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CEPTHOIKAT AKOQCTI
CERTIFICATE OF QUALITY

Haara nponyrry:
Name of product:

[TIAPOH, Ta6nerxu, BXputi 060n0HK0M0
PIARONS®, film coated tablets

Registration Certificate No.:

uplimited validity

Cuaa nii: flapaugerason — 500,0 mr

Strength: Paracetamol — 500.0 mg

Cepin Ne/ Batch No.: SPAI1G0) Poamip ynaxogii ! Package size: No2( (10x2y

Peectp. Ne/ A,R.No.: FP/0163/2] Tun ynakoskn / Pack type: Baicrep / Blister 4}
Posnip cepii / Bateh size: 450 000 Tabhab Hata suroronacnns / Mig. date; 02.2021 _
Kin-1e ynaxonox / No. of packs: 22 500 Tepmin npunarnecri / Exp. dater 01.2024

Kpaiira / Market: UKR

Peectpaniiite nocsinuewua Ne: UA/S270/01/0] TepMmin AiT HeOBMex et

PesyauTatn amanisy

Ne n/n Ha3ea ananizy Crnenndikamnia .
Sr. No. Test namne Specification Testresult =
Onue Tabnerxw, mxpuri oGongnkoio, EGimoro XOAsCpy, | Binnosinee

KencynononiSwol dopmn 3 Thewennsm PS5O0 3
onxoro 6oky i niniero poanosy — 3 irnworo Goxy.
! Description White coloured, film coated, capsuleshaped tablets | Complies
with engraving P500 on one side and breakline on.
the other side.
[nerrradixauia Yacn YTPHMYBAHHA OCHOBHOTO IMKA Ha XpOMaTo- Binnozinae
TpaMax  BMNpOBOBYaHOTO: PO3YIY 1 pOIYMHY
NOPIBHLIHS,  OIPHMARMX  npu KinkxicHoMy
BHIHATENHI, IOBHHHI 26itaTHeL
2 ti i L.
| entification In the Assay, the principal peak in the chroma- | Comiplies
togram obtained with sample solution has the same
retention time as the principal pedk in the
chromatogram obtained with standard solution.
Oanxopinuicte pozosankx AV=L, (L=15,0) 1%
3 OAHHHLL .
Uriformity of dosage units AV<L) (L1=IS.(_]) 13 ]
Posnaxanns He 6insire 30 xp 7 X 5cex ]
b | Disiuegeation NMT 30 min 7 min S see
Posuuneing He menme 75 % (Q) 3a 45 xn 93 %
5 | Biislusion Not less than 75 % (Q) in 45 min 93 %
Cynpopigni aosimxn Byne-sikoi seincirmdixosanoi noMimxn — ne 6inbime o
0.25% :0_',00;5 %
4-aminodenony — He Ginsive 0,1 % 0,001 %
6 4-xnopaueraiiinigy - He Ginsme 0,001 % He miszneno
Related substanees Any individual unknown impurity: NMT 0.25 % 0.006 %
4-Aminophenol: NMT 0.1 % 0.001 %
L 4-Chlorcacetanilide: NMT 0.001 % ND
FP/O163721 Crop./Page No: 1 a/of 2
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TOB «Kycyat drapu»
Yxpaina, 40020, ar.Cymu. Byn, CrpaGira, 54
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TOB «Kycym ®apu»
Vipaina, 02092, v Knis,
By, Adraariaceka, 58

Ten.: +38(044) 495-82-§8, haxc: 495-82.87 Kusum Pherm
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Sr. No. Test name Specification A | xoa AT ALTFSult
. P z bl o Y 5
Kintxicue suanauenss 95,0 — 105,0 % sin 3agsmenoi kinsxocTi %@W
(8in 475 no 525 mr) ar}
¥ Kesay 95.0 % - 105.0 % of label claim 98.8 %
(475 to 525 mg) {493.9 mg)
MixpoGionorinua uueroTa 3aransna xinekicts aepofHux  MIKpOOprauizMin
(TAMC) - e Giabnie 10° KYQ/T <10 KYOrr
BaraneHa KineKicTE ApIRDKOBMX 1 Nulicenemmx
rpubis (TYMC) — ne Gimpume 102 KYO/r < 10 KYO/r
Bincyrnicts Escherichia colin | r npenapary Bincyrths
% Miercbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g < 10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10° CFU/g < 10 CFU/g
Escherichia coli must be absent per | g Absent.

