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'(‘,{@)‘4 EKX" M YacTHoe akuuoHepHoe obwectso "TEXHOMNOM
‘ yn Crapan npopesvan, 8 Ten.: (04744)4.0302  npnewron
[PYNITIS PEPMEUBETHUOTIIL KOMNAS! r. Ymans, \lepracessn obn (04744) 4.03-01 YTIONHOMONOHHOO MO

20300, Yrpauna (04744) 40309  oraen hapMmarosagIopa
thast: (04744) 4-4149  o7gen cOuita

Ceprwpukar na cucremy yopasacins kavectaom JICTY 1ISO 9001:2015 Ne UAMQ.026-087-21

Cenacreavcreo JUT «Yepraceknii HBIL cramaapnirsawi, serposorin i ceprudnxatuin Ne P51 001320 npo KAJI OKK o7 02,04.2020 1.,
Crerenncteo Focyapersenion ¢ayats YRPMIHB! (10 JCKAPSTHCHIMM CPEACTIAM i KONTPOAN 1o aprotikam Ne 551 of arrecrannn aaGoparopin OKK

o1 31.10.2023 roaa

Ceprudurar naprun Ne 1

BUOJIOI'MYECKH AKTUBHAS IOBABKA «TPUBEKC», TABJIETKH 11O

750 MI' B BJIMCTEPAX IO 60 HLIT.

Crpaxa-npon3BoaHTENb Ykpauna
Homep TV u ero cpok aefictena TY V 10.8-291 1815898 - 001:2012 cpok aeicTus Seccpouto
Howmep naprum 10124U7
Koanuecrse npoaykuns 8 napri (Y., wr, wap.) 1 001 yn,
JlaTa npousBonacTsa 19.01.2024 roaa
JlaTa ueTeueHnA CPOKa roanoCTH 10 01,2026 roaa
Hasea yuactka YAO «Texnonor
Anpec yuactka YAO «Texuonor, 20300 Yepracexas o6, r. Ymaus yi, Ctapas npope3nas, 8
PE3YJIbTATbI MCIILITAHUN
J:‘e Mokasarenn KauecTsa Fhegenaunn nopiat RN MeToa KOHTPOJISt Pesyabrarsi
n/n AOKYMEHTALIN
Buewnunit Bua
1. REETRRRRa TabneTkn, Kpyrabie ABOAKOBbINYKIbIC TY.n. 6.2 CooTsercrayer
2 Hser Tadnerku — OT KPACHOI0 10 KOPHUHEBO- TV, n. 6.2 Coorsercrayer
> KPACHOTO uBeTa. CooTBeTCTBYET
TabaeTka A0JIKHA HMETh
cneunduyeckuii 3anax, CBONCTBEHHbI TV,n.6.2 o
% Brycm3anax HCXOAHOMY ChIPbiO, 0€3 MOCTOPOHHHX oy 20,234 CoomwercTayer
NPHBKYCOB 1 3aNaxos
4. Maccopas poasi Baaru, % He Gonee 12,0 oy 2.0,2.2.32 4.8 %
5. > - JICTY ISO 763, o
Maccosasi 10415 30151, % He Gosiee 12.0 JICTY 1SO 5520 1.8 %
6. Bpems pacnagaHus, MHH He donee 30 MuH. roy,2.0,29.1 29 MuH.
7. Macca | Tabaerkm, Mr 920 £ 5 % TV.n 6.4 921 mr
Kaamuii — ve Gonee 1,0 MBB Ne 081/12-0251-05 0,005
Muitbsak — He Gonee 0,5 JCTY 1SO 2590:2004, Menbiue 0,08*
n.6.3.2: MB BIL07-22
8. CojiepRAHNE TORCHUNBIX (:8grr %1(:95320-:)(;
NEMEHTOB, MI/KI MBRB Menblue
PT)'TB — ue 6onbie 0.1 No 081/12-0251-06 0.006*
Cauuel — He 6oaee 6,0 MBB Ne 081/12-0270-05 0,03
Anapus — He paspeweno (mexee 0,002) He sbissneHo
(Menee 0,001%)
[aMMa-rekcaxJIopusKIoreKcan i -
- B = euee 0,
9 Coaepaanne necTnunios, (mMMa[." ause L LU ‘ue Soree 0,1 JACTY EN
. ¢ SNTaxJIop - He PA3PCIICHO :
MI'/KI |2393'3 .2003, Hc BbIABJEHO
(mence 0,002) P1BI13-17 .
JUUL, JUIE (metaGomums JUIT) ~ (Menee 0,001%)
BRAGRA Menee 0,001*
MeToaNKa BHIOJIHCHHA
H3IMEpeHHii ¢
NPHMEHEHHEM
Y nenshas aktushocts VCs ~ (00BEMHOIT) AKTHBHOCTD 9.6
10 Conepmanne ne 6onee 200,0 PANMOHYKIHIIOB B
’ paanonykanaos, br/kr* Y iebHas akTHBHOCTS ™St — cHeTHbIX 0DpasLax,
e donee 50,0 00beKTOB 6,0
TEXHOMOTMYECKIX 1
NPHUPOAHBIX CPEL.
MI 12-08-99




