JEPXIIKCITYKBA
AEPKABHA CITYXKFA 3 JIKAPCHKHX 3ACOEIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y YEPKACBKIIf OBJIACTI

Byn. CminsHcska, 171, M. Yepkacy, 18008, Ten.: (0472) 66-38-95, Ten/daxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua, Kox €APIIOY 37067296

BHCHOBOK
HpO AKiCTH BBe3eHOro B Ykpainy aikapceioro 3aco0y
23.10.2021 Ne 62922/21/23
TEMINJAJITTH® ; L
(naliMenyBanus ikapcskoro 3aco0y 3rifiHO 3 peecTparifHnM NOCBiAYEHHAM)
Tabuaerku, BpaTi 000,10HK010, M0 10 TabxeToK _Oaicrepi; no 1 6aicr:

€pYy B KapTOHHiii mayni
(dopma Bunycky, nosysas, sy MaKyBaHHA MKAPCHKOTO 3aC00y) - o

Howmep peectpaniitroro noceinuenns UA/3553/01/01 CTpOK zii peectpauititoro nocsimaenns 01.01.2099

Cepis nikapcskoro saco6y Ne 10821 Kinpkics BBesenoro nikapcrkoro 3acoby 72000

BupobHux AT "Codapma", Bonrapis

(waliMeRyBanHA BPOOHHKA NiKapCLKOro 3acoby, Kpaila NOXOMxKeH )

Baeseno B Vkpainy ToBapucrBo 3 06Mexenoro Bianosizansnictio "Codapma Ykpaina",

inenT. xon: 38323318 T S
(naiimenysanns Ta kox 3a €JIPTIOY IOpHAKYHOT 0cOGH 260 Npi3pHiile, IM'L, MO GATEKOB] ‘isuuHot

0co6u - nignpremus, 1i Micue POXUBAHHA Ta peecTpaiftuuit Homep o6nikosol KapTKH IUIATHHKA
nonarkis a6o cepis Ta Homep nacropra)

Tpotokon Bisyansuoro konrpomo sixn 22.10.2021 Ne 445/0/01.24-21/22.

3a pesymbTaTaMM JepxaBHOro KOHTPOIFO  BCTAHOBNEHO, IO NikapchKMH 3aci6 BaeseHo ‘B Vipainy 3
AOTPHMAHHSAM BHMOT 3aKOHOABCTBA MO0 3a6e3neqeHns AkocTi NikapchKux 3aco6is,

Tamapa GEITYPHA

’ (ixiihi'anu?ré:npiénnme)




CEPTU®IKAT AKOCTI No 8327/ 15.09:2021

Jlikapcbkuii 3aci6: TEMIAJITTH® Ta6nerky, Bkputi 060n0HK0M0 X 10
Hiroui pewoBuHn/ Tabsn:: MeTami3on HaTpilo moHoriapar 500 Mr, TemifnoH 20-Mr
Cepis Ne: 10821

Hara BupoGuuiTBa: 19.08.2021

Mpunaranit no: 31.08.2025
KinsxicTs ynakosok / THII YNIaKOBKU: 76 129 yn./ 1 6. x 10 Tabn./
Micue npusHaueHHs: ) Ykpaina
AHaniTH4HA ZOKyMeHTal i Ao:-peecTpauifHoTo nocpinyeHHs Ne: ' UA/3553/01/01, Bepcis 11.0
Tepmid Aii peecTpanifinoro nocsinueHHs: 6e3CTPOKOBO
Jineusis AimsHUL BiRmoBizansHoT 3a BUIYck cepil Ne: BG/MIA-0242
GMP cepraikar ainbHuL BianoBinamsHoi 3a Bumyck cepii Ne: 051/2021/GMP

Anpeca AineHMLI BiINOBiAaNbLHOI 32 BUMYCK cepii:
AT ,,Codapma", Byn. LnieHceke woce 16, Canx 1220, Bosrapis

XapaKTepucTHKa iﬂopmu

“SoBRILIHIA BUrAA Kpyrni asosxosunyki Binnosinae

TabeTy, BKPUTI 000IOHKOI0,
ZiameTpom 13-MM

 Konip T - i o  3enewud Blnnoamae:
3anax . , . bes 3ah'a,gy—-."- ==

30

Tecr ,,PlBHOMlleCTB BMlcTy
| - TeMIifoH » . AVZIS |

3‘[—1-‘601‘ ,,BmxuneHHx Bm Macn”

Mace Bumoamam ‘BUNpoGyBanHio |

Mae anoamam BUIPOGYBAHHIO Binnosigae
_ Mae amnoamam unpo0ysauHio. |  Bignosizae
{ 7. ] Cynposinni nomiuiku, snzuaueni no - i
] Bmuomeumo )10 MeTamisony Harpito
1 -4-memnaMmoaammpm y ' 1.0 : 004
%wﬁy,m:-alca inwa nomimka o 1 0.03

| - cyma inwnx JOMILLIOK ’ 0s .
'CTyr'i'iﬁi; posquHeHm! Temnizony, B % i
B[ 324BJIEHOTO BMiCTY

| ~ uepes 45 XB, He MeHLIe ; e I .
9. | KiNbKiCHUM BMICT MIFOYMX PEYOBHH B ORHIA | i
Taﬁne'rul BKpHTlH 050.110HKO|-0

10. Ineﬂmanama Onanpa# 11 85 F21526

1 3eneruh ,

1 - xiHoniHOBH 0BT (E 104)

. - uiamamoeuﬁ cnuiﬁ FCF:(E 133)

[ - T Y - | Mae Biunoamam‘sunpoﬁyBaHH}Q" R

Supharma.AD | 18 lllensko Shose Sir...| 1220 Sofla, Bulgaria | tel: +35Y 2 813 420U | fax: +3592 Y36 U286 | ma
Cotapma Afl | yn. “Unuencko woce” 16 | 1220 Codus, Bunrapus | Ten: +359 2813 4200 | daxe: +3592 936 0286 |

sopharmagroup.com
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| sopharma®

11| MikpoGionoriuna uncrora ]
[-TAMC, CFUIr <1000
- TYMC, CFU/r <100
[ - E. coli, CFU/r o Bincytni
Tepsuuna ynaxosxa Mae sinnosinatu " Binnosinae
S . peecTpauifiniii nokymenTauii
. | Bropukua ynakopka B Mae sianosigatu : Biznosinae
e | pecopauiinl noxymenmaii _—
BHUCHOBOK: Jlixapcukuit 3aci6 TEMIIATNTTH® Ta6netku, Bkputi 060701 Renis Ne 10821 BiANOBiKae

BHMOram aHaniTMiHol aokyMenTaLLj,

HEKTTAPAULA BIAMOBILHOCTI: Jlikapcekui 3aci6 TEMITAJITIH®
cepis No:10821 Bupo6newo, 3anaxoBaro i NPOKOHTPONEOBAHO BifNOBIRH
AOKyMeHTauii Ta JiilteH3il Ha BUpOGHHLTBO,

TabneTku, BKpUTi 06010HK0I0-X 10,

0 1o Bumor GVIP TEERRaililiHOT

Hara Bunycka cepil: 15.09.2021 p.

