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Knisesra dinin & . g
TOB «Kycym ®apy» K Yxpaina, 40020, M.C}’M i fmm

VYipaina, 02092, s.Kuis,
Byn. AnMatuHebka, 58
Tea.: +38(044) 495-82-88, dakc: 495-82-87 Kusum Pharm

CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

Hassa nponyxry: THYPEKCE, tabnerxn

Name of product: TIUREX ®, tablets

Cunaa gii: liapoxnopTtiasuay - 25 mr

Strength: Hydrochlorothiazide = 25 mg

Cepis N/ Batch No.: STD1012 Po3mip ynarkonxn / Package size:  Ne30 (10x3)

Peccrp. Ne/ A.R.Ne.: FP/0248/21 Tun ynakoskn / Pack type: Bnictep / Blister

Poamip cepii / Batch size: 100 000 Tab/tab Hara suroTtosienns / Mfg. date:  03.202]

Kui-b ynakosok / No. of packs: 3333 Tepmiu npunathocri/ Exp. date:  02.2023

Kpaina / Market: UKR

Peccrpauiiine nocsiguennsa Ne: ; e o .

Resistiatinn Certificate Nos: UA/18487/01/02 Tepumin aii go / valid to 10.12.2025

Ne n/n Hazpa ananizy Cneundiranin Peiynnrartu ananizy |

Sr. No. Test name Specification Test result

Onue TaGnerkn Gexeroro um cpitno-Gexesoro komsopy, | Binnosizae

KpYIJ,  [IOCKI, 3 MOMIHBHMH  YCPBOHMMH

BKPAIUICHHSAMH, 3 DHCKOIO 3 OAHIET CTOPOHH i raazxi 3
iHLwoT cropoun

Description Beige to light beige, round, flat tablets, with | Complics
occasional red spots, with break line on one side
and plain on the other

InenTHikanis:
Fiapoxnopriasun A. IH-cmextp normmsamHa  axcnepcii sanmmky | Biamosiaae
Spominy kaniwo, opepxanuii i3 BunpoGosyBaHoro
3pa3Ka, Mac NokasyBaTH MAKCHMYMMU TiTBKH TIPH THX
e JIOBKMHAX XBHAL, 1O i [Y-cnexrp nornuuanns
po0OYOro CTaHAAPTHOTO 3pasxa TiNpoxXnopTiasnay,
NPUrOTOBAHOrO B TaKMX e YMOBax, [ONCPEAHLO
PO34HHEHOIO Y CNHPTI | BUIYMEHOr0 BUNApIOBaHHAM
PO34HHY JocyXa,

B. Ha xpomaterpami eunpoSosysaHoro posummy, | Bianosinae
onepxaniii  y sunpobysamni  «Kinekiche en-
JHAYCHHA», Yac YTPHMYBaHHS OCHOBHOTO Nnika Mae
COiBNajaT 3 4acoM YTPHMYBaHHSA OCHOBHOTO NiKa
2 Ha XpOMATOrpaMi PO3YHHY MNOPIBHAHHS

Identification:
Hydrochlorothiazide A. The IR absorption spectrum of a potassium | Complies
bromide dispersion of the residue obtained from the
sample exhibits maxima only at the same
wavelengths as that of a similar preparation of
Hydrochlorothiazide working standard previously
dissolved in alcohol and recovered by evaporating
solution to dryness

B. In Assay, the principal peak in the chromatogram | Complics
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution

FP/0243/21 Crop./Page No: 1 3/of 3
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Kuisebka dinin

TOB «Kycym ®apm»
VYipaiua, 02092, m.Kuis,
BYI. AJMaTHHChKa, 5§

Tea: +38(044) 495-82-88, akc: 495-82-87

3

Kusum Tharm

Yrpaina, 40020, m.

