b . 0 . CEPTH®IKAT AHAJII3Y
L S@ bioc Inpactpi CERTIFICATE OF ANALYSIS

IMDUSTOLE

JIAKTOXHHAJIBb JIIT / LACTOGYNAL LP

Cepis: EU2014 lata BupoGHuITBa: 07/2020
Batch: EU2014 Date of manufacturing: 07/2020
Kon BHpoGy: 01213342 /laTa 3aKiHueHHs TepMiHy npnaaTaocti: 07/2023
Code article: 01213342 [Expiry date: 07/2023
Cneundikauii: SPE/PF/019 v 6 &7 YMmoBH 3Gepirauns: <25 °C
Specif ications: SPE/PF/019 v 6 &7 Storage conditions : <25 °C

/laTa 3akinvenns ananisy: 28/09/2020

Date of end of analysis: 28/09/2020

THIT AHAJII3Y CHELHOIKALIT PE3YJILTATH METOIH

TYPE OF ANALYSIS SPECIFICATIONS RESULTS METIIODS
IXIMIYHI BUITPOBLYBAHHS
CHEMICAL TESTS
OIMUC Tabaerxa 6exeBoro ko:aL0py Bianosinae He 3actocoByernes
ICHARACTERS Tablet with a beige color Complies N/A
ICEPE[IHSI MACA TA OJTHOPIZIHICTD 1000 Mr £ 5 % (8ia 950 Mr 1o 1050 Mr) 1009 mr §2.9.5 €ap. dapm.
IMACH* 1000 mg £ 5 % (950 mg to 1050 mg) 1009 mg §2.9.5 Eur. Ph.

MEAN MASS & UNIFORMITY OF MASS
* Maca ne 6inbine 2 TabaeTok 3 20 MONE BIAXHIATHCS Bia CepeaHboi] Bianosinae
Mach Ginblue Hixk Ha 5 %, jKo/IHA HE MA€ BiIXWIATHCA Ha
BEJTHYHHY, U0 Y 1B PA3H TIEPEBHILYE LiE 3HA4ESHHS
The mass of not more 2 than 20 tablets can deviate by more than

5% of the mean mass, and none may deviate by more than twice Complies
this percentage.

YAC PO3ITAJJAHHS >30 xBHITHH Big 37 po 65 xsuann §2.9.1 €ep. dapy.
IDISINTEGRATION TIME >30 minutes 37 to 75 minutes §2.9.1 Eur. Ph.
EAKTEPIOJTIOT'TYHI BUITPOBYBAHHS Hoyep 3paika; : 20-00881 Uuanimux: JAX AKypuar/Cmopinka: FO/306
IBACTERIOLOGICAL TESTS Sample number: 20-00881 Mnalyst: JAX Notebook/Page: FO/306
IIEHTH®IKALISL LACTOBACILLI Mo3ntueHa Binnosizae INS/CQ/341
[IDENTIFICATION OF LACTOBACILLI Positive Complies
UHUCJIO LCR35® z 1,0 x 10° KYO/rabn. 11pn sumycky 3,7x 10°KYO/Ir INS/CQ/368
LCR35® COUNT > 1,0 x 10° CFUAablet at release 3,7x 10°CFU/g

