Azarbaycan Respublikasi Azerbaijan Republic
Sahiyye Nazirliyi Ministry of Health
ANALITIK EKSPERTIZA EM ANALYTICAL EXPERTISE
MGRKGZ' Analitik Ekspertiza Markazi CENTER

~ Baki AZ1065, Cafar Cabbarli kii., 34, Tel./Faks: (+994 12) 596 05 20

e-mail: aem@pharma.az
www.pharma.az

34 Jafar Jabbarli str., Baku AZ1065, Tel./Fax: (+994 12) 596 05 20
e-mail: aem@pharma.az
www.pharma.az

Analiz sertifikati
) Certificate of analysis
Analiz N2 580378 MMy Daxilolma tarixi  22.06.2023 Tarix: 03.07.2023
| Analysis Ne 00580378 Date:
Darman formasinin adi: Seriya Ne 030423
Product:  prosTAZOLIN (0,5 + 0,4) mq Kapsul N 30 Batch Ne
2 . ' i iMC
Daxil olma manbayi: Istehsalgi: g'ﬂorzi?s';:: MM,
Customer: HEALTH PHARM MMC Manufacturer:
¢ i Son istifada tarixi
Analiz metodu: :
istehsalgi NS-i 315-23 Exp.date 01.04.2025

Method of analysis:

Xarici gérinust

yasll rangli iki hissali jelatin kapsul; terkibi: 1) agimtil rangli
toz, 2) qirmizi rengli, dairevi formali tablet

Orta ¢okisi

528.5 ma (484.5 — 535.5 ma), tarkibi: 421.9 mq (392.35 --
433,65 mq): 1) 300.7 mq (278.35 -- 307.65 md), 2) 121.2
mq (114.0 -- 126.0 mq) (0.0001665246%)

Dezintegrasiya muddati

02 dag. 55 san.

Eyniliyin tayini

dutasterid -- megbul test, tamsulozin -- magbul test

Migdari tayini

dutasterid -- 0.525 ma/kaps. (0.45 -- 0.55 mg/kaps.);
tamsulozin -- 0.381 mq/kaps. (0.36 -- 0.44 mg/kaps.)
(0.002116255%)

Standart nimunays uygun gablagdinimasi va
markalanmasi

uygundur

Qeyd

*_plgmalerds hesablanmig genislendirilmis
geyri-musyyaenliyi ifade edir

Mikrobioloji temizlik

uygundur

Qorar: Taqdim olunan nimunaler Normativ &

Analitik
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AzAK

EM AZS iSO/IEC 17065-2021
AZ 02.0723.01.22

Darman vasitalarinin uygunlugunun qumatlandmlmaSI barada

UYGUNLUQ SERTIFIKATI

Azarbaycan Respublikasi Sahiyya Nazirliyi
“Analitik Ekspertiza Markazi” publik hiiqugi saxsinin
Sertifikatlagdirma komissiyasi AZ 02.0723.01.22
AZ 1065, Baki ahari, Yasamal rayonu, C.Cabbarh kiigasi 34

B N¢ 027470
Sertiﬁkaﬁn verilma tarixi ___4iyul 2023-ciiil  Sertifikatin etibarliliq miiddati 01.04.2025
Sertifikatin N2 6520 Qeydiyyat vasigasinin N2__DV Ne22-00466
Uygunlugu giymatlandirilmis PROSTAZOLIN (0,5 + 0,4) mg Kapsul N 30 _seriya Ne 030423

(derman vasitasinin adi, dozasi, buraxilig formasi ve seriya némrasi)

166 21.10.31
(xarici igtisadi fealiyystin mal nomenklaturast) ("Mahsul névlari tasnifatl” Gzre kod)

HEALTH PHARM MMC , AZ1146, BAKI S9H3RI BINSQS8Di RAYONU, SULUTSP8 Q8S., RUSLAN
(sertifikatlagdirilan darman vasitssini idxal edan htiquqi sexsin adi ve hiiqugi invani)

ALLAHVERDIYEV, ev 47, dénga 7

BIOPOLUS MMC, Giirciistan

(derman vasitesinin istehsalgisi, 6lka)
istehsalgi NS-i 315-23

(standartlagdirma lizre normativ senadlarin adi, némrasi ve tarixi)
talablarina cavab verir.

g 580378 Ne-li ANALiZ NoTicasi o
Sertifikat asasinda verilib.

(verilmasi tglin asas)

Sertifikatlagdirma sxemi: 11

. " Siileymanov M.Y.
Bas direktor -

(ad1, soyad, atasinin ad)

Sertifikasiya

. o L. Maharramov F.O.
komissiyasinin sadri

(adi, soyad, atasinin adi)

¢>




AZBRBAYCAN RESPUBLIKASI AZERBAIJAN REPUBLIC

SOHIYY® NAZIRLIYI \ ? MINISTRY OF HEALTH

QEYDIYYAT VoSiQosSi

REGISTRATION CERTIFICATE
DV Ne 23-00349

Vasiqa verilir/This certificate is issued to

Biopolus MMC, Giirciistan / Biopolus LTD, Georgia

Istehsalgu, 6lka/Manufacturer, country
Biopolus MMC, Giirciistan / Biopolus LTD, Georgia

Azarbaycan Respublikast Sahiyya Nazirliyi darman vasitasinin doviat qeydiyyatina alinmasini tasdiq edir/
Is hereby certified that the Ministry of Health of the Azerbaijan Republic has registered the medicinal product

Prostazolin
darman vasitasinin ticarat adi/ trade name of the medicinal product

Dutasteride - 0.5mg, Tamsulosin hydrochloride - .0.4mg

tasiredici madda (lar) (beynalxalq patentlagdirilmamis adi) doza /
active ingredient(s) (international nonproprietary name) dosage

Microcrystalline cellulose, Mannitol, Corn starch, Silicon dioxide colloidal, Povidone, Lactose
komakg¢i maddalar/excipients

Kapsul Ne30 (3x10) blisterda, konturlu-yuval gablagsmada, karton qutuda /
Capsule Ne30 (3x10) in_ blister, in contour-cell packaging, in carton box
darman formasi, standart qablasdirma / pharmaceutical form, standard packaging

Qeydiyyat tarixi/
Date of the registration

Nazir miiavini .
Deputy Minister Ilgar Qasimov /
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