Crop.2 012

Sopharma AD |_16 lliensko Shose Str. | 1220 Sofia,

Bulgaria | tel: #3592 813 4200 | fax: +359 2:936 0286
Codapma ALl | 'yn. “UnueHcko woce” 16 | 1220 Codms,

‘ 0286 | mail@sopharma.bg
Bvnrapua | Ten: +359°2 813 4200 | ‘paxc:+359 2936 0286 | mail@sopharma.bg

sopharmagroup.com
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HEPYCIIKCITY KBA
AEPIKABHA CIIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOUIIO
3A HAPKOTHKAMM Y YEPKACBHKII OBJIACTI

Byn. Cminsuceka, 171, M. Yepxacs, 18008, ren.: (0472) 66-38-95, Ten/dake: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, hitps://www.dls. gov.ua, Kog €APIIOV 37067296

BUCHOBOK
Upo AKICTL BBe3eHoro B Ykpainy mika PCBKOrO 3ac06y

21.12.2020 Ne 71369/20/23

. TEMITAJITTH®

(naftMenysanng nikapcskoro 3acoby 3rinHo 3 peecrpaniiinum TIOCBIRUEHHAM)
_TabaerkH, BKpuTi 060/108K010, 10 10 TabxeTox y Gaicrepi, no 1 Gaicrepy B KapToHHIH nayui

(dopma Bunycky, nosysanns, sug [aKyBaHHA AiKAPCHKOro 3acofy)

Homep peecrpauiitnoro nocsimuenns UA/3553/01/01 CTpOx All peectpanitinoro nocsizvenns 01.01.2099

Cepis mikapcskoro zaco6y Ne 280520 KinbiicTs BBe3eHOrO Mikapebkoro sacoby 75803
Bupobunk AT "Codapma", Bonrapis _
(nakmenysanns BupoSHuKa fikapcekoro 3acoby, kpaina NIOXOANEHHS)
Beeseno B Vxpaiay Tosapucrro 3 o6Mexenoro BiznosinameHicTIO "Codapma Yxpaina",
iznenT. kon: 38323318

(wafimenysanns T2 koa 3a €APHIOY 10pharyHoT 0cobu abo npiseuttie, iM'a, NO GATHKOBI dizuunoi
ocobu - ninnpuemus, it Micue npoxuBaxus Ta peecTpauiiinufi Homep 0BixoBOT KapTKY NaTHuKa
noAaarkie afo cepis Ta HoMep nacnopTa)

Iporexon eisyanuuoro xorrpomo sia 11.12.2020 Ne 520/0/01.24-20/8.
JlaboparopHuit asais sxocTi nikapeKoro sacoby 3aificennit:

I "Uentpansaa naGoparopis 2 aHaNi3y IKOCT] JIKAPCHKHX 38C001B i MeaHIHOT nponyknii"

_(m.Kuis, sym.Kynpsscexa 10r)

(HafiMEHYBAHHA Ta MiCLE3HAXOIKCHHS nabopaTopii, mo nponena naopaTopHHuii aHaNis 2xocTi)

BucroBox monio skocTi nikapebkoro 3acoby, susanmii naboparopieio Bix 17.12.2020 Ne 31666

PesynwraTu naGoparopuoro ananisy sxocri TIKapesKOTO 3ac00y 3a MEPEBIPEHUMY TOKAIHHKAMH Bigmosigarors
BHMOTas METOAIB KOHTPOMIO AKOCTI (aHaNiTHIHO-HOPMATHBHOT JOKYMeHTallii).

32 pesynpTaTaMs  REPKABHOTO KOHTPOMO  BCTAHOBAGHO, 1[N0 JAiKapChkwil 2acif  BBeseHO B Vxpaiay 3
AOTPHMAHHAM EUMOr 38KOHOAABCTBA LIOKO 38663 MEYEHHS AKOCT NikapcrKux 3acobis,

Ipuna HOCEHKO

(iiuiany Ta npispue
S oall
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CEPTUDUMKAT KAYECTBA No 589 /30.06.2020

JlexapCTBEHHbIH MPOAYKT: TEMIAJINIH® Ttabnetkn, sxpuri obonokkoio X 10

TEMPALGIN® film-coated tablets x 10
AKTHBHbIC BewlecTsa / Tab.: METaMM30 HaTpHug MoHormupr 500 my, remnraon 20 mr
Cepus Ne: 280520
JHara npownzsosicrtsa: 28.05.20620
Fozex go: 31.05.2024
KonuuectBo YNaKoBOK / THI YTIAKOBKK: 75 803 yr. /1 6n. x 10 Tabn/
MecToHasnauenue: YxpauHa
AHAINTHYECKaA JOKYMEHTALMS K DETHCTPALHOHHOMY YAOCTOBEpeHuD Ne UA/3553/01/01, pepeua 7.0
CpoK AeICTRHS PETHCTPALMOHHOTO YAOCTOREPEHUS: Beccpouio
Jinuensus y4acTKa OTBETCTBEHHOIO 38 BhITYCK cepuu Ne: BG/MIA-0137
GMP cepTudMKaT Y4acTka OTRETCTBEHHOIO 33 Bhiyck cepur Ne: 018/2020/GMP

A,qpec YUacTKa OTBETCTREHHOTD 33 BLIMYCK CCPHH!
AQ , Codapma“, yn. Hiuerckoe wocee 16, Codusa, 1220, Bonrapus

Ne | Haszsamwe noxasarcici XapakTepHeTHKA ¥ HOPMBI PesyawTar

I Brewuui BUR Kpyrnsie ABOSKORLIMYKILIE CooTsetcTBYET
TabneTKu, NOKPEITsIC 000N0UKoH,
auameTpom 13 MM

2 Leer 3encubli CooTBETCTBYET
3 3anax bes zanaxa CoOoTBCTCTBYCT
4 PacnafaemocTth, MuH, He Honee 30 8
5 OAHOPOAHOCTE HO3MPOBAHHBIX CUHUL

Tect ,.PaBHOMEPHOCTE coaepxanus”

- TEMIUNOH AV <15 4.2

Tecr ,.OTkIokeHHe 0T Maces”