21,0 x 10" KYO/raba. ju Tepyily npuatiocti
2 1,0 x 10’ CFUAablet al expiry date

KIHETHKA BHUBUILHEHHSI JUs indopmani Bianosinac INS/CQ/405
KINECTIC OF LIBERATION For information Complies
BHITPOEYBAHHS HA 3AEPYJIHEHHSI / TESTS FOR CONTAMINANTS
- 3araisne uucnio acpobiux 3anana mexa < [ x 10° KYO/r <5KYOrr INS/CQ/335
MIKPOOPraHi3MiB, BiMiHHHX Bif Prescribed limit < 1 x 102 CFU/g <5CFU/g
Lactobacillus sp MakcuyansHo aonyctume umeno <2 x 102 KYO/r
- Total aerobic microbial count other Maximum acceptable count <2 x 102 CFU/g
than Lactobacillus sp
~  3araibHe YHCAO ApiALKERHX Ta 3anana Mexka < 1 x 10 KYO/r <S5 KYO/r INS/CQ/335
ILTiceHeBHX rpubis Prescribed limit < 1 x 10' CFU/g <5 CFU/g
- Total combined yeasts/moulds count MakcnmansHo ponyctime uneno <2 x 10! KYO/r
Maximum acceptable count <2 x 10' CFU/g
- Candida albicans Biacyrri (s 11) Bineyrni §2.6.13 €up. dapwm.
None (in 1 g) None §2.6.13 Eur. Ph.
- Staphylococcus aureus Biacymni (s 1 1) BincyThi §2.6.13 Cap. dapwm.
None (in 1 g) None §2.6.13 Eur. Ph.
- Pseudomonas aeruginosa Biacytni (8 1 r) Bizacytui §2.6.13 €sp. dapwm.
None (in 1 g) None §2.6.13 Eur. Ph.

*aHai3 i3 32Ty MeHIAM 30BHIINEOT OpratizaLii
*outsourced analysis Opuitak 29 sepecus 2020 p.
Aurillac, on September 29

Komrpoas sko ' :
[[CXBANEHO / ACCEPTED ] 8.0.3¢00 Qapiz| f‘uf ! \7 “]
BTN
70429 ARPAJON-SUR-

15004 AURILLAC CEDEX - FRANCE
RC.SAURILLAC B §29 243 271
AJIPECA BIIPOGHIIKA: 24 apenio Kopa HOMITLTY — BP 429-15 004 OPINIAK CE/IEKC - ®pannis

MANUFACTURER ADDRESS: 24 avenue Georges POMPIDOU - BP 429 - 15 004 AURILLAC CEDEX - France

Cranpapr Hara 3minu: 25/09/2020 / Modification date: 03/02/2017 pcin Cropitika
Reference Cracosyc T2 3aMiHIO€ Bci nomepe,uti Bepeii 10 Liei ah Version Page
ENR/CQ/BC/120 Cancels and replaces all prior versions up to this.date / 9 171
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Je soussigné, TR dumcnds

_ certifie véritable la signature
“ de @n Naret
apposée ci-contre.

LA SANTE PAR LE MICROBIOTE

Adexnapaudis npo signosigHicts N2DO01

Declaration of conformity N2001 "

TexHiuHoMY pernaMeHTy woao MeauyHux BNpoBis, 3aTBepmke oMy MNocTaHOBDIO
eig 2 yoaTHR 2013 p.

Technical requlations on Medical devices, approved by Decree of Cabinet of Ministers o,

=0 all UL

Haszsa MmeauvHoro eupoby:
Name of meaglcal device:

BHpoGHHUK:

Manufacturer:

BupobHn4a nnowagxa:
Manufacturing sife:

YrnoeHoOBaXeHUH NpeacTaBHUK B
YrpaiHi:

Authorized representative In Ukralne:

Knacudpikauia arigHo fogaty 2 TexHIYHOro
PErNameHTy WoAC MeaUYHNX Bupobis,
saTeepaxeHoro MNocranoeoin KatiHery MinicTpis
Yrpairu N2753 Big 2 wostHa 2013p.

