHA MKy XITOPreKCHANHY Biarnobinac
Ha XpomMarorpami crasnapraoro posusny (Kinsxicue BUSHAUCHHS)

2.1.Metronidazole/

Comply/
Merpouninazon

Bianosinae

2.2.Chlorhexidine/
Xnoprexenaun

3.pH (10% aqueous

suspension)/pH (10% 50-7.0 6.1
BOASHA Cycnensia)

4.Minimum tube fill/ Average index for a tube filling must be not less than is stated in the label. Each of 10 tubes

Minimansne nanosuenss  filling should be not less than 90% of stated in the label / Cepentie snauenus any vanosuenHa

Ty6u (10 tubes / 10 Ty6) TYG¥ IOBHHHO ByTH He MCHLIC BiX 3a3HANEHOrO Ha eTvKeTHl, HaNOBIERHS KOXIO! i3 10 1y6 205¢r

NOBHHNO CrianaTh He MeHiue 90% Bij 3anayuenoro Ha eTrkeiii
5. Related substances/ Cnopianeni CNOAYKH
2-methy!-S-nitroimidazole / 2-

- : o,
Merisn S-ritpoiminason Not.more than / He 6insime nixk 0.5% <01 %
Metronidazole/Mérponigason Not more than / He Sinsiue gix 2.0% 0.3 %
Benzoic acid / Bensoitna . , :
N— Not more than / He 6inbte sk 2.0% 01 %
Any other unidentified
impurity / Byas-sxa isma Not more than / He-6innie wix 0.5% <0.1 %

HeinenTHdixonana qomilxa
Tota! other unidentified

impurity/Cyma igmux Not more than / He 6inbiue nixk 1.0% <01 %
ueinedTUdiKoBaHUX AoMilIOK




Unique Pharmaceutical Laboratories 2/2
(a Division of J. B, Chemicals & Pharmaceuticals Ltd)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTH®IKAT SIKOCTI  Ne 10FP23003778

METROGYL DENTA®/ Batch Number/ Homep GF 2
i H ‘ ; F173102
Product name/Haiimenysanns npogyxry METPOTLI JEHTA® cepit: p 023
2026 9

Date of Manufacture/ 2023 10 26 Expiry Date/ Tepwin .
Hara supobuuursa: y c?r/ o ath/ day/ NpUAATHOCTE 2l 4 TEqH

PiK MICRIDL ACHL pIX Mmicaub
Test/ Tect Specification / Cnenndixanis Result / Peayaprar
6..Cont?nt QENIeite/ Buicy Not more than 50 ppm / He Ginswe uix 50 ppm 8.3 ppm
HiTpurin
7T.Assay/ Kiarxicue susnavennn
7.1.Metronidazole Benzoate (eq. to . o . . 9.9 mg/g/ M/t
Metronidazole) / Metponizasony W95(;Oﬁ) to I(‘)’S.O’A; of the labelled amount, i.¢ 9.5 mg/g - 10.5 mg/g / g g/
Bensoar (exeiBanenTio 95,0% - 105,0% Bin Kinskoct, 3a3nauenol na etukerni, o670 9,5 ~ 10,5
MCTPOHiAA30:1y) M/ 98.7 %

: ) 95.0% to 110.0% of the labelled amount, i.e 0.475 — 0.550 mg/g / 0.526 me/g /wr/r
7:2.Chiothexeding Glucorigte / 95,0% - 110,0% Bix kinsxocti, 3a3nauenol ua eTuxerwi, 10670 0,475 - 0,550 et
Xn0prexCHARIY rIoKoHaT 1053 %

Mr/r 2 e
8. Microbiological purity/ Mixpo6ioaoriuna uncrora
Total Acrobic Microbial Count (TAMC)/3arwisna 5 ) 5 N
KiIbKioTh aepoGuuX Mikpoopratiamis (TAMC) Not more than 10° CFU / g/ He 6inbue 10° KYO /¢ <20 CFU/g/ KYO/r
Total Combined Yeasts and Moulds Count (TYMC) /
3aranpia KibKICTs APIRIKOBUK T ITICHABHX rpuGiB  ‘Not more than 10' CFU / g/ He 6insue 10' KYOQ /1 <10 CFU/g/KYOr
(TYMCQ)
Pseudomonas acruginosa Absentin 1 g/ Bixcyrnicrs 8 Ir Comply/ Binnosinae
Staphylococcus. aureus Absent in 1 g/ Bizcytnicrs 8 Ir Comply/ Bianosinae