- METaMH30J1 HATPHS MOHOTHIPAT AV <15 29

6 [ToANHHHOCTE AKTHBHLIX BELIECTB

MeTaMH30n HAaTPHUT MOHOIHAPAT

-B3KX JlonmkHa COOTBETCTBOBATL CooTBeTCTBYET
UCTILITAHUIO

- Y®-cnektp JlomxeH cOOTBETCTBOBATH CoorsercTeyeT
HCTILITAHHIO

Temnunon

- B3XX Jlomxua cooTBETCTBOBATE CoOTBETCTBYET
HCTIBITAHUIO

7 | PoncTBECHHBIE BEILECTBA, OIpEACNCHHbIE

N0 OTHOLUGHMIO K METaMM30/1Y HaTpus

MOHOTHAPATY, B %o, He Doslee

~ 4-METHITAMHHOAHTHINDHA 1.0 0.12

- moGas Apyras IPUMECh 0.1 0.02

- CyMMa Jpyrux npumeceii 0.5 0.04

8 | CreneHb pacTBOpeHuUs TeMITHI0HE, B Y% OT
3aABAEHHOTO COTEPIKAHMY 80.0 () 100.1
- yepes 45 MHH, He MeHee

9 Copepkanie akTHBHBIX BEIUECTE B OHOMR
tafnertke, NOKpLITOH obonoUKOH

MeTaMK304 HATPUA MOHOTHAPAT, B I Ot 0.475 po 0.525

TeMIIMAOH, B Ml O7119.02021.0

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tek: +359 2 813 4200 | fax: +359 2 936 0286 | m")l@sb
Codapma Af] | yn. “‘Unueucka woce” 16 | 1220 Codnn, Brunrapna | Ten: +359 2 813 4200 | daxc: +359 2 936 0286‘5 s
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& |sopharma®

10 | Moanuuygocts Onagpaii 11 85 F213526
3ENeHbHi
- XMHOHOBLI wenTeii (E 104) YD-cnextp A0KEH CoOTRETCTBYET
- BpunnuantoBeti cuuuid FCF (E 133 COOTBETCTBOBATE UCILITAHHIO
- TuTana auokenn (E 171) HomxHa COOTBETCTBOBATE CoOTBETCTBYET
HCTIBITAHHIO
11 | MukpoOronorugeckas YHCTOTa
- TAMC, CFU/r <1¢> < 1000
- TYMC, CFU/T <102 < 100
- E. coli, CFU/r Oreyrernue OrcyreTaue
12 | I'lepeuuHas ynakoska JoKrHa cOOTBETCTBOBATD CooTBeETCTBYET
DPErHCTPALHOHHON JOKYMEHTALIUK
13 | Bropuusas ynakoska ZloaxHa CODTBETCTBORATE CooTeetcTBYET
PEHCTPAUNOHHOR JIOKYMCHTRHAA—

COOTBETCTBYCT Tp&ﬁOB&HH?EM AHANHTHYECKOH AOKYMEHTaUuHH.

s
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o
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” P o) Ja o
SAKIIHOHEHME: Jlexaperrenuuiii npoaykt TEMTTAJIH® Tabnerxy, B@{pug/’{ggo:}gﬁ’méﬁ»@, ‘cepus Ne 280520
_1( f\\ .5 %

JEKJIAPALIMS COOTBETCTBUS: Jlekapcraenustit nponykT TEMITAJITTH® taGnetky, BKpUTi 060M0HK00 X 10,

cepHst Ne 280520 npoussesien, YNAkoBaK i NPOKOHTPOAUPOBaH B COOTBETCTBHH ¢ Tpebosanusmu GMP,

PETHCTPALMOHHOH JOKYMCHTAUMY U IHLCH3UER MpOM3IBOACTRA.

Jarta seiiycka ceprm: 30.06.2020 r.

Crp.2or2

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
Cogapma Al | yn. "Mnnericko woce” 16 | 1220 Codun, bunrapus | 1en:+359 2 813 4200 | dake: +359 2 936 0286 | mail@sopharma.hg

sopharmagroup.com



70

AEPXKIIKCITYKBA
AEPIKABHA CJIYKBA 3 JIKAPCBKHAX 3ACO§IB TA KOHTPOJIIO
3A HAPKOTHKAMH Y YEPKA CBLKTIA OBJIACTI

Bys1. CminsaHCEKa, 171, M. Yepkacu, 18008, Ter.: (0472) 66-38-95, Ten/ake: (0472) 63-04-13
E-mail: dis.ck@dls.gov.ua, https://www.dls.gov.ua, Koa €IPIIOY 37067296

BUCHOBOK
NPO AKICTH BBE3€HOI0 B Yxpainy sikapeskoro 3aco0y

21.12.202¢ Ne 71370/20/23

TEMIAJITTH®

{BafiMenyeakng nikaptLKore 3acofy 3rinH0 3 pecerpanifiuum TOCRIAREHHAM)
TalJeTKH, BKPHTI 00050HK 010, Do 10 TabneToK y buricrepi, mo 1 Gaicrepy B kapronmiii v

{dopma Bumycky, AC3YBALNS, BHA NAKYBAHEA NikapoLKOro zacofy) : -
Homep peectpaniittoro nocsinvenns UA/3553/ 01/01 crpox ait peectpauiiisoro noceixuenss 01.01.2099
Cepia nikapeskoro 3aco6y No 290520 Kinekicts mresenoro nixapcesxoro 3acoby 76513

Bupobuiik AT "Codapma”, Bonrapis

(HaliMenyBaHuy BHpoOHHKa Tikapeskoro 3acoly, kpaina TIOXOJDKEHHR)

Beeaeno B Vipainy Tosapucrso 3 o6mexenoso BiAmoBiganbHicTIO "Coapma VYpaiua",
inenT. wox: 38323318

(Hatimenysauns Ta xoa 3a €APTIOY tOpuIK4HOT 0cobu 200 npiseuine, IM'A, 1o GaTbroR] (piznunoi
0cobH - nianpremi, i Micue IPOHMBAHAA T peecTpauilinuii HoMep o6nikoBo] KapTKy MIaTHHKa
nozarkis afio cepis Ta HoMep nacriopra)

[lpoToxon sizyansnore xontpoao sig 11.12.2020 & 520/0/01.24-20/9,
Jlaboparopruii ananis sxocti NiKAPCHKOTO 3ac06y 3xiHcHenui:

AI1 "entpanrsna nabopatopis 3 amanisy sxocri MKAPCHKAX 3aC0BIB i Mequumof npoaykiii”
(M.Knis, Byn.Kynpsscera 10r)

(uatiMenypanns Ta MICLIE3HAXO K CHHS naboparopii, wo Nposena NadopaTopHHil anHanis SAKOCTI)

Bricnosox monoe sixocti nikaperkoro 3acoby, sunanmii naGoparopiero sin 17.12.2020 Ne 3664

Pesynbratn naboparoproro aHanisy sxocri ﬂiKﬂpCbKoro 3acoby 3a NEPeBIPEHUMA NOKA3HUKAMHE Bi,L'(lIOBi,lIalOTb
BAMOTaM METOAIB KOHTPOJIO TKOCT (ananitiino-HOpMaTHEHOT JOXyMeHTalii).