Classification according to Annex 2 of Technical
régulation on Medfcal davices approved by Decree of
Cabinet of Ministers of Ukraine N2753 on 2 October
2013

Mpoueaypa ouiHky BipnosigHocTi:

Confarmity Assessment Route:

Homep ceptudpikata signosinHocTi:
Certificate number:

Ctpok gii ceprudiikaTta BignoeigHocTi:
Valldity period of Certificate of conformity:
Crpok ail gexnapayiil npo eignosigHicre:
Valldity period of Declaratfon of conformity:

NMpu3aHauyeHWi opraH 3 ouiHky BinnosioHocTi
Ta Woro igeHTudikauinHuil kog

Conformity assessment body with its Identification
nutmiber:

BHBINBHEHHAM
LACTOGYNAL LP, controlled-release vaginal tablets B
BIOSE,

Rue des Fréres Lumigre, 15130 Arpajon-sur-Cére, FRANCE
EUROPHARTECH,

Rue Henri Matisse, 63370 Lempdes, France

BIOSE INDUSTRIE,

24 Avenue Georges Pompidou, 15004 Aurillac cedex, France
TosapucTeO 3 o6MexeHow BignosinansHictio «KPATIA
MEATEXHIKA», YkpaiHa, M. Kuis, Byn, Barroeytieceka, 6ya.17-21, 6-i
noeepx

Limited Liability Company "CRATIA MEDTEKHNIKA", 17-21,
Baggovutivska Str., 6th floor, Kyiv 5

IIa
(MyHKT 13) '

IIa
(itern 13)

Boaatok B 8 noegrHadHi 3 Qogatkem 6 TexHluHOro pernaMedTy Woaa MEguYHHY
evpobis, 3ateepaxedoro MocraHosow KaSiHety MidlcTpia Yxpaiku N9753 eip 2
wobTHA 2013 p.

Annex B combined Annex & of Technical regulation on Medical devices approved by Decree of
Cabingt of Ministers of Ukraing N2753 on 2 October 2013

N2PR.458-18

no 13 motoro 2023,
until February 13 2023.
ne 13 marcro 2023,

until Februery 13 2023.
Tasapucrso 2 o6MeEKeHOK BignosigansHicTio
«YKpalHCbKMHA HAYKOBMHA THCTUTYT cepTudikauii»
Limited Liabifity Compgany "Ukrainian Research Institute of Certification"
UA.TR.116

BIOSE 5 ocobl MedepansHoro aupekTopa AapieH Hosonies, nig csoio 0pWAWYHY BIANOBIABNBHICTE ABKNAPYE BMKOHAHHS
OCHOBHWX BWMOr WOL0 MegwuHoro ewpoBy, arigie Jogatky 1 TexdivHOro pernamedty WoA4g MeguuHux BupoBis,
aaTeepaxeHdoro MoctaHosow Kabivety MinicTpis Ykpainu N2 753 aia 2 wostha 2013 p.

BIOSE duly represented by Adrien Novollez, General Director, declares under our sole responsibility the fulfiiment of baslc requirements for
medical devices, according to Annex 1 of Technjcal reguiations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine

NeZ53 on 2 October 2013,

Micue auaaul: ApnaskoH-ciop-Cap, ®pau SA auCapital de733 400 €.
ue sna o p-Cep, @panuis B o 24-avenue Georges Pompidou
Flace of lssve:  Arpajon-sur-Cére, FRANCE CS70429 ﬁHpMQN-SUR-CERE
Hara nignucy | NiANKC ynoBHOBaKEHDT 0CO6H 19-02-2018 15004 AURILLAC CEDEX - FRANCF
Date of signing | Slgnature of Authorized person RCS AURILLAC B 409 514 357

NIE ynoeHopaseHol ocobu | Hazsa nocagn

Aaplen Hisonles FeHepansHuA gupexkrap

Full Name of Authorized persan | Position Adrien Nivaliez General Direc{
Hara: 19-02-2018 Hoxep: 001 Peansuist™ Cropinka 13 1
Bre: 12-02-2008 Nuuilier: Versing: 1 Page ! of ]

Sociétd Anonyme 4 directoire ot conseil de survefllance au capital de 733 400 € = RCSAURILLAC B 409 514 353 » wviwbiose.com

* DIRECTION ET SERVICES COMMERCIAUX
Pare Technalagique de La Fardieu

1, avenue Léonard de Ying
63000 CLERMONT-FERRAND
Tel:+ 33 (0} 714051 02
Fax:-+33 (00473 2826 34 Fax:
contactahiose.com