Mukpodnoaornueckas
yperora®® Menee 100
p 104 JICTY 8446
KMA®AuM, KOE/r He 6onee | x 10 rdY 2.0.5.1.4
Bakrepun rpynnsi
KHIICHHBIX NAJ0YCK He pa3speweHo r[;pofg 3 03 ||8 4 He soiapneno
(kosinopmel) B 0,1 1 PN
'OCT 30518,
Escherichia colis 1,0 r He pa3peweto JACTY TOCT 30726 He BobigBaeko
1 oy 2.0,5.1.4
St. aureus s 1,0 r He paipemeno {‘gsgl(?d;‘:i He suisgneno
2 JCTY 8040
Bac. cereus, KOE/r He 6onsme 2 x 10 F®Y 2.0.5.1.4 Mewnee 10
Marorennsie
MUKPOOPIaHN3IMbL, B T, 4. JICTY EN 12824
daxkTtepun poaa Salmonelia He pasptiionn roy2.0.5.14 Hie BEARNEIG
Bl0r
102 JICTY 8447
IMaecuensie rpudn, KOE/r He Gonee 1 x 10 FOVY 2.0.5.1.4 Mewnee 50
e JICTY 8447
Jipoacxn, KOE/r He Gonee 1 x 10 FOY 2.0.5.1.4 Menee 50
12. Cpok roasocT 24 mecaua Coraacuo TY a0 01,2026

. npeﬂeJl HYBCTBHTCABHOCTI MCTOAHKH HCIBITAHKIT 1A NECTHLMIO0B # TOKCHYMHBIX ICMCHTOB.

#* JIOCTOBEPHOCTH OLCHKN AKTHBHOCTH PAILHOHYKANI0B He nuxke 0,95

*#% KoHTpOah NPOBOANTCA BLIGOPOMHO: pa3 B KBapTan

Kommenrtapiu: XpanuTts B OPHIHHAILHOI YNAKOBKE B CYXOM, 3ALHILEHHOM OT CBETA W HEAOCTYNHOM /1A AeTeli MecTe npu
temneparype ot 4°C 10 25°C

BuiBoj: ykazannas na, npoovKuu 6uoaocunecku akmusnan dooaeka « Tpudexe», madiemsu no
750 ym2 ¢ Baucmepax no 60 wm., coomeemcemeyem mpedosanuan TV Y 10.8-2911815898-001:2012 u usmenenuio

Nel-7.

HACTHO® BxuMcnips CLecTaC
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OTAEN KOMTPONA
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Technolog Private Joint Stock Company

Building 8, Stara Prorizna Tel.: (04744) 4-03-02 Reception
Street, Uman city, Cherkasy (04744) 4-03-01 Qualified Person
region, 20300 Ukraine (04744) 4-03-09 Pharmacovigilance Dpt,

Fax.. (04744) 4-4149

Quality management system Certificate according to State Standard 1SO 9001:2015 NeUA MQ.026-087-21
Centificate of SE “Cherkasy scientific production centre of standardization, metrology and certification”™ No. P51 0013/20 on QCD CAL dated 02.04,2020
Centificate of State Service of Ukraine on Medicines and Drugs Control No. 551 on QCD laboratory certification dated 31.10.2023

Manufacturing country
Technical Specifications (TU) number and its validity term T

Batch Certificate No. 1
BIOLOGICALLY ACTIVE SUPPLEMENT “TRIBEX”,

750 MG TABLETS IN BLISTERS, No. 60
Ukraine

Sales Dpt.