3a pesyasTatamu ACPHABHOTO  KOHIPONEO BCTAHOBIEHO, o Jikapcekuil  3aci6  Bmeseno p Yikpainy 3
AOTPHMAHHAM BUMOT 33KOHOABCTRA wono 3abesneyeHns axocti JIKAPCHKMX 3ac06iB.

4
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JlexapcTeerHeIi npogyKT:

CEPTUOHKAT KAUYECTBA No 595 /30.06.2020

TEMIANTIH® ta6netky, BkpuTi 060onkoio x 10
TEMPALGIN® film-coated tablets x 10

AKTHBHEIC BELIECTEA / 1261, METaMH30N Harpus Mororuapar 500 mr, Temnuzon 20 mr
Cepus No; 290520
Jata npouspoactnn: 28.05 2070
Nogen no: 31.05.2024
Konuiectso ynaxosor / Thi ynakosku: 76513 yn. /1 6n x 10 vabn/
Mectonasuavenue: YkpauHa
ARaNMTHYCCKAA JOKYMEHTALHA K PETHCTPALMOHHOMY YIOCTOBCpEH IO No UA/3553/01/01, sepers 7.0
Cpox nelictus peructpauuonsoro YI0CTOBEPCHHS: Becepouno

BG/MIA-0137
018/2020/GMP

Jluuensus yyacTka oTBeTCTREHHOID 32 BBINYCK cepun Ne:
GMP ceprudukaT yuacTka oTeeTCTREHMOrO 32 BRINYCK cepun Ne:
AJLPEC y4aCTKa OTRETCTBEHHOMO 3a BBINYCK CepHu;

AQ ,Codapma®™, yn. Mauenckoe wocce 16, Codus, 1220, Bonrapus

Haseauue nokazavenei XapakTepucTaKa # HOPMBI Pezynorar
1 Brewnuii sug Kpyrneie ﬁaomcosmnyxmme Cooteercipyer
Talbi TeTKH, MOKPBITEE 000A04KOIH,
AnamerpoMm [3 mM
2 Uger 3eneHplit Cootsercrayer
3 3amax Bes 3anaxa CootBeTcTRyer
4 PacnanaemoceTn, Mun, He Sonee 30 7
b} OnxopopnocTs JO3HPORAHHBIX CAHHMIL|
Tect »P2BHOMEPHOCTE colaepxkanun”
- TEMITHI0H AV <15 6.2
Tect ,,Orknonenne oT macesr™
~ METAMHK301 HATPUA MOHOTHAPAT AV <15 3.4
6 TRITHHHOCTS aKTHBHBIX BenjecTs
Meramuson narpus MOHOTHApAT
- B2JKX Honxna coorsercTeoeats CooTeercTryer
HCOBITAHHIO
- ¥®-cnextp Jonxen coorreTcTBoBaTHL CooTeercrByer
MCTIBITAH U
Temnuaon
- BKX Homxaa coorsercTROBaTE CootBetcrayeT
MCTIBITAH UL
7 | Poncteenusie pewectea, onpenencHibie
MO OTHOWEHMIO K MCTAMHU3OMNY HATPHS
Monoruapary, B %, ne Gonee
- 4-METHIAMHKOAHTHTIE PHH 1.0 0.11
Tmofﬁaﬂ Apyras npumecs 0.1 0.2
~ CYMMa APYruX npumeceit 0.5
8 | Crenens pacteopenns TeMnuacHa, B % or
38AB/CHHOTO COACKAHNT 80.0(Q)
- yepes 45 MUH, He MeHee
9 CozepxaHne akTHBHBIX BELIECTS B 01HOM
Tabnerke, NOKPLITOR 0bonoukoil
MeTammson HATPHA MOHOTHApAT, B T Ot 0.475 a0 0.525
Temnuaou, B Mr Or19.01021.0

Sopharma AD | 16 lliensko
Codapma Afl ! ¥ “nuencko ui

8;. Ll /Loy
16 03 27 Gl

Shose Str. | 1220 Sofia, Bulgaria

| tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg
oce” 16 | 1720 Codug, Brnrapu

A | Ten:+359 2 813 4200 | dake: +359 2 936 0286 | mail@sopharma bg
sopharmagroup.com
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10 | Noanunsocre Onanpait 1185 F21526

3eHEHEBI
- XuHOTMEOBLHH xenTsti (E 104) Y@—cncxip JOSKEH CooTRETCTRYET
- GpHINUaHTOBLIH cunnit FCF (E 133 COOTBETCTROBATH HCNLITAHUIO
- tnTana auoxcua (E 171) JionHa COOTBETCTEOBATS COOTBSTCTBYET
HCITBITAHMIO -
11 | MuxpoGuonoruyeckasd HUCTOTA
- TAMC, CFU/r <10° <1000
- TYMC, CFU/r <10? <100
- E. coli, CFUT O71cyTCTBHE OTrcyTcrBue
12 | TlepBHuHadA YIAKOBKA JioJpKHA COOTBETCTBOBATL CoOTBETCTRYET
perkCTpaLMOHHON JOKyMEHTALHH
13 | BropudHad ynakogka Jomxua cCOOTBETCTBOBATD CoOTBETCTRYET

perMeTpaurosHoi AOKYMEHTAlUM

SAKJIIOUEHVE: JlekapcTseHibli NpOIYKT TEMITAJITTH® raGneTkn, BKgpjﬁ”@jéfﬁkmi} x 10, cepus Ne 290520

/‘ ) 9;,{‘.’;;5\

COOTEETCTBYET TPeDOBAHMSAM aHANUTHYECKON JOKYMEHTALNH.

Pykoeoxuiens KK
/ n-p

NEXJIAPALIMS COOTBETCTBHA: Jlexapereensbiii npoayir TEMITAJIP IH® TabneTky, skpuTi ofonoukoo X 10,

cepus Ne 200520 npousseleH, ynaxkosat u [IPOKOHTPORHPOBAH B COOTBETCTBUIN (- FpCOOREN HAM GMP,

2w B0Os

pamcmauuosmoii JOKYMCHTAUME H nuueHsuei H[}OHBBO,&CTB&. o e

Yrondomouennoe muuo (QPY: §
A

Jlata seinycka cepun: 30.06.2020 r.