Comments / Kosenmapi

Accepted/ [lpuituso

There is more decimals inside Laboratory Information Management Systemn data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difference in corresponding values,
Inopmaniiina cucrema naGopatopii (LIMS) noxasye Ginblue fecarkonny 3HaKis, i TIMBKH ReAK] 3 HEX ninoBpaskeni B ceprudiari sxocti «Mr/ry
T2 «%» s kinskiciioro susnavents Xnoprekcenuny TIOKOHATY). CaMe 1e € BPRUHHOI0 HE3HAYNHX BifIXHIICHD Y BIANOBIAHMX JHAYCHHAX.

Certification statement / 3as8a npo cepTudikauio:

T 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 local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Lim & 3aCBiANYI0, WI0 HaBCAeHa BUIC indopMaNid € ROCTOBIPHOIO T2 TOUHOK0. Lito cepito nponyxutii Gyno
BUPOGNEHO, BRIIIOUAIONH NAKYBAHIHS T2 MAPKYBAHHN T4 TIPOBECHO KOHTPONE Y KOCTI Ha BuieIasHaveniif AinsHuyi y nosuill sianosiznocri 3
suMoramu GMP, BCTanoBAeHUME MicueBuM PErYJIATOPHUM OPranOM, a Takoxk BIRHOBINHO 1o cneundixauii, wo Mictataca y peecrpauiiinomy

nocse kpainu-izmoprepa. [poroxony BIPOGHUITSE, TAKYBAHHS Ta aHaIi3{B 6YNO NEPCrNAHYTO Ta BCTAROBACHO sianosinuicts suMoram GMP,

* Date of bateh releuse is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site./Jlara BRITYCKY cepif - 1aTa kot fana cepisn Gyna ceprudixosana
B noyii sianosignocri 5o sumor HBII Ta satsepmkena Vnosnonakenoto Ocoboio LLIAXOM €NEKTPOHHOrO MANKCY B BaninoBaniil komm'iotepuii
cucTeMi BUpoGH1UOl AinbHyL,

** The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /ara 6ins PY4HOTO MY ~ faTa, KON TANEpOBa Bepcis ceprudpixary Gyna posapyxosana ta niAnKcana
YNOBHOBAXEHOI 0c060I0 Y BiANOBiAHOCT] o muMor Hanesuol Mpaxriar Jokymenrysarus, S

D IO Pempe M&. o5 ‘nll/cal,"} :

Qualified Person name/ Im's Yrosnosmxenot ~—pignature/ Tignuc  Date**//lata** " Stamp / 1litan n
Ocobn , . S




Unique Pharmaceutical Laboratories 1/2
(a Division of 1. B. Chemicals & Pharmaceuticals Ltd) TV-TMP-00937 v.4

QUALITY CERTIFICATE/ CEPTUQIKAT AKOCTI Ne 10FP23003767

Product name/ METROGYL DENTA®/ Pharmaceutical form/ Gel for gums /
HaitMeHYBaHHS NPOAYKTY: METPOI'LI JEHTA® Jlikapcbka dopma: Tens mid gceH

1 g of gel contains/ 1 rremo MicTuTs: Metronidazole Benzoate 16 mg re-cajculated on Metronidazole 10 mg/
Strength/ Chna Merpouinasony 6ensoatry 16 Mr, y nepepaxysanyi Ha Merponinason 10 mr, Chlorhexidine Gluconate solution (20%) 2.5 mg

aiis re-calculated on Chlorhexidine Gluconate 0.5 mg / Posunn Xnoprexcununy ['moxonaty (20%) 2,5 mr, y nepepaxyBsaHii Ha
Xnoprexcumuny Iniokorar 0,5 Mr
MAA number/ nomep P.IL: UA/2871/01/01 Manufacturer license/Jlinensis supobuuka: G/1575

Production site name and  Unique Pharmaceutical Laboratories/ "IOnix $apmacsioTixal JlaGoparopis" (a division of J.B. Chemicals &
location/ Haitmenysanun ta Pharmaceuticals Ltd./ (sinninenss dipmut “Jbk. B. Kemixans enp dapmacsiorukans Jita.”) Plot No. 304-308,