TOB «Kycym ®apm»
Cymu, Byi. Crpabina, 54

Ne n/nt Hazpa ananizy Crenndikauis \ i '}ym.i'tag‘, 1aaisg
Sr. No. Test name Specification WD \ter i iraniitiy
Posnananns He Ginpiwe 15 xpuany X 280 597;‘@'
i % ; . 4 d
3 Disintegration NMT 15§ minutes 0mi L=
Po3unnenna He menwe 70 % (Q) sia sassnewoi xinmkocti | 100 %
riapoxnoptiazuny 3a 60 XBHIHH
: Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 100 %
chlorothiazide in 60 minutes
OuanopignicTs ao3opannx AVZLI (L1=15,0) 3,9
5 OIHEHLL
Uniformity of dosage units AV=L1(L1=15.0) 3.9
Cynposiani noMiku Benzothiadiazine related compound A — ye 6inpue 0,095 %
1,0 %
6
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.095 %
Kinbxicne Bu3HaueHns Bin 95,0 % no 105,0 % sin zasenenoi kinoxooti 96,1 %
riApoXIopTiaZHLy B OAHIN TaBneTu
¥ Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 96.1 %
drochlorothiazide per tablet
Mikpabionoriyna uncrora Jaranbhc  4MCNO  aepoGHEHX MIKpOOprauiamin
(TAMC) - He Ginbie 10° KYO/T. <10 KYO/r
3araibhe YKHCIIO APIKDKOBHX Ta ILTICEHERMX TPHGID
(TYMC) ~ ne Ginste 10 KVO/r <10 KYO/r
Bincyruicts Escherichia coli B 1 r npenapary. Bincyrua
3 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g, <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10° CFU/g. < 10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHCHOBOK: / CONCLUSION;

IIpostyKT BHIOTORIEHO, YNIAKOBAHO TA MPOAHANIZOBAHO 3FAHO 3 BUMOrAMH peecTpaliffHoro nocpiauenus.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Ceptudixar Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepis AB Ne 598054
Batch AB No. 598054

Bianosinae cranpapram Ta sumoram GMP.
It complies with GMP standards and requirements.

Jliuensia na BHPOGHHUTBO Nikapebxux 3acobis;
Licence for medical products production:

FP/0248/21 Crop./Page Ne: 2 3/0f 3




Kuiserka dinis g
TOB «Kyeym hapm»

Vrpaina, 02092, M. Kuis,

BYn. AfIMATHHCLKa, 58

Ten.: +38(044) 495-82-88, paxc: 495-82-87

TOB «Kycym ®apmy

Ykpaiua, 40020, m.Cymu, sy, Cxpsbina, 54

Ten.: +38(0542) 77-4

Kusum Pharm

6-

Llim 5t saceizuyio, mo sanegena sHie HpOPMALLIA ¢ MOCTOBIPHOIC Ta TouHolo. Lo CEPio NpoaYKLET
TIPOBEIEHD KOHTPOAR T AXOCTI HA wiNLesRsHANCHTH 1imsHmi y noBHiil siznosinHocTi 3 sumoramu G
TAKOK BINORIHO N0 cnewndikaniit, mo sicrsrucs ¥ peectpauiiinomy Accwe abo Tupromifi giugHaii KpalHH-BHPOGH
npoykuilo iMnopToBano, abo y Noche eneitnpixaniii Ha npenapar ws HOCHIARY BANOTO NiKAPChKOrO sacoby. Ilporokony sipc

Oyno nepernanyTo Ta peranonscHe signosigict, GMP,

I'hereby confirm that the above mentioned information is authentic and accurate, This baich of the preduct was manufactured (including pa
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP
uccording to the specifications included in the registration dossier or the trade licence of
imported, or in the dossier of product specifications for the examined drug product, The pro

approved in complying with GMP.

Bysio Bupodieno (prr
MP, BETAHORNEHUMH M

PRSI R apity
xpammmqucp' L
dakcy gy ;

2/marking) and

imposed by local regulatory authority as well as
A manufacturer country or importing country if the product was
tocols of manufacturing, packing and analyses were revicwed and

Ximix-anamitik .3a. nabopatopiero BKS | Hauamshuk BKA YnosnosaxcHa ocoGa
Analytical Chemist | QC Lab In-charge QC Head Qualified Person
IsCs/Name: /;://}(("fc Cirovees 74, %ﬂm lg‘j oo h G Efpefedrg d. )
7 ™ pe o
Mipnne/Signature; nﬁf'“'/ - ;’“‘ a :,.}1 Vi :,,/gj:\.—“({{{ (eciice!
ST i " a _J'
Jlava/Date: /70yl Closufs 19} o 4] 2 LGS
FP/0248/21 Crop./Page Ne: 3 3/of 3




KuiBenka ¢inin

TOB «Kycyn ©apan
Vkpaiza, 02092, m.Kuis,
ByJl. ANMATHHCHKA, 58

Ten.: +38(044) 495-82-88, takc: 495-82-87

o]