Crp.2or2

Sepharma AD | 16 liiensko Shose Sir. | 1220 Sofia, Bulgaria | tel: +35% 28134200 | fax: +359 2936 0286 | mail@sopharma.bg
Codrapma AJl | yn. "MnueHcko woce” 16 | 1220 Codug, boarapus | Ten: +359 2 8124200 | dakc: +359 2 936 0286 | mall@sopharma.bg

sopharmagroup.com



JEPICUIKCITYKBA
JEPKABHA CJIVIKBA 3 JJIKAPCHLKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMH YV YEPKACHKIN OBJACTI

Byt Cmisncska, 171, M. Uepxacy, 18008, Ten.: (0472) 66-38-95, Ten/daxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, hitps://www.dls.gov.ua, Kox CAPTIOY 37067296

BHCHOBOK
PO SIKICTE BBE3EHOr0 B YKpainy JiKapcsKoro 3acody

21.12.2020 Ne 71371/20/23

TEMITAJITTH®

(HafiMeHyBanHa NikapChxaro 3acoby 3riAHO 3 PeeCTPALIHHMM NOCBIHEHNAM)
TabaeTkd, BKPATI 0600HK0E0, M0 10 Tabrerok y Guicrepi, mo 1 OJlicTepy B KapTonmii nawmi

(opma sHTIyCKY, RO3YBAHHS, BHA MKYBAHHS JIKADCRKOrO 34C06Y)
Homep peecrpauifinoro noceinvenns UA/3553/01/01 crpox aii peecrpauitinoro noceimuenns 01.01.2099
Cepis nixaperkoro 3acoGy Ne 300520 Kinexicts BBesenoro nikapeskoro sacody 76822

BupobHuxk AT "Cobapma", Boyrapis
' (Halimerysanns BrpoOHyKa nikapeskoro 3acofy, KpaiHa MOXOMKEHEN)

Beesero 8 Vxpainy Torapucrso 3 06mMexenoro sinnoBigantuicro "Codapma Vipaina",
igenr, kon: 38323318 ,
{nafimerysanna Ta «ox 3a €IPTIOY topramunol ocobu abo npissuime, iM's, No GaTHKOB] diznunol
0cobu ~ mignpuemus, T MiCLE GPOKHUBAHHS T2 PEECTPALIHHH HoMep 001ik0BOT KAPTKH [INIATHHKA
nos@TKig 860 cepis Ta HOMEp nacnopTa)

Iporoxon sisyansuoro xontpomo ein 11.12,2020 N 520/0/01.24-20/10.
Jlaboparopruit ananis axocti sikapcsKoro sacoly sailicHenm:

A1 "Uenrpansra naGopatopis 3 ananisy sKocTi MKapehbKux 3aco0iB i MeTHaHOT MpoyKii”
{m.Knis, syn.Kyzpsscexa 10r)

(nafmenysatns Ta micuesnaxompxensa NaGOPATOPIL, 10 NpoBena NaBOPATOPHHI aHAMA TKOCTI)

BucHOBOK L0210 AXOCTI NikapchkoTo 3acoly, Branuii naboparopico sin 17.12.2020 Ne 3668

Pesynrrary sfaGopaTOpHOTO aHanisy akocti nikapeekoro 3acofy 3a IepesipeHuMH NOKAHIKaMH BLUUIOBITA0TL
BHMOTEM METOAIB KOHTPOIIIO AKOCTI {(aHANITHYHO-HOPMATHBHOT AOKYMERTaLT).

3a pesynkTaTaMM [ep¥aBHOTO KOHTDOMO BCTAHOBJEHO, WO Jikapcekubi 3aci6 mpeseno 8 Ykpainy 3
AOTPHMAHHAM BAMOT 32KOHOJABCTBA WO 3a0e3neeHHA AK0CT] Jlikapchkux 3acobiB.

(mianuc)
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CEPTHOHUKAT KAUYECTBA No 603 /30.06.2020

JlekapcTBeHHbIA HPOAYKT: TEMIANTTH® tadnerku, sxprTi 06080HKO0O X 10

TEMPALGIN® film-coated tablets x 10
AKTHEHBIE BelliecTEa / tabi.: MEeTAMMK30/1 HaTpus Moxoruapat 500 mr, temnuaon 20 mr
Cepus No: 300520
Jara npouseopcTsa: 29.05.2020
Tlopen no: 31.05.2024
Komu4ecTBo yNaKkoBOK / THIT YIaKOBKHU: 76 822 yn. / 1 &n. x 10 rabn/
MecTtonazHauenue: YkpauHa
AHAINTHYECKAS IOKYMEHTALHA K PETMCTPALMOHHOMY YIOCTOBEPEHII0 No UA/3553/01/01, sepens 7.0
Cpok geficTBUS PerHCTPANUOHEOT0 YACCTOBEPEH NS Beccpodro
JluLien3us yuacTka OTBETCTBEHHOTO 32 BLIMYCK cepur Neo: BG/MIA-0137
GMP ceprudurar ynacTka OTBETCTBEHHOTO 32 BLITYCK Cephu Ne: 018/2020/GMP

AJpEC yuacTKa OTBETCTBEHHOIO 32 BBINYCK CEPUM:
AO ,Codapma®™, yn. Mnuenckoe wocce 16, Codwsa, 1220, Bonrapus

Ne | Hazpanne noxazarenei XapaKTepHCTHKA H HOPMbI PeszynanTaTr

1 Brewmnuii suy Kpyrasie ABOSKOBBINYKIIbIS CooTBETCTBYET
TabneTkH, NOKpLITHie 0O0N0UKOH,
Auamerpom 13 mm

2 | Hper 3enenbtit 7 CooTBETCTBYET
3 3anax ~ Bessanaxa CooTtreTtcTRYET
4 PacnagaemocTs, My, He Gonee 30 8
5 OAHOPOAHOCTS JOIUPOBAHHBIX EAUHUIIL

Tecr ,,PaBHoMepHOCTE conepkanus”

- TCMAHIOH AV <15 6.0

Tect ,.OTrnoueHue 0T Macehl”