MiCUE3HAXOMKEHH G.1.D.C. Industrial Area, City: Panoli - 394 116, Dist: Bharuch, India/ [lingnka Ne 304-308, Haxi. Ai. i, Ci.
AUISHKH: Ingactpian Epia, micto [Tanoni - 394 116, oxpyr Bxapyx, Iuzis
Manufacturing country/ i/ Tumi Package size and type/ Posmip 20 g in tube; 1 tube in carton pack /20 ry
Jlepxasa BupobuuK: India/ Innia T4 THI NAKYBAHNA: Ty6i; no 1 Ty6i y kapTorHi# kopoGui
consumers units/
Batch Number/ Homep cepil: PGF1721023 Quantity/ Poamip cepit: 24240 oK. YIL.
Specification number/
Ne Creundiranii: FP/506592/UKN Expity date/ 2026 9
TepMmid IPHASTHOCTE: year/ month/
pix Micam
Date of Manufacture/ 3233 molfw d?;s' / Date of batch release®/ 3233 HW dfy y
' Sk mon
JiaTa BUpOOGHHLTBA: e Micaue JeHb Jara sunycky cepii*: plic | i
Test/ Teer Specification/ Crienydikauin Result/ Pesyaprar
1.Description/ Onuc White to off white opalescent smooth gel / Binnit a6o Malbke Gismuit onanecucHTHuH M’ AKHH Comply/
rens Bianosinae

2.Identification/ Inentudirauis :
A)The retention time of peak of metronidazole in the chromatogram of sample solution must
correspond to the retention time of peak of metronidazole in the chromatogram of the standard

i&g}gg:;ilifow solution (Qua?titativc determination) / qag YTPUMYBaHHS iKYy METpOH inasqny Ha . Biczxo:;ig;c
XpOMATorpaMi pO34MHY 3pa3Kky IOBHHEH BiANOBIAATH Yacy YTPUMYBAHRS NIKY METPaHIA30Ly
Ha xpomarorpami craumaprioro posunny (Kinekiche susnadenus)
B) The retention time of peak of chlorhexidine in the chromatogram of sample solution must
= correspond to the retention time of peak of chlorhexidine in the chromatogram.of the standard
2.2.Chlorhexidine/ solution (Quantitative determination) / Yac yTpuyMyBaHss Miky XIOPreKCHAMHY Ha ?Omp!y/
Xnoprexeuzuy XpOMaTOrpami po3uHHy 3pasKy OBHHCH BiANOBIATH Yacy YTPHMYBaHHS Niky XIOPreKCHIuHY Binnosizae
Ha XpoMarorpaMi crargapTioro posuury (KinskicHe Bu3HaueHHS)
3.pH (10% aqueous
suspension)/pH (10% 50-17.0 6.1
BOJSHA CYCHCH3is)
4.Minimum tube fill/ Average index for a tube filling must be not less than is stated in the label. Each of 10 tubes
Minimansie uanosrenns  filling should be not less than 90% of stated in the label / Cepeane 3Ha4CHHS 1S HAOBHCHHA
Tv6u (10 tubes / 10 1y6) Ty6H NOBMHHO GyTH HE MeHIue Bij 3a3navenoro Ha erikeriti, Hanosnenns koxkHof i3 10 1y6 204 ¢r
MOBHINO cinanaty ue menute 90% Bijx 3aHAUCHOTO HA ETHKETLL
5. Related substances/ CriopiaieHi cnonyku
i—:;;hg{ﬁ:;g;x;;ﬁ:{ole 12 Not more than / He Ginswe 1ix 0.5% <0.1%
Metronidazole/Metponiaason Not more than / He 6insue uix 2.0% 0.1 %
f::;g;z aeid / Benofta Not more than / He 6inbine nix 2.0% 0.1 %
Any other unidentificd
impurity / Byab-sika inwa Not more than / He 6insme nix 0.5%

HeinenTHdikoBana aoMimka
Total other unidentified

impurity/Cyma iHmmx Not more than / He insiue nix 1.0%
HeigenTHdixoBaHUX AOMIIIOK
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Unique Pharmaceutical Laboratories 2/2
(a Division of J. B. Chemicals & Pharmaceuticals Ltd)

