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Manufactured by
$.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otopeni city, Eroilor str. Ne 1B, jud. Ilfov, Romania
Bupod:ieno
K.0. YOPIINI MEAULIMH €BPOTIA C PJL, Pymynis
Micuesnaxomxenrs: M. OroneHs, sy Epoinop NelB, oxpyr indos, Pymysis

CERTIFICATE OF ANALYSIS No.0012-ua-Op
CEPTHDIKAT AKQCTI N2 0012-ua-Op

Product name: ROTAPROST, hard capsules
Haszsa npodyxmy: POTAIIPOCT, meepoi kancyi

bSO 2300120
Ne cepii:

Batch size:

; 24 377 packages/ynarxogox
Posmip cepil: :

Manufacture date: 02.2023
Hama supobuuymea:
Expiry date: 02.2026

Tepmin npudamuocmi:

Tests Limits/Specifications Results
IMokazHHKH AKOCTI Hopmysauns Pesynawrar ;
Deseription Hard capsules size No.(, dark brown coloured Corresponds ‘
Onue containing powder from dark yellow to brown Bionogidac ‘

colour with white particles
Taepoi kancynu Ne 0, mesio-xoputHesozo
KONGOPY, WG MICINNTE OPOULOK BI0 MeEMNO-
RCOBMOLO DO KOPUUNEEE20 KOAbOPY 3 GInuMU
SGCMUNKAMU

Average mass of content 435 mg (mr) = 7.5% 430.1 mg (mr)

Cepedns maca ericmy Not more than 2 of the individual masses

Uniformity of weight deviate from the average mass by more than

Qonopionicme macu 7.5% and none deviates by more than 15%. Corresponds
He biavie wize 2 wousioyaneni macu Bionosioae

gidxuasomses 810 cepednuol Macu binews
wiste na 7, 5% I 3icO0HG HE GIOXUNACHILCR
Binvut Hisie wa 13%.

Water Not more than 5% 3.6%

Boda He 6inpoie HiK 5%

Disintegration Not more than 30 minutes 5 minutes (xgunuiy)
Posznuoanna He Ginvue Hine 30 xsurun

Heavy metals
Baxcri meniaiu

Lead (Pb) < 3.0 ppm Corresponds
Causeus (Pb) Bidnosidue
Cadmium (Cd) < 1.0 ppm Corresponds
Kanmifi (Cd) Biornosioae
Mercury (Hg) < 0.1 ppm Corresponds
Pryrs (Hg) - Bignosioae

/Exam OHE o\ OLI107T;
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Manufactured by
$.C. WORLD MEDICINE EUROPE S.R.L., Romania
Location: Otwpeni city, Eroilor str. No 1B, jud. Hfov, Romania
Bupobnero
£.0. YOPJIJI MEJMLIMH €BPOTIA C.P.JL, Pymynis
Micueanaxomenna: M, Orones, syn. Epoirop NelB, oxpyr Lados, Pymynia

Microbiological purity

Mirpo6ioyioriusa uuerora:

TAMC Not mere than 104 CFU/g < 10CFU/g
3azansHa KiTbKicme aepobHux He Binvwe wine 107 KYO/2 <]0 KVO/e
aixpoopzanizmie (TAMC)

TYMC Not more than 102 CFU/g < 10 CFU/g

- 3a2ANbHA KITKICHE OPINCONCOGUX MA He Ginouie uine 10° KVO/2 <]0 Ky O/e
naicussux zpubie (TYMC)

Bile-talerant gram negative bacteria Not more than 102 CFU/g < 10 CFU/g
Tonepanmni o JHCOBHI ZPAMHE2ANUBHT He binpwe nine 10° KYO/2 <]0 KYO/e
Gakmepit

Salmonella Absence/10 ¢ /Biocymuie 102 Absent/Bidcymisi
Escherichia coli Absence/] ¢ [Bideymuic i 2 Absent/Bidcymii
Staphylococcus aureus Absence/ 1 ;;B@c},m,ﬂg glz AbsenvBidcyani
Assay

Zing 0.0945 — 0.1312 mg/capsule (ua/kancyay) 0.1023 mg/caps
Hurx (me/kanc)
Selenium 20.25 — 28.125 ug/capsule (mxe/kancyny) 26.01 pgicaps
Cenen (mre/kanc)

Packing: 15 capsules in blister. 2 blisters with the enclosed leaflet in a carton box.

Vnarxosra: no 15 kancya y 6aicmepi. Io 2 Gaicmepu 3 IHCmpYRYIeo y KapmoHuit kopobyi,

Storage conditions: Store in a protected from moisture place at temperature not exceeding 25°C.

Keep out of reach of children!

Vmoau sbepicanna:; 36epizamu 6 3axuwyenomy 8Ii0 60i02u sicyi npu memnepamypi e euye 25°C.
36epizamu & nedocmynnomy Oz dimeil micyi!

Shelf life: 3 years from the manufacturing date. Do not use after the expiry date.

Tepmin npucamuocmi: 3 poxu 3 damu uzomosienns. He euxopucmosyeamy nicis 3aKinienna mepiny
npudamuocmi.

SURNAME AND POSITION OF PERSON,
APPROVING BATCH RELEASE TO MARKET Quality Director: Badicu Niculinag
Jupermaop BEA: Hixyaina Bacuuy

Hpizeunuge ma nocada / 36ans 0cody,

axa eudana 00381 Ha GUNYCK cepil

SIGNATURE AND DATE, STAMP
ITidnuc ma dama nidnucanus, nevamra / Wwmavn

09.03.2023