- METaMI30/ HaTPUs MOHOTHIPAT AV <15 2.5

6 HonnunHoCTL aKTUBHBIX BEIIECTB

MeTaMu3on H aTpua MOHOTHIpaT

- BOXX JonxHa coOTBETCTBOBATL CooTBeTCTBYET
UCHBITAHHIO

- Yd-cnekrp AoIKeH COOTBETCTROBATL CooTeTcTRYET
HCTIbITAH HHD

Temnunox

- BDXX JlonKHa COOTBETCTBOBATD CootBeTCcTBYET
WCTIBITaHHIO

7 PoacTeeHHbIe BelecTsa, onipeenieHibe
[0 OTHOLIEHHIO K METAMH30MY HATpHS
MOHOTr|Apary, B %, ue bonee

- A-MCTHIAMMHOAHTUOMPUH 1.0 0.16
- nobas Apyras npuMech 0.1 0.02
- CyMMa OPYruX npumeceit 0.5 0.04

8 CTeneHs pacTBOPEHHs TEMNKA0HA, B % OT
3A%BIIEHHOrO CONEMKAHUT §0.0 (Q)
- yepes 45 MuH, He MeHee

9 Conepxasniie akTHBHBIX BEHIECTB B O HOMH ._,' ‘:
TabneTxe, NOKPsITOH 0bonoukoH :

MeTtamMuzon HaTPUA MOHOIMAPAT, B 1 O_'_{' 0.475 no 0.525

TemMruaoH, B mMr Or19.0 1021.0

Sopharma AD [ 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mail@sopharma.bg

Codapma AL | yn. "Minuencko woce” 16 | 1220 Cogun, Buarapus | Ten: +359 2 813 4200 | dakc: +359 2 936 0286 | mail@sopharma.bg
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10 | [TosanunocTe Onanpait H 85 F21526

3eNeHbIA

- XHHOMHOBBIH xenThiit (E 104) Y®-crnektp A0MKEH COOTBETCTBYET
- Bpunnunadroselif cuunit FCF (E 133 COOTBETCTBOBATE HCNBITAHNHD

- tutana auokcud (E 171) - HomxHa cOOTRETCTROBATE CooraercTayeT

HCABITAHHID

11 | MukpoBuonors+eckas sHCTOTA

- TAMC, CFU/p 10 < 1000

- TYMC, CFU/r _ <10? < 100

~ E. coli, CFU/r OTcyreTaue OTcyTcTBHE
12 | TlepeuuHas ynakoeka ' JomKH2 COOTBETCTROBATE CooTBeTCTBYET

PErHCTPALIMOHHOM JOKYMeHTaluU

13 | BropuuHas ynakoBxa JlosKHA COOTBETCTROBATE CoOTBETCTBYET
PETHCTPaLMOHHON JOKYMEHTALKH

SAKJIOYEHUE: Jlekapcrsennsiit npoayir TEMTAJINIH® Ta6reTku, sxputi 66aaoikoio X 10, cepus Ne 300520
O wIE P "\.:

COOTBETCTBYET TpebOBaRNAM AHATUTHYECKGH NOKYMEHTAIMM,

Pyxosoantens KIK: _ Yy
/ a-p : Ak g L;'%jga,

JAEKJAPALIMA COOTBETCTBHSA: Jlekapcrrennstii npoaykr TEMITAJTTH® ragneticn, BrpuTi oSononkoie X 10,
cepus Ne 300520 npousseneH, ynakosaH u APOKOHTPONMPOBAH B COOTRETCTEHH C TpebGoranusamy GMP,

PETHCTPALMOHHOH JOKYMEHTALMH W TULleH3Hel NpOoH3BOACTSA.

YnonHomMoueHHoe anno (QP): 7o/l
/ A Bfpag

JHata spimycka cepuu: 30.06.2020 r.

Crmp.2012

Sepharma AD | 16 lfiensko Shose Str. | 1220 Sofia Bulgaria | tel: +359 2 813 4200 | fax: +359 293 i
| S A : : 6 0286 | mail@sopharma.bg
Codapma ALl | yn. “Mnnencko woce” 16 | 1220 Cogus, Boarapus | 1en: +359 2 813 4200 | daxe: +359 2936 0286 | mail@sopharma.bg

sopharmagroup.com



JNEPXIIIKCITYXXEA
AEPXKABHA CITYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y YEPKA CBHKIi OBJIACTI

Byn. CMinsHeeka, 171, M. Uepkacu, 18008, Tes.: (0472) 66-38-95, Ten/daxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua, Kox €APIIOY 37067296

BHCHOBOK
Hpo AKicTL BBE€3€HOr0 B YKpainy JiKapcpKoro 3acoby

06.08.2021 Ne 45063/21/23

TEMITAJITTH®

(nafiMmenyBaHus nikapcbkoro 3acoby 3rinko 3 peectpauilinum NOCBiNYEHHAM)
Tabxerxn, BxpuTi 060s10HK010, 10 10 TaGncTOoK Y Gaicrepi; mo 1 Gaicrepy B KapToHHiii nayui

(dopma Bunycky, no3yBanus, snn TakyBaHHA JiKapCLKOro 3acoby)

Homep peectpaniittoro nocsizuenns UA/3553/01/01 CTPOK Aif peectpauittsoro noceiguenns 01.01.2099

Cepia nixapcrkoro 3acoby Ne 50621 Kinskicts BBE3€HOrO Nikapchkoro sacoby 76427
Bupo6rux AT "Codapma", Bosrapis
(HafimMeHyBaHHs BUPOGHHKa nixapcLkoro 3acoby, Kkpaisa noxomkenns)
Besero B Vxpainy ToBapHcTBO 3 06MerxeHOI0 BiAnoBizanLHicTIO "Codapma Ykpalina",
inenT. xon: 38323318 '

* (HaliMenyBanns Ta xoa 32 CJIPTIOY fopuiHoT ocobu abo npissuue, iM's, o 6aTeKoB] ¢iznanol
0co0H - minnpuemus, i micue TIPOXHBAHNS Ta peecTpauifiimi HoMep 06aikoBoT KapTKH MIaTHHKA
nonarxis abo cepis Ta HoMep fnacrnopra)

Tlporokon Bisyansuoro kontpomo six 06.08.2021 Ne 333/0/01.24-21/7.

32 pesynbTataMM [epXaBHOTO  KOHTPOIO BCTAHORNEHO, mO Nikapchkuii 3aci6 BBeseHo B Vkpainy 3
AOTPAMAHHSAM BUMOT 32KOHOAABCTBA IOKO 3a6e3nE e s AKOCTI NiKapchKux 3acobis.