BHCHOBOK: / CONCLUSION:

lpoayxr suroraracro, ynakosano Ta NPORHARI30BANE 3rAHO 3 BUMOTaMH peecTpauliiHOTO TIocBinucH,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

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

Cepia AB Ne 508054
Batch AB No. 598054

Llanm & 3aceiguyio, ulo nasenena sume fndoprmanis € nocTosiprolo Ta Tounclo. Lo cephia aponyxuil Syno supobacho {BronOUAIONI NAKYBANNA/MAPKYB2HHA) Ta
MPOBEACHC KOHTPO/L T AKOCTI Ha BHILCIAZHAYCHIN Jinn i y nosuifi gignosifHoeT 3 srmorastn GMP, Beranosnenmmi MICUEBIM PEIYARTOPHIM oprinoM, U
TAKOK BIANCBIANG N0 chouidixalif, wo MieTaTecR ¥ pecctpaniiivomy focse 460 Toprosift inewii Kpaiti-enpobnuxa alo xpafHu-iMnoprepa, Akwo
1IPoAYKLUI0 IMITOpPTOBaNO, 360 ¥ noche cneumipikauifi Ha npenapar s AOCHi Ay RIHOTO Aikapcssoro 3acoby. ITpeToKOTH BUPOGHHLTDS, NaKyYBaHHA T2 aHanilis
Gyn10 NCPCrAAMY T TA BCTAHORNCHO AimoBiAHicTh GMP.

Binnosinae crannapram 1a sumoram GMP,
It complies with GMP standards and requirgments.

Jliveusia na eupoSHaLTSO sixapebrix 3acobia:
Licence for medical products production:

! hereby confirm that the above mentioned intormation is authentic and accurate, This batch of the product was manulactured (including packing/marking) and
its quality contro} was performed at the site mentioned above in full concordance with the requirements of GMP imposed by local regulatory anthority as well as
according lo the speeifications inciuded in the registration dossier or the trade licence of a manufacrurer country or importing country il the product was
imported, or in the dossier of praduct specifications for the examined drug product. The protocols of manufacturing, packing and analyses were Teviewed and
approved in complying with GMP.
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Kniscaka dinln TOB «Kycym d}apm
TOB «Kycym dapm» Yxpa‘ina, 40020, m.Cymn, xyn Cxpn Ha,
Vipaina, 02092, u.Knis, ,