=2

Batch number 1012407
Amount of products in a batch (pack,, pcs. etc,) 1 001 pack.
Date of manufacturing_ 19.01.2024
Expiry date till 01.2026
Site name _Technolog PJSC
Sire address Technolog PISC, 8, Stara Prorizna Street, Uman city, Cherkasy region, 20300
TEST RESULTS
.R':: Quality parameters Requirements of normative documents Method of control Results
1. Appenraice sud Round biconvex tablets TU.p. 6.2 Complies
consistency
Complies
2. Colour Tablets — from red to brown-red colour. TU;p:62 .
Complies
Tablet should have specific odor, proper TU. p. 6.2
3. Taste and odour to starting material, without foreign taste SPU 2% 2 34 Complies
and odors i
iy | MaSTrtoR st Not more than 12.0 SPU 2.0,2.2.32 48%
o
TU 1SO 763,
5 Mass fraction of ash, % Not more than 12.0 l[))gTU 1SO 5520 1.8 %
6. Disintegration time, min Not more than 30 min SPU 2.0,2.9.1 29 min
7. Mass of 1 tablet, mg 920+ 5% TU,p.64 921 mg
Cadmium — not more than 1.0 MVV No. 081/12-0251- 0.005
05
Arsenic — not more than 0.5 DSTU ISO 2590:2004, |Less than 0.08*%
Toxic el 0 p.6.3.2: MV VC 07-22
8. qaES emel::s CamtRRl, Mercury — not more than 0.1 (GOST 26930-86,
mg/kg GOST 4152-89)
Lead — not more than 6.0 MVV Less than 0.006*
No. 081/12-0251-06 0.03
MVYV No. 081/12-0270-05
Aldrin — not allowed (less than 0.002) Not detected
(Less than
Gamma-hexachlorocyclohexane 0.001%)
-i H) — not more
(gamma |somc: ':;f;‘ F(I)Clc ) — not more Less than 0.001%
Pesticid ’ DSTU EN
9. esticides content, mg/kg 12393-3:2003. e Akeciud
Heptachlor - not allowed RIVC-13-17 ioasithan 0,00 1%
(less than 0.002) (Less than 0.001%)
DDD, DDE (DDT metabolites) - | ess than 0,001*
not more than 0.1
Measurement method
. ‘e 137, with using (volumetric) 9.6
; Specific activity ~Cs activity of radionuclides
Radionuclide content, not more than 200.0 s : ! 6.0
10. . 3 ivity 95 in counting samples, )
Bq/kg Specific activity  S¢ objects of processing and
not more than 50.0 hatursl medii:
MI 12-08-99




Microbiological purity** DSTU 8446
OQMAFAnM, CFU/g Not more than 1 = 10* SPU 2.0, 5.1.4 Less than 100
Coliform bacteria GOST 30518
(coliforms) in 0.1 g hotialiowed SPU 2.0,5.1.4 Not detected
GOST 30518,
Escherichia coliin 1.0 g Not allowed DSTU GOST 30726 Not detected
SPU 2.0,5.14
. GOST 10444.2
. St. aureusin 1.0 g Not allowed SPU 2.0, 5.1.4 Not detected
% DSTU 8040
Bac. cereus, CFU/g Not more than 2 = 10° SPU2.0.5.14 Less than 10
Pathogenic
microorganisms, including : DSTU EN 12824
Salmonella bacterium in Mot allowed SPU2.0,5.14 Notdetected
10g
> DSTU 8447
Mold fungi, CFU/g Not more than | = 10 SPU 2.0.5.1.4 Less than 50
> DSTU 8447
Yeasts, CFU/g Not more than | <107 SPU 2.0.5.1.4 Less than 50
12. Shelf life 24 months According to TU till 01.2026

* Method detection limit for pesticides and toxic elements
** Reliability of radionuclides activity estimate not lower than 0.95
*** Control is performed selectively: once a quarter

Comments: Store in original packaging in dry place protected from light and away from children at temperature from 4°C to 25°C

Conclusion:

specified batch of the pr

uct Biologically active su ment “Tribex”, 750 tablets in blisters N

complies with the requirements of TU U 10.8-2911815898-001:2012 and change No. 1-7.
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