S

Kusum Pharm

i

TOB «Kycym Dapm»
Ha, 54

CEPTH®IKAT AKOCTI

CERTIFICATE OF QUALITY

Haspa npoaykry:
Name of product:

THUYPEKCS, tabneTkH

TIUREX®, tablets

Cuna aii:
Strength:

[impoxinoptiasugy — 25 MT
Hydrochlorothiazide — 25 mg

Cepisi Ne/ Batch No.:

STD1013

Posmip ynaxorku / Package size:

Ne30 (10x3)

Peectp. Ne/ A.R.No.:

FP/250/21

Tun ynakoekn / Pack type:

Baicrep / Blister

Po3nip cepii / Batch size:

100 000 tab/tab

Jara Burotosjenns / Mfg, date:

03.2021

Kin-ts ynakosok / No. of packs:

3333

Tepmin npuoaTHocti / Exp. date:

02.2023

Kpaina / Market:

UKR

PeecTpauiiine nocpiguenns Ne:
Registration Certificate No.:

UA/18487/01/02

TepmiH aii po / valid to 10.12.2025

Ne n/ni

Sr. No. Test name

Hasea ananisy

Cneundikauia
Specification

PesynbTaTii aHaRizy
Test result

Onuc

Description

Tabnerky GexeBoro 4M CBiTI0-GexeBOTO KONbLOPY,
KpyDiai, [UI0CKi, 3  MOMJIMBHMH  4YEpPBOHHMH
BKpAIUIEHHAMH, 3 PHCKOIO 3 OJIHi€T CTOPOHH i rafxi 3
inmof cToponH

Beige to light beige, round, flat tablets, with
occasional red spots, with break line on one side
and plain on the other

Bingnosigae

Complies

InesTudikanis:
Tiapoxnopriasun

Identification:
Hydrochlorothiazide

A. TY-cnektp TmOMMHHaHHA Aucnepcii 3ajLKy
Opominy kamito, onepxaHuil i3 BHIpoOOBYBaHOrO
3paska, Ma€ [I0Ka3yBaTH MaKCHUMYMH TUTHKY MPH THX
We JOBMMHAX XBHIb, WO | [Y-coekTp NMOrIWHAHHA
pofo4oro CTaHAApTHOTO 3paska TiNpoXJIopTia3umy,
NPUrOTOBAHOTO B TAKHX K& YMOBaX, MOMNEpenHsO
PO3UMHEHOI0 Y CIOHPTI | BHNYHYEHOT0 BHNapIoBaHHAM
PO34YHHY AOCYXa.

B. Ha xpomarorpami BHIpPoOOBYBAHOTO DO3YHHY,
omepxanii y pumpoBysanHi «Kinekice Bu-
3HayeHHd», YaC YTPHMYBaHHS OCHOBHOIO MiKa Mac
criBMafaTHv 3 4acoM YTPUMYBaHHA OCHOBHOTO Mika
Ha XpOMAaTOTpaMi pO34UHHY NOPIBHAHHA

A. The IR absorption spectrum of a potassium
bromide dispersion of the residue obtained from the
sample exhibits maxima only at the same
wavelengths as that of a similar preparation of
Hydrochlorothiazide working standard previously
dissolved in alcohol and recovered by evaporating
solution to dryness

B. In Assay, the principal peak in the chromatogram
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution

Bianosinae

Binnoginae

Complies

Complies

FP/0250/21
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Kuipcnka dinin

TOB «Kycym Dapm»

Yipaina, 02052, m.Kuis,

Byn. AJIMATHHCEKE, 58

Tenm.: +38(044) 495-82-88, daxc: 495-82-87

Kusum Pharm

TOB «Kycym Dapm»