France

« HECHERCHE ET DEVELOPPEMENT ;
24, avenue Georges-Pompidou
C570429 Arpajon-sur-Cire

15004 AURILLAC CEDEX ~ France
Tel; 33 (0)4 71 4642 43

+ 33 (0)4 7163 53 98
comact@blase.com

* SIEGE SOCIAL :
Rue des Frires Lumibre
15130 ARPRION-5UR-CERE ~ France
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«YKPAIHCbKUIA HAYKOBUW IHCTUTYT CEPTUDIKALLIT» .
TOBAPUCTBO 3 OBMEXEHOHO BIAMOBIAANBHICTIO 4/ U n I
04053, YkpaiHa, m. Kuis, Kyapsascbkuii y3Bis, bya. 7, odic 320 7

CEPTUOIKAT BIAMNOBIAHOCTI

Ilopsinox 3a0esmevennsi (PYHKUIOHYBAHHSI CHCTEeMH ynpaBJiHHA SKICTIO mix wac
BHpoOHMUTBA Meauunux BHpoGiB ([omarox 6 TexHiuHOro periameHTy MO0 MEIWYHHX
BUpOGiB, 3aTBepKerHOro nocranoorw Kabinery MinicTpiB Ykpainu Big 02.10.2013 Ne 753 (TP)

BupoOHuk: BIOSE

Opuguuna Rue des Fréres Lumiére, 15130 Arpajon-sur-Cére, FRANCE

aapeca:

Bupobunui BIOSE INDUSTRIE

NJIOMIAJKH: 24 Avenue Georges Pompidou, 15004 Aurillac cedex, FRANCE
YnoBHOBameHHIT TOB «KpaTtis Mearexnika»

NpeACTABHHK: 04107, m. Kuig, By barrosyrisceka, 17-21, Ykpaina

Bupobu: JAKTOXHWHAJIL® LP parinajbni Ta6ieTKH 3 KOHTPOILOBAHHM

BHBLILHEHHAM

IlpusHavuennii opran 3 ouinku BigmoBigHocti TomapucTBO 3 00MeNKeHOKW BiANOBIJAJBLHICTIO
«Yxkpaincbknii HaykoBHE iHcTHTYT ceprudikaniiy (inenrndikanmiiinuii Homep Ne UA.TR.116)
HiITBEPIKYE, MO0 3a3HAYEHMN BHPOOHHK BMPOBAJMBR CHCTEMY YNPABIIHHA AKICTIO IMIOAO MPOLECiB
BUPOOHHMIITBA Ta OCTATOYHOIO KOHTPOJIO CTOCOBHO 3a3HAYCHUX BHPOOIB Y BiANOBIAHOCTI A0 MyHKTIB 3-7
Honatka 6 TP Ta ska € 06’€KTOM NEpioiMYHEX HATJIAAOBUX ayJUTiB 3rifHO 3 MyHKTiB 8-11 Jlonarka 6
TP. Jlns peanisanii npoxykuii IIb Ta Il knacy pusuky momaTkoBo mae OyTd HasBHHI cepTHQikar
nepesipku Ty 3rijao Hojgarka 4 TP.

MMigcTapa pia BHAAMI:

3git PR.540/6-18 Bix 16.01.2018;

3gitT PR.540/7-18 Big 13.02.2018;

Pimenns npo Bunady ceptudixara PR.540/8-18 Bin 14.02.2018.

Ceprudikar Ne PR.458-18

Hiticauit mo «13» mororo 2023 p.

Bunannsa Ne 1. Ceprudikopano 3 14.02.2018.

Hara peectpauii «14» motoro 2018 p. e

7 " Kepfauuk oprany 3
7\ //Oulm 1TOBIAHOCTI
£~ 1 -P.0. Muxaiko

TS Cropinka 1 3 1

ISO/IEC 17065

80103
ISO/IEC 17021-1
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