Havansmyicty d%ﬂ//? Tamapa YEITYPHA

(nocaaés‘a 0£06 (ni.u?;é)g (iniuiann Ta npizsimue)
N o




CEPTU®IKAT SIKOCTI No 682 /21.07.2021

TEMITAJITIH® ta6nertku, sxputi 06010HK00 X 10

Jlikapcbkuii 3aci6:
METaMi3on Hatpito MoHorigpat S00 mr, Temnigon 20 Mr

Hiroui pedosuuu/ tabn.:

Cepis Ne: 50621
Hata BUpo6HUuTBA: 14.06.2021
Tpuaaruuit no: 30.06.2025
Kinskicts ynakosok / Tun ynaxosku: 76427 yn./ 1 6n. x 10 Tadn./
Micue npusuayvenns: VYxpaina
AHaNTHYHA NOKyMEHTALiR 10 peecTpauiiHOTO NocBinueHHs No: UA/3553/01/01, sepcis 11.0
Tepmin xii peectpauilinoro nocsinguenns: 6e3cTpokoBo
Jliuensis pineHULI BiaNOBiAANLHOT 32 BHITyCK cepil Ne: BG/MIA-0227
GMP ceprudikar ainbHuLi BignosizansHoi 3a BUNYyCK cepii No: 041/2021/GMP

Azpeca ninbHuUUi BiANOBIDATBHOT 32 BUIYCK cepil:
AT ,Codapma”, syn. Iniencoke moce 16, Codis, 1220, Bonrapis

Ne | Haiimenysauus noxazuugis Xapakrepucruxa i nopmu Pesynprar
1 2 3 4
1. | SoBHiwmIA BUrmAg Kpyrni nBosikosunykni Binnosiznae
TabneTky, BKpUTI 060I0HKOIO,
ZiameTpom 13 mm
2. | Konip 3enenuii Binnosinae
3. | 3amax Bes 3anaxy Bignosinae
4. | Poznapannus, x8., He 6inple 30 6
5. | OnHOPIAHICTE HO30BAHMX OfUHUL
Tecr ,,PiBHoMipsricTs BMicTy”
- TEMTIi JOH AV<I]s 49
Tect ,,Binxunenns six macu”
- METaMi30Ily HaTpiio MOHOrizpaT AV<IS 1.3
6. | lnentudixauis aisounx pesosus
Metawmison narpito moxorigpar
- BEPX Mag signosinatu sunpo6Gysansio Bianosinae
- Y-cniekrp Mae Bignosigatu BunpoGysaunio Bignosinae
Temninon
- BEPX Mae sinnosinatu sunpoGysanio Binnosinae
7. | CynpoBiani noMiuku, BusHaueni no
BINHOLUEHHIO 10 MeTaMi30ily HaTpilo
MOHOriapary, 8 %, He Ginpwe
- 4-meTunaminoasnTHipuH 1.0 0.12
- 6yns-ska iHwa nomimxa 0.1 0.03
- CYMa IHLUHX JOMIUIOK 0.5 0.07
8. | Crynius posunnesus TeMIiIOHY, B %
B{I 328BICHOTO BMiCTY 80.0 (Q) 97.7
- qepes 45 xB, He MeHiue
9. | Kinsxicuuii micT airounx PEYoBHH B OJHiM
TabneTui, BkpuTiii 060nokHKow0
- Metamisony Harpito Mororiapar, B r Bin 0.475 pno 0.525 0.498
- Temnigony, B mr Bin 190 10210 wid ; 20.2
10. | Inentudixauis Onanpaii Ii 85 F21526 /f:
3eNeHui e o
- XiHoninoswui sxosTHit (E 104) Y®-cnextp Mae BignG o T
- AlamauToBuii cuniii FCF (E 133) BUNpobYBaHH
- TUTaHy aioxcug (E 171) Mae sinnosigatu BUNpabys

Sopharma AD | 16 itiensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 93
Codapma AL | yn. “Unuencko wwoce” 16 | 1220 Codmsn, Bbnrapus | Ten: +359 2 813 4200 | ¢pakc:+35929

sopharmagroup.com



Bsopharma’®

1 2 3 ' 4
11. | MikpobGionoriuda ynucrora
- TAMC, CFU/r <10 <10
- TYMC, CFU/r <10? <10
- E. coli, CFU/r BigcytHicTh BigcyTHi
12. | TlepBunua ynakoska Mae Bianosingaru Bignosigae
peecTpauiiHili Jokymenrauii
13. | BropunHa ynakoska Mae sianosinatu Bignosinae
peecTpauiiinii gokyMeHnTauii

BHCHOBOK: Jlikapcokuii 3aci6 TEMITAJITTH® rabneriu, BkpuTi 060n0HK0m0 X 10, cepis Ne 50621 signosinae

BHUMOTaM aHaNITUHYHOT ZOKYyMEHTALT.

i aniqeaa/

7 b #

AEKJIAPALA BIATIOBIIHOCTI: Jlikapewkwuii 3aci6 TEMITAJIIIH® tabnetkn, BKpHUTi 060s108KOM0 X 10,
cepist Ne 50621 BupobneHo, 3anakoBaHo | IPOKOHTPOILOBAHO BiANOBIAHO 10 BUMOr GMP, peecTpaniiinoi

IOKyMeHTaLi Ta nineHsii Ha BApOGHMUTRO.

Hara sunycka cepii: 21.07.2021 p.

Crop. 2012

Sopharma AD | 16 lliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax: +359 2 936 0286 | mali@sopharms.bg
Cotapma ALl | yn. “UnueHcko woce” 16 | 1220 Codus, Bbarapus | Ten: +359 2 813 4200 | dakc: +359 2 936 0286 | mail@sopharma.bg

sopharmagroup.com



il

JEPXTIKCITY XBA
AEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y YEPKACBKII OBJIACTI

Byn. Cminanceka, 171, M. Yepxach, 18008, Ten.: (0472) 66-38-95, Ten/daxc: (0472) 63-04-13
E-mail: dls.ck@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 37067296

BHCHOBOK

Npo AKICTh BBe3eHOro B YKpaiHy Jikapceskoro 3acody

27.09.2021 Ne 56184/21/23

TEMIAJTTH®

(naiimenypanus nikapchkoro 3acofy 3rinmo 3 peecrpauiiuuM ToCBiAMEHHAM)
TabJeTKH, BKPHTI 060j01K010, Mo 10 Tabaerox ¥y Gaicrepi; mo 1 Snicrepy B kKapTonHiii nauni

{bopma numycky, no3yBaHHA, BUA TAKYBAHEN NIKAPCEKOTO 3acoby)

Homep peectpanitinoro noceimments UA/3553/01/01 crpox nii peecrpauiftuoro noceimaerns 01.01.2099

Cepin mixapcrkoro 3acofy Ne 80721 Kinpkicts BBe3eHOIO Nikapcrkoro 3acoby 76716
BHpoGHHK AT "Codapma”, Boarapis
(HalimeHyBanHg BUPOGHHK Mikapcskoro 3acoly, kpaina NIOXOKEHHS )
Beeseno B Vipaluy Tosapucrno 3 o6mexenolo BimmoBigansHicTio "Codapma Vipaina®,
imenT. kon: 38323318