TV-TMP-00937 v.4
QUALITY CERTIFICATE/ CEPTH®IKAT AKOCTI Ne 10FP23003767

METROGYL DENTA®/ Batch Number/ Homep

Product name/HaliMeryBaHHS OPOAYKTY: METPOTLI AEHTA® Sepi PGF1721023
2026 9
Date of Manufacture/ 2023 10h/ d26 y Expiry Date/ Tepmin ’ W
Jata BUpOBHULTBA: year,  hgnt Y npuaaTHoCTi: year mmon
pIx MICALb ACHb PIK MiCAUDL
Test / Tect Specification / Cnenndixauis Result / PesyanTat
fuf;:::t of Nitrite/ Butict Not more than 50 ppm / He Ginswe uix 50 ppm 8.7 ppm
7.Assay/ KinpxicHe BusHaveHus
7.1.Metronidazole Benzoate (eq. to
Metronidazole) / Mcrpoxiua:(zo?xy 95.0% to 105.0% of the labelled amount, i.e 9.5 mg/g — 10.5 mg/g / 9.9 mg/g/mr/r
Bewaoar (eKBiBaNEHTHO 95,0% - 105,0% Bin xinpxocti, sasnauenol na eruxerui, 70610 9,5 - 10,5
MCTpOHIRa30MY) Mr/r 98.6 %
. N 95.0% to 110.0% of the labelled amount, i.¢ 0.475 —0.550 mg/g / 0.519 me/e /Mrir
7.2 Chlorhexedine Gluconate / 95,0% - 110,0% Bix KinbkocTi, sa3Havenol a eruxerii, To6To 0,475 — 0,550 e/t
XJIOpreKCHAKHY TIIOKOHAT e 103.7 %
8. Microbiological purity/ MixpoGionoriuna uucrora
Total Acrobic Microbial Count (TAMC)/3aransia ) Y
KinbKicTs aepoGuux Mikpoopranismis (TAMC) Not more than 10° CFU / g / He 6inse 10" KYO /1 <20 CFU/g/KYOIr
Total Combined Yeasts and Moulds Count (TYMC) /
3aranbya KiTbKiCTh ApbKIXKoBHX Ta naicHABMX rPRGIB  Not more than 10' CFU / g/ He Ginplie 10' KYyO/r <10 CFU/g/ KYOIr
(TYMC)
Pseudomonas aeruginosa Absent in 1 g/ BigcyTsicts B 11 Comply/ Binnosinae
Staphylococcus aureus Absent in 1 g/ Bincyrnicts B Ir Comply/ Binnosizae
Comments / Komenmapi
Accepted/ Ipuitusto

There is more decimals inside Laboratory Information Management System data sheet and only allocated decimals are reflecting in Quality
Certificate for mg/g as well as for % Assay of Chlorhexidine Gluconate and this is a reason for minor difference in corresponding values.
Tngpopmaniitna cucrema iaGoparopil (LIMS) mokasye Ginblue NeCATKOBMX IHAKIB, | TUILKH ACAK 3 HUX pifoBpaxeni B cepruixari axocti «MI/T»
1 «%» IS KUTbKICHOTO BH3HaueHHS X/TOPreKCeIuHY TIIOKOHATY). CaMe 11e € IPUHUHO HESHAUHMX BIXUWICHb Y BiAMOBIRHUX 3HAYCHHAX.

Certification statement / 3anBa npo cepTHdikauiio:

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 local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP. / Lum = 3acBifuyio, IO HABEACHa BHLIE indopmalis € JOCTORIPHOIO T4 TOYHOIO. ITio cepito npoaykuif Gyno
Bipo6IeHO, BKITIOYAIouH NAKYBAHHS TA MAPKYBAHHS Ta IPOBCJICHO KOHTPOIL i RKOCTI Ha BHIIe3a3HaveH il AinsHuLi Y NOBHIH BixroBiAOCTi 3
suMoramu GMP, BCTAHOBNEHUMHM MIiCLICBHM DETYJIATOPHAM OPTaHOM, a TaKOX siznosinHo o cnenudikauill, wo MicTATLCH Y peectpauifoMy
HOche Kpaiuu-iMnoprepa, TTpoTokonn BUpOGHAUTBE, NAKYBAHHA Ta ananisis 6yno NeperigHyTo T2 BCTAHOBNACHO sinnosixuicts sumoraym GMP.

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site /Tlata BHMyCKy cepil - AaTa KoMy AaHa cepis Gyna ceprudixosana

B nosuil signosixuocti 1o sumor HBII ta 3atsepxena Y IOBHOBAKEHOIO OcoB0i0 WIAXOM EIEKTPORHOTO TiAMHCY B Ballif0BaHIA xomm'loTepHik
cucremi BUpOBHNUYOT AITBHULL.