Vipaina, 40020, M.Cymu, Bya—Cxpalina, 54

gl '
| Gy CYM @APMY
Ne n/ni Hazsga ananisy Cneundikauia %Wmﬁﬁﬂﬂ é-'."
Sr. No. Test name Specification ¢ \Test 8yt 74
PosnanaHus He binpme 15 xBUIHH 0x TR
% Disintegration NMT 15 minutes 0 min 23 sec
Po3uuneHHs He memme 70 % (Q) min samemenoi kimbkocti | 101 %
rigpoxnopriaszuny 3a 60 XBUIHH
. Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 101 %
chlorothiazide in 60 minutes
OxHOpIIHICTE JO30BAHHX AV<L1 (L1=15,0) 5,8
5 ONWHULE
Uniformity of dosage units AV<LI (L1=15.0) 58
CynpoBifHi goMilukH Benzothiadiazine related compound A — ne 6ineme | 0,055 %
6 1,0%
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.055 %
KinpkicHe BH3HAYEHHA Bix 95,0 % mo 105,0 % Bin 3asenenoi kimpkocti | 96,1 %
TipOXIOpTiasny B OARIH Tabnerii
7 Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 96.1 %
drochlorothiazide per tablet
MikpoGionoriyna 4HCTOTA 3araneHe uYMCTO  aepofHHMX  MikpoopranisMis
(TAMC) — ne 6inpwe 10° KYO/r. <10 KYQO/r
3aranpHe YHCIO APDKEMKOBUX Ta IIICEHEBHX rpubis
(TYMC) — ne Ginsie 10?2 KYO/r < 10 KYO/r
BincyTuicte Escherichia coli B 1 T npenaparty. BincyTns
§ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g. <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10? CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHUCHOBOK: / CONCLUSION:

T1pOAyKT BHFOTOBNEHO, YAKOBAHO Ta NPOAHANI30BAHO 3TIAHO 3 BUMOTAMH peecTpauifiHOro MOCBIAYEHHS.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinac cranmapram ta Bumoram GMP.
It complies with GMP standards and requirements.

Jliuensis Ha BUpOGHHLTEO JikapChKuX 3ac00iB:
Licence for medical products production:

CeptudixaT Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepist AB Ne 598054
Batch AB No. 598054

FP/0250/21

Crop./Page Ne: 2 3/0f 3




Kuiscbka dimia 2 TOB «Kycym ®apm»
TOB «Kycym ®apm» Vipaina, 40020, M.Cypsprmyml Ha, 54

Vkpaina, 02092, m.Kuis,
By AnMarurceka, 58

Ten.: +38(044) 495-82-88, (axc: 495-82-87 Kusum Pharm

LIns 5 3ac8inuyio, mio HaseaeHa sHuLC indiopaaLtia € nocTosipsol0 Ta Tounoo. Lo cepito nponykuii Oyno sHpotnero (BRACHAD
NpOBEACHO KOHTPOML Ti AXOCTI Ha BHIlle3a3HadeHif LiNbHHLE Y NoBHill BianosianocTi 3 Bumorami GMP, BcTaroBneHHMH Nidlch H
Takox BIANOBINHO No cnewwdikauifl, wo MicTATECK Y peecTpawiiiHoMy Aocke abo TOprosifi Jiuensii kpaimi-wpoﬁu afid-phid ERnePTipR/ Ao
NpoAyKLio isnopTosaso, aGo y aocke crieumdikauili Ha npenapat A KOCALLKYBAHOTO Aikapcbkoro 3acofy. [TpoToKONH BiPO BTy Bl s 1Hanisis
Gy A0 NEPeraANyTo Ta BCTaHOBACHO Binnosiauicts GMP.

1 hereby confim that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Ximik-ananiTHK aB. maGopatopiero BKS | Hayaneruk BKST YnosHOBaxKeHa ocoba
Analytical Chemist [ QC Lab In-charge QC Head Qualified Person ,

DR bpbnite  |Cuoressses 78 @“C\'”" Cave Feepclence 6”-'{‘-{

[ = 7
[Tiamac/Signature: :',/f’[(({/ tfc@.uuf _ /\\\\ v Zﬁﬁ,iﬁé‘mdffzfﬁﬁ/

Jlara/Date: sofrg)y | gelo Soloy) 3 Ao/ 2y s

FP/0250/21 Crop./Page Ne: 3 3/of 3




KniBcbka diain

TOB «Kycym ®@apm»
Vipaina, 02092, M.KniB,
BYJ. AJIMaTHHCBKa, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

g

g TOB «Kycym ®apm»
Vxpaina, 40020, m.Cymu, Byn. Ckpsbina, 54
Ten.: +38(0542) 7725 ke 77-46-11

Kusum Phavm

CEPTH®IKAT AKOCTI NS frer it /5
CERTIFICATE OF QUALITY \& Kot -

<
=
s
=

CRY CYM APyt 2
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Registration Certificate No.:

