CEPTUDIKAT AKOCTI

JTEKJAPAIUA BUPOBHUKA IIIOJO AKOCTI HPOAYKTY

Name of product:

IIpodinakTHuHO-TiricHiYHHUIH 3acid
IPOJAEKCHH, BariHa/ibHi cynno3uTopii
Nel0

Cepis (maptis)Ne:

21072

3arasnbHa KUIBKICTB Yy cepii:

27712 o 10 cyn

Hara BUpoOHHUIITBA:

07/2021

TepMiH npuaaTHOCTI:

07/2023

BupoOHuk:

Py6idapm Ap3Heimitrens Tm6X, bpyaep-Tpimm-
LLitpace 62, 36396 CreliHay a.p. LTpace,
HimeuunHa

IlapameTpH KOHTPOJIIO Cnenudikanis PesyabTar

308BHiWHIN BUrnag (onuc) Bini abo maitxe 6ini BarinanbHi Bignoeimae
CYNIO3UTOPil
3amax Crenuodiunuii 3amna Binmoginae
Cepenns Bara 20r+5% 2,009r
Me3odineHi aepobHi Ta pakyIpTaTHBHO- <1000 Kyo/cm3 <10 Kyo/cm3
aHaepoOHi Mikpooprasizmu, Kyo/cm3
Hpixmkesi Ta miiceHeri rpubu, Kyo/cm3 <100 Kyo/cm3 <10 Kyo/cm3
Staphylococcus aureus, Kyo/cm3 BincyTHicTh BiZICYTHi
Pseudomonas aeruginosa, Kyo/cm3 BincyTtHicTs BiZICYTHI
TepMiH MpUOATHOCTI 2 poku Bignosinae
VYMoBu 36epiranns 36epiraT¥ Mpu TeMIepaTypi He
Buie 25°C y HelOCTy THOMY
V1A JiTei Micw.

ITlinTBepmkeHHs BiANOBIAHOCTI; JaHMI NPOAYKT BiANOBia€ BUMOTaM O€3MEYHOCTi.

[ata 11 cepnHa 2021
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CERTIFICATE OF QUALITY

MANUFACTURER’S DECLARATION ABOUT THE QUALITY OF THE PRODUCT
Name of product: preventive and hygienic means

PRODEXYN, vaginal suppositories Ne 10

Batch number: 21072

Total quantity in batch: 27712 x 10 pes

Manufacturing date: 07/2021

Expiry date: 07/2023

Manufacturer site: RubiePharm Arzneimittel GmbH, Briider-Grimm-

Str. 62, 36396 Steinau a.d. Str., Germany.

Controls Specified values Results
(permissible limits)
Description White to off white vaginal conforms
suppositories,

Odour Specific odour conforms
Awerage weight 20g+5% 2.009 g
Mesophilic aerobic and facultative anaerobic <1000 CFU/cm3 <10 cfu/g
microorganisms, CFU/cm3
Total yeasts-molds count, CFU/cm? < 100 CFU/cm3 <10 cfivg
Staphylococcus aureus, CFU/cm3 Absence absent
Pseudomonas aeruginosa, CFU/cm3 Absence absent
Shelf life 2 years conforms
Storage conditions Store at a temperature below

25 ° C out of reach of children.

Conclusion of conformity: this product complies with safety requirements and specifications.

RubiePharm

ARZNEIMITTEL GMBH
Bridder-Grimm-Str. 121
36396 Steinau a. d. Str.

Ante Grauel tedod of QA | Qu

Name and position of the person authorizing the batch release.

Signature of the person authorizing the batch release. 11, AU, 2021

Date of signature.
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