** The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person
in accordance with GDocP /J{ata 6ins py4HOro miANKCY - AaTa, KONM Naneposa Bepcin ceprudikary Gyna po3npyKoBana Ta nignucana
YII0BHOBAXEHOIO 0CO6OI0 Y BiAToBiAiocT] Ko Bumor HanexHol TIpaxrixy JIOKYMCHTYBAHHSL.

ﬁ(QDITH‘fD% ELymme wﬁ»@» 0% |15

ualified Person name/ Im'a YnopHOBayeHO! ~_ijgnature/ Migmic  Date*¥/[lara**

Qcobu




JNEPKABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHiBCBHKIU OBJIACTI

npos. Caitmmanoi Hapii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpAiHy JiKapchKOro 3ac00y

16.04.2024 Ne 8304/24/10

METPOTI'LJI IEHTA®

(uafiMeHyBaHHs IKapChKOTO 3ac00y 3TiNHO 3 peecTpauiiHIM OCBIAIEHHAM)
rep 148 sicen; no 20 r y Ty6i; mo 1 Ty6i y KapToHHIii KopoOui

(hopMa BUITYCKY, HO3YBaHHS, BH/ [AKYBAHHS JIKapCHKOTO 3aco0y)
Howmep peectpaiitnoro nocsinuenns UA/2871/01/01 crpox aii peectpaniinoro nocsideH s 01.01.2099
Cepis mixapcbkoro 3acoby Ne PGF1721023 KinskicTs BBe3eHOrO0 Jikapehkoro 3acoby 15360

«IOmix dapmacsiotukai JlaGoparopis» (BiamineHHs GipMu «Jlx. b.

Bupobuux . .
P Kemikans enn @apmacsiotukans JITa.»), Tamis

(HaiiMeHyBanHs BUPoGHHKaE JTiKapChKoro 3acofy, kpaina HIOXODKEHHS)

Baesero B Ypainy ToBapucTBo 3 06Mesxenolo BixnosizansnicTio "xoncon i ixoncon
Vkpaina'", inent. xon: 35893512

(nafivenyBanns Ta kof 3a €JPTIOY 1opnmuanol ocobu abo npizBuLe, iM's, 110 GaTbkoBi diznuHoi
ocobu - nianpuemd, il MicLe TPOXHBaHH Ta peecTpauifinmii Homep 00J1iKoBOI KAPTKH NJIATHHKA
nonaTKis abo cepis Ta HOMEp NACTIOPTa)

TIpoTokon Bisyansnoro kontpomio six 14.03.2024 Ne 0276/3.
JlaGopaTopHuil aHAli3 AKOCTI JIiKAPCHKOTO 3200y 3MiACHEHUH:

JIIT "T{enTpanpHa 1abopaTopis 3 aHATIi3y AKOCT JIIKAPCHKUX 3ac006iB 1 MeIUIHOT IPOLyKIii"
(m.Kuis, Byr. Kynpsscska 10r m.Kuis, Byn. Kynpssceka 8B Kuiscbka obnacts, ¢. Hosi Ilerpisui,
By.. Isana ®panka, 19)

(HalimMeHyBaHH T3 MiCLIE3HaXOLKCHHSA naGoparopii, 1o Tposesa nabopatopHuit a3 AKOCTI)

BHCHOBOK INOJIO AKOCT] JiKapchKoro 3acoby, BujaHui aGopaTopiero Bix 12.04.2024 Ne 0735

PesybTaTy Ta6OpPaTOPHOTO aHaNi3y AKOCTI JIKAPCHKOTO 3aco0y 3a [epeBiPEHIMH [I0Ka3HUKaMH BiINOBiZa10TH
BHMOIaM METOZIB KOHTPOJIIO SKOCTI (aHaIiTHIHO-HOPMATHBHOI JOKyMeHTALT).

3a pesyNbTaTaMH JEPKABHOTO KOHTPONIO ~BCTaHOBICHO, 1IN0 mikapchkui 3aci6 BBE3eHO B YKpalHy 3

)IOTpI/IMaHHSIM BUMOT 3aKOHO/IABCTBA MO0 3a6e3rIeueH s IKOCTi niKapchKKX 3acobiB.
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