Hassa npoaykry: TUYPEKC?®, tabnetku

Name of product: TIUREX &, tablets

Cuna nii: Tinpoxnopriasumy — 25 Mr

Strength: Hydrochlorothiazide — 25 mg

Cepist Ne / Batch No.: STD1014 Posmip ynakoBku / Package size:  Ne30 (10x3)
Peectp. Ne/ A.R.No.: FP/0251/21 Tun ynaxoskn / Pack type: Bnicrep / Blister
Po3mip cepii/ Batch size: 100 000 Tab/tab JaTa BurorosnenHs / Mfg. date:  03.2021

Kin-ms ynakosok / No. of packs: 3 333 Tepmin npunatrocri / Exp. date:  02.2023

Kpaiuna / Market: UKR

Peccrpauifine nocainuenns Ne: 1, /) 0487/01/02 Tepwin zii zo / valid to 10.12.2025

Ne n/n
Sr. No.

Hasga ananisy
Test name

Cneundirauis
Specification

PesysabTaTn ananisy
Test result

Onuc

Description

Talnetku GexeBoro 4i CBiTNIO-GEXEBOrO KONLOPY,
KpyTqi, IUIoCKi, 3 MOXIMBHMH  YEPBOHMMH
BKPAIUICHHAMH, 3 PUCKOIO 3 OIHi€] CTOPOHH i rnajxi 3
iHmoi cropoun

Beige to light beige, round, flat tablets, with
occasional red spots, with break line on one side
and plain on the other

Binnosinae

Complies

InenTugikauis:
Igpoxnopriasun

Identification:
Hydrochlorothiazide

A. TY-cnexTp mnornuMHaHHA mgucnepcii 3amumKy
GpoMiny kanito, omepkanuii i3 BuNPoGoByBaHOro
3paska, Ma€ NMOKa3yBaTH MAKCHMYMH TUIbKH NPH THX
JKe JOBXHHaX XBwib, o i [Y-cexrp nornuuasHs
poboyYOro CTaHZAPTHOrO 3pas’ka riApPOXIOPTIasHIY,
TIPUTOTOBAHOTO B TAKHX )K€ YMOBaX, MOINEPEAHLO
PO3YHHEHOrO Y CIMPTi i BITY4EHOro BHINAPIOBAHHAM
PO34HHY OCyXa.

B. Ha xpomarorpaMi BHTIPOGOBYBaHOIO DO3ZYHHY,
onepxaniii 'y pBunpoGyeanHi «KinbkicHe Bu-
3HaYEHHsA», Yac YTPHMYBaAHHA OCHOBHOTO Tika Mae
cniBNajaTH 3 4acOM YTPMMYBAaHHA OCHOBHOTO ILKa
Ha XpoMaTorpami po34HHy NMOPiBHAHHA

A. The IR absorption spectrum of a potassium
bromide dispersion of the residue obtained from the
sample exhibits maxima only at the same
wavelengths as that of a similar preparation of
Hydrochlorothiazide working standard previously
dissolved in alcohol and recovered by evaporating
solution to dryness

B. In Assay, the principal peak in the chromatogram
obtained with the test solution has the same retention
time as the principal peak in the chromatogram
obtained with the standard solution

