TOB «HaykoBo-BUpOGHMYa hapmaLieBTUYHA KOMMaHIA «ENM»
Jlaboparopisa BiaAisly KOHTPOIO AKOCTI

CeiaouTBO Npo BiANOBIAHICTb CMCTEMU BMMipIOBaHb BUMOraMm
ACTY ISO 10012:2005 N2 01-0152/2020 Bia 10 rpyaHsa 2020 r.
[N «XapKiBcbKuii perioHasibHIl HayKOBO-BUPOBHWUMIA LIEHTP CTaHAapTV3aLli, METposiori Ta ceprudikaLli»

62495, XapkiBcbka 061., XapkiBCbKuWiA paiioH, cMT. Bacuuiese, Byn. NMpomucnosa, 16-a

CEPTU®DIKAT AKOCTI Ne 31/23 Big 19.05.2023 p.

HaitmeHyBaHHSA npoAayKuii

Bupo6Huk

Howmep cepii/ napTii

KinbkicTb npoaykuii

Bxutu no

[NaTta BUpoGHULTBA
PeecTpauitHuih Homep 3pasKy
Aapeca BUpOOHULTBA

AHani3 BUKOHaHO 3a

No6aska gieTuuHa «Sedative Formula» cepii «Cryox»
TabneTtku no 850 mg (Mr) 5 % Ne 60, y noniMmepHoMy KOHTenHHepi

TOB «HB®K «EMM» Ha 3amoBneHHs TOB « ®APMA JIIOKC Ykpaina»

010323
5000 yn.
03/2026
10.03.2023
21/Tb/23

62495, XapkiBcbka 061., XapKiBCbKUWA panoH,
cMmT Bacuuiese, Byn. lpomucnosa, 16-a

TY Y 10.8-44187999-001:2021

Ne HalimeHyBaHHA NOKa3HUKIB Bumoru HopmaTuMBHOI PesynbTatn
3/n AOKymeHTauil BUNpobyBaHb
1 | 3oBHiwWwHI“ BUrnag, Okpyrnoi hopmu 6e3 Haciuku Bignosigae
2 3anax Y BiAnNoBIAHOCTI 3 BUKOpUCTaHO cupoBuHoto | Bignosinae
3 | Cmak Brnactusuil  BUKOpPUCTaHin cupoBuHKU, ©es | Bignosigae
CTOPOHHIX NprcMakiB
4 MacoBa yacTka Bonoru, % He BinbLie 13 4,68
] MacoBa yacTtka 3aranbHoi 3onu, % | He Ginbwe 14 8,34
6 CTOpPOHHI AOMILUKK He ponyckatoTbes He BusBneHi
7 | CrinkicTb TabneTku Onip, XpYCKIiT Npu po3namyBaHHi Bignosigae
8 Po3napgaHHA TabneTku, XB He Ginblue 45 23
9 Maca TabneTtku, Mr 850+5% 844
10 | MikpoGionoriuHi NOKa3HUKMU:
3aranbHa  KinbkicTb  Me3odinbHux | He BinbLue 1%10* 1,56%x10°
aepoBHUx Ta hakynbTaTNBHO-
aHaepobHuX MikpoopraHiamis, KYO/r
BakTepii rpynu KULIKOBOI nanuykn | He gonyckalTbCs He BusBneHi
(konidpopmun) B 0,11
MaToreHHi MikpoopraHismu, B T.4. | He gonyckatoTbca He BusBneHi
BakTtepii p. CanbmoHena, B 101
E.Coli,B1,0Tr He ponyckatoTbcs He BusBneHi
St aureus,B 10T He pgonyckalTbes He BusiBneHi
Bacillus Cereus, KYO/r He 6inbLe 2,0x10 <1,0x10
Opixopxi, KYO/r He Ginbwe ‘1,O><1O2 <10
MnicHsBi rpudun, KYO/r He 6GinbLue 1,0x10? <10
TOKCUYHI enemMeHTHn, Mr/Kr:
CBuHeUb He 6inbLue 3,0 1,12
PTyTb He 6inbe 0,1 0,01
Kagmin He 6inbwe 1,0 0,18




CEPTUDIKAT AKOCTI Ne 31/23 Big 19.05.2023 p.,
Ho6aBka gieTuyHa «Sedative Formula» cepii «Cryox»
TabneTku no 850 mg (mr) £5 %, y nonimepHomy KoHTelHepi, C. 2

Ne HanimeHyBaHHSi MOKa3HUKIB Bumoru HopMaTuBHOI PesynbTatun
3/n AOKyMeHTauil BUNpobGyBaHb
12 | MecTuumau, mr/kr:
"ekcaxnopuuknorekcaH He 6inbLue 0,1 <0,02
(y-isomep)
O0T Ta noro metabonitu He GinbLue 0,1 < 0,02
enTaxnop He ponyckaeTbes He BussneHo
AngpviH He ponyckaeTbes He BusaBneHo
13 | Papionykniaun, Bk/kr ¥'Cs — He 6GinbLue 200 <(20,8 + 8,32)
%Sr — He 6GinbLwe 50 < (10,7 +4,28)
BUCHOBOK: nocnigkeHnn 3pasok gobaskn gieTuyHol «Sedative Formula» cepii «Cryox», TabneTku no

850 mg (mr) £5 %, y nonimepHomMy KoHTenHepi, c. 010323, npuaatHun fo 03 2026, 3a
nokasHukamm  SIKOCTi,  BkasaHuMmm B cepTudpikaTti, eidnoegidaromb  BUMOram
TY ¥ 10.8-44187999-001:202%.

HavanbHuk BKHA

TOB «HB®K «EVM» JucoueHko J1.M.