(1safimenyBanea Ta ko 3a €MIPTIOY ropHam4Hoi ocobu abo mpilMILe, iM'A, N0 GaTHKOBI thiznyHOl
ocobu - ninmpHemuns, i Miclie npoxHBaHHS TA peecTpauilinuli HoMep 06MikOBOT KAPTKH NAATHHKA
noJarkie abo cepin Ta HoMep macnopra)

[poroxon Bisyansnore kearponio eix 27.09.2021 M 409/0/01.24-21/19,

33 pesynbTaTAMH JEpXKABHOrO KOHTPOMIO BCTAHOBNEHO, IO mikapcekuif  3aci6 BBeseno B Ykpaimy 3
JAOTPHMAHHAM BHMOr 3aKOHOZABCTR2 INOAC 336e3MIEYCHHST AKOCT NikapchkuX 3acobis,

.rr'
b

| SR N
Hax c&¥ Wy Tamapa YEITYPHA
( i nimm9/ V] (ininian: Ta npiseume)
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CEPTHQIKAT AKOCTI No 798 /31.08.2021

Jlikapcbkuit 3aci6:

Jlitoui peuosunn/ Tabn.: METaMi30J1 HATPitO MOHOTIApPAT 5

Q) sopharma’®

TEMIAJITTH® rabnerku, BxpuTi 060n0kkom0 X 10

00 mr, Temnigox 20 mr

Cepia Ne: 80721
Jara BupobuuyTBa: 20.07.2021
Ipuaarusii no: 31.07.2025

KinbkicTe ynakosox / THI ynaKosku:
Micue npusHadeuus:
AHaNTHYHA JOKYMEHTaNis 40 peccTpauiiinoro nocsiguenus Ne:

76 716 yn./ 1 6. x 10 Tabn./

Vxpaina

UA/3553/01/01, Bepcia 11.0

Tepmin nii peecTpauiiisore nocsindets: 6e3cTpoKoBo
Jliuensis finsHuui BianosizanbHOT 3a BUNyCK cepii Ne: BG/MIA-0227
041/2021/GMP

GMP ceptudirar ainsuuui signosiraisHoi 3a sunyck cepii Ne:
Anpeca AinbHAUI BIANOBIAANBLHOT 32 BUITYCK CEpii:

AT ,Cogapma”, yn. niencoke woce 16, Cogis, 1220, Bonrapis

Ne | HaiimeuyBasua noxasuwukis Xapakrepucruga i HOPMM PesyanTaT
2 3 4
1. | 3oeHiwHiil Burnag Kpyrai aBoakoBumyxii Binnosinae
Tabnetky, BKpUTi 06010HKOIO,
JiaMeTpoM 13 mMm
2. | Konip 3enenuit Bianosinae
3. | 3anax Bes 3anaxy Bianosinae
4. | Po3nagaHus, x8., He Ginbiue 30 8
5. | OnuopigHicTs 4030BAHHX ONUHHLE
Tect ,,PiBsoMipticTs BMicTy”
i - TemMninon AV<1s 3.5
Tect ,,Bigxunenus sig Macu” '
- METaMi301Ty HaTPif0 MOHOr ApaT AV<1S 4.0
6. | lnewndixauin gisoaux peyosmuu
Meramizon HaTpilo MOROTiApaT
- BEPX Mae Bianosinati sunpoGyBanHio Bianosinae
{ - Y®-cnextp Mae BiznoBigatv BunpoBysanHio Bianosizae
| Temninou
- BEPX Mae Bignosigaru BunpobysarHio Binnosinae
7. | Cynposinsi aomiuxu, Busnaveni no
BIAHOLICHHIO 0 METaMi30My HaTpilo
MoOHoriapary, 8 %, He Ginsiuse
- 4-METHNAMIHOAHTHIIPHH 1.0 0.03
- 6y Ap-fika iHwa JoMilKa 0.1 0.04
| - cyma iHmx gomiuox 0.5 0.08
8. | Crynine posuusenus remnizony, B %
Bifl 3aABIEHONO BMiCTY 80.0 (Q) 99.1
- yepes 45 xB, He MeHLIe
9. | Kinekicun#i smicT aliouMx pevosun B oaHiii
TabneTui, BKpUTiii 06010HKOI0
- Merawmisony natpito mMonoriapar, B r Bin 0.475 po 0.525
- Temninony, 8 mMr Bin 19.0 50 21.0
10. | lzenrudikauis Onanpaii Il 85 F21526
3eneHuit
~ XiHoniHoswii xoBTHii (E 104) Y®-cnextp mac sinnosinatu
- niamanTosuii cusiit FCF (E 133) BUNPOOYBaHHIO
- TuTaHy piokeun (E 171) Mae Bianosiaati BUNPOGyBaHHIO |

Sopharma AD | 16 Hliensko Shose Str. | 1220 Sofia, Bulgaria | tel: +359 2 813 4200 | fax; +359 2 036 0286
Codapma ALl | yn. "Mnmencko woce” 16 | 1220 Codwms, Buarapus | Ten: +359 2 813 4200 | akc: 43592936 0

sopharmagroup.com
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1] 2 3 T 4
11. | Mikpobionoriusa yncrora ]
- TAMC, CFU/r i ' <10° I <1000
-TYMC, CFUIr <102 — <100
| -E.coli, CFUr , Bincyraicts ' Bigcytsi
12. | Mepsusna ynaxosxa ' Mae sianosigatu Bianosizae
peccrpamﬁmﬁ noxyneurauu
13. | Bropunua ynakoska Mace sianosizata ' Binnosinae
peecrpaummﬁ no«yueumuu

BHUCHOBOK: Jlixapcuxuii 3aci6 TEMITAJITIH® Ta6nerxu, BKpHUTI 0BONOHKO0 X 10, cepw Ne 80721 BiAnosinae

BUMOIaM aHANITHUHOT ,uoxyueﬂ'rauu

9 KepiBuuk KA:  :{.J
/M‘ vg."x\ i

HAEKJIAPALLA BIANMOBIOHOCT!: Jikapchkuii 3aci6 TEMITAJITTH® Tabnetky, sxp:m oBonotkoro x 10,
cepis Ne 80721 supobneno, 3anaxosao i NPOKOHTPONLOBAHO BIANOBIAHO O BUMOL GMP, peectpauiitnoi

JoxymesTauii Ta niueHsil Ha supobunuTEO.

VYnossoBaxeHa ocoba (| QPIY/

Hara sunycka cepii: 31.08.2021 p.
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