Binnosinae

Bianosinae

Complies

Complies

FP/0251/21
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KuiBcbka dinis

TOB «
Ykpain

Kycym ®apm»
a, 02092, M.Kuis,

BYJ. AJIMATHHCBKa, 58

Teun.: +38(044) 495-82-88, takc: 495-82-87

Kusum Pharm

Ne /n Haspa ananisy Crneundixauisn %w&%&‘fi{ Hz }fy
Sr. No. Test name Specification N t“-7§EGSf—|,‘G{le//
Poszrnaganns He Ginbure 15 xpunun 3 M_"?‘“rtf//
d Disintegration NMT 15 minutes 0 min 24 sec
Po3yuHeHHs He menme 70 % (Q) Bin 3asenenoi kinekocti | 100 %
rigpoxsopTiasiny 3a 60 XBHIMH
4 | Dissolution NLT 70 % (Q) of the labeled amount of Hydro- | 100 %
chlorothiazide in 60 minutes
OnHOpiAHICTb X030BaHKX AV<L1 (L1=15,0) 34
5 OXHHHLB
Uniformity of dosage units AV<LI1 (L1=15.0) 34
CynposiaHi gomiiuku Benzothiadiazine related compound A — ne 6insme | 0,055 %
6 1,0 %
Related substances Benzothiadiazine related compound A: NMT 1.0 %. | 0.055 %
KinnkicHe Bu3HaYeHHA Bix 95,0 % no 105,0 % Bin 3aseneHol kimbkocti | 97,3 %
rizpoxsiopriasumy B oAHii Tabnerui
7 Assay 95.0 % to 105.0 % of the labeled amount of Hy- | 97.3 %
drochlorothiazide per tablet
Mikpo6ionoriyua yncrora 3aranbHe 9mCIO  aepoGHHX  MikpoopraHismis
(TAMC) — ne 6insme 10° KVO/T. <10KYOr/r
3aranbHe YMCIO IPDKIDKOBHX Ta IUTICEHeBHX IpHbiB
(TYMC) - ne Ginsme 10> KYO/r <10KYO/r
BincyThicte Escherichia coli B 1 r npenapary. Bincyths
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g. <10 CFU/g
Total combined yeasts and moulds count (TYMC):
NMT 10% CFU/g. <10 CFU/g
Escherichia coli must be absent per 1 g. Absent

BHUCHOBOK: / CONCLUSION:

[IpoxykT BUrOTOBIIEHO, yNIakOBaHO Ta MPOAHANI30BAHO 3ri/IHO 3 BUMOraMH peccTpaniifHoro noceigyeHus.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crangapram ta Bumoram GMP.
It complies with GMP standards and requirements.

JliueHsisa Ha BUPOGHALTRO JIiKApChKUX 3ac06iB:
Licence for medical products production:

Ceptudikat Ne 009/2020/GMP
Certificate No. 009/2020/GMP

Cepist AB Ne 598054
Batch AB No. 598054

FP/0251/21

Crop./Page Ne: 2 3/of 3
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KniBcbka ¢inis ‘ TOB «Kycym ®apm»
TOB «Kycym ®apm» YkpaiHa, 40020, M.CyamBE-Cypsabina, 54
Vkpaina, 02092, M.Knis, Ten.: +38(05427 , bake 37-46-11

ByN. AJIMaTHHCBKa, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87 /«Mm .7) kal"l'}z

Llum a 3acsinyyio, 1o Haseneka Buie inopmaltia € 10CTOBIpHOIO Ta TouHOW. Liio cepilo npoaykuii 6yno BupoGaeHO (BKRYGGaY
TIPOBE/IEHO KOHTPOb 1T AKOCTI Ha BHIE3a3HA4CHIN AiNbHULI Y NOBHIA BiANOBiAHOCTI 3 BHMOraMu GMP, BCTaHOBICHHMH \n\ :
TaKOX BIANOBIAHO 10 cneundikauill, WO MICTATLCA y peecTpauiliHoMy ocke a6o TOProsiM MiueH3i Kpainu-BHPOGHANAY 7
NpoayKiLilo iMopTosato, ado y nocke cneundikaiiié Ha npenapar 1A A0CAIDKYBAHOO Aikapcbkoro 3acoby. TipotokonH BHpoOHRidE
Gy10 NEpernsHYTO Ta BCTAHOBACHO BianosiaHicTs GMP.

I'hereby confirm that the above mentioned information is authentic and accurate. This batch of the product was manufactured (including packing/marking) and
its quality control was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory authority as well as
according to the specifications included in the registration dossier or the trade licence of a manufacturer country or importing country if the product was
imported, or in the dossier of product specifications for the examined drug product. The protocols of manufacturing, packing and analyses were reviewed and
approved in complying with GMP.

Inerradixanifamd
* \EOX 33525927/«

&S
*p“ 'HA M-d‘“

Ximik-aHamiThk ,3aB. nabopatopieto BKSl | Hasanbhux BKSA ‘YnoBHoBaxeHa ocoba
Analytical Chemist 1 QC Lab In-charge QC Head Qualified Person
R
kit Gfinote (Guoresco v8 | Rasplwole | B0 fye &
v NV~
Iignuc/Signature: r/l(ﬂ/ U’C.;m}\ O‘\v) %W[%
Jata/Date: LD /p/// 2 .Z_o/ oy /«C« ‘7{)—@'\0 N ‘ 2 0&?{/ ﬂy/ o/ /
FP/0251/21 Crop./Page Ne: 3 3/0f 3
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