Byn Am«aruncm, 58
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Hassa npoxyxry: TIAPOH, rbnerin, skpiri 66070BKOI0
Name of product: PIARONS®, film coated tablets
Cuna pif: Mapanetamon —500,0 Mr
Strength: Paracetamol — 500.0 mg
Cepin N2 / Batch No.: SPA 1003 Poamip ynakonkn / Package size:  Ne20 (10x2)
- Pecctp. Ni/ A.RNo.: FP/0165/21 | Twun yoexosku / Pack type: Baicrep / Blister
Po3mip cepil/ Batch size: 450 000 rabitab | Jara suroToBnénun / Mfg. date:  02:2021
Kin-is yrakosox/ N6, of packs: 22500 Tepmin npunanocri/ Exp. date: 01,2024
Kpanu I Marker; UKR:
‘ Peecrpaulﬁnenocsin-ieunx N 05T/ 0 Tepmiit.Aif HeoGmekenni
Registration Certificate No.:. UA/9270/01/01 unlimited validity
N | Hazsa‘audnisy Crenndixanis Pesymurarh auasizy
Sr. No. Test name Specification Test result
Onxuc. Tabnerxu, Bxputi obosnouxolo, Ginoro xonbopy,_ Bianosigae
Xanc nqnomGue't tbopmr 3 THCHEHRAM PSOO 3
oanoro.Soxy i siniero.posiiomy —3 iumoro Goky,
! Desetiptioti White:coloured, film coated,. capsule ,shaped ‘tablets | Complies
with engiaving P500-on oné side. asd breaklirie on
the: othier side.
Inenrndikanis Yaey. 'y:pmytgmu ‘OCHDNHOTO- MiKa. Ha XpoMaro- | Bianosinae
| TPamax. 00BYPaHOTO oMy i posmmy |
nopiBRmiNs, m-pmnnx npY. KimXicHoMmy
' Bh3tiavensi, nosymi sbiraTucs.
2 Identification In the Assay, the' principal peak in the' chroma- | Complies
togrim obtained with- sample.solution has the. same
retertion time s the principal peak in the
chromatogmm obtained with standard solution.
OaxopinnicTs no3oBanmux AV=L; (Li=15,0) 54
3 ALY,
Uniformify of dosage units- | AVELLET=15.0y 5.4
Poxnagamns He Ginsine-30.xa 7 x830 gex
4 | Disintegration NMT 30 min 7 min 30 sec
Posunuenss He'merue 75 % (Q) 32 45 xs 94 %
5| Dissolution Not less than 75 %(Q) in45 min 949
Cynposiasi foMiwkn Byne-axol neinentugixopanofl aomiwkn - ne Ginswe
, 5% 0,006 %
4—mh-rot§enony ~ He Ginsie-0,1 % 0;001 %-
6 &mpmmanm‘y —He! Gmsme 0,001 % Hé ausnnexo
Related sybistances Anyindividual unknown-impurity: NMT.0.25 % | 0:006.%.
4-Aminophe : 3 0.601 %:
4-Ehloroacetamlide. NMT 0,001 % ND
FP/0165/21 Crop/Page }a: 1 3/of2
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Knicbxa dinia A TOB «Kygyu Gmpm
TOB Kycym ®apm» N Vkpdina, 40020, m.Cymn, Byn. Cica ;
Ykpa’l'ilal 02092, m.Knis, . Ten.: +38(0542)|77n-;6-10
AmuaTuncsia, 58 ). ey e-mail: i
. en: - +38(044) 495-8288, daxc: 495-82-87 Kusvim Pharm
[ %enm | Hassa apanksy ' Creundixauia
sr. No. Tést vanie Specification
Kinskiche BusnauesHs 95,0 —105,0"% sirt 3asenenol kinskocti
(nux 475 no'525 Mr)
T | Assay 95.0 % - 105.0% of label claim 98.5 %
(475:10 525.mg) €492.4 mg)
Mikpobionoridaa aucrors 3aransua xinpxicrs aepofHux  mixpoopranismis -
(TAMC) - ye Ginbiue: 103 KYQrr < 10KYOrr
SarapHa xinsxicrs ppixkmxoBux . i rmicenesux .
Tpubie (TYMC):~ ue Simme: 107 KyO/r <10 KVO/r
Biacyriem Escherichia eoli’® 1 r.ipenapary Bincyrua
8 Microbiological purity Total aefobic riicrobial count(TAMG):
' . NMT 10° CFU/g- <10-CFU/g
Total combined yeasts/moulds count (TYMC):
NMT: iO’*CFU/g <10 CFU/g
 Escherichia coli'must be absent per 1 g Absent

BHCHOBOK: /CONCLUSION:

Tpoxyx piroToBNeno, ynaxosaHo T8 npoaHaliisoBano sriAN0. 3 BUNoTasiH Peectpaniniioro nocsigyenns,
The product is:-manufactured, packed mdmlﬂed a per requirements of Repistration Cet:tlf cate.

Bignosizae cTauapTiM T2 BimMoram GMP, Ceprudixar N '009/2020/GMP
It complies: with GMP. standards and requirements: Certificate: No..009/2020/GMP
Jliensia: na BHPOOHHUIBO dtikapesKik 3aco6is: Cépin AB M 598054

Licence for:medical products producuon Batch AB No. 598054

Llun = sacainwyio; wo. Hadelleys nhine mt;:opmnu € mmsipuow uw-moxo. » Lo oepile npoRyxuit Gyno snpabincno (Kmouaoun- NaKysayHY/IapKYBaHS) Tik
-TipoBeAeHe’ xomponﬂf HOON ‘Ha. inmc:mm : uuiorakH GMP, BCTRHOBNEHHMS MICQESIN perynmpuuu OPFOFIoN, &
Taxox. slgnostino 2b Crcwsdikaiil, w0’ Migrinkcs y pmpawﬁuony “zlicsé 60 ﬁmrollu Ainciif xpaluu-supoSunxa 260 xpafnu-iunop‘mpa A0
apoaykuio mnomum,tﬁoy AOCHE cneump{uniﬁ Ha npempnmnocalmy-mmm Jllupaxorosqewy Tlporoxonk BHPOSHKLUTYES, nAKYSaRHN-TF aHanizia
6yno: nepermuym 18 BCTRHOANEHD, n;mo:mp ' GMP,

uthento:and accurate. This bnu;h of the productwas manulactured (including: packing/maiing) and
cpmmcq it the ‘recquirements; ofG‘MP impo%edby Tocal tegulstory autisity as well as.

1 oy th ) : 6 licence oF a: manuhdum cauntry or importing- country il’ the product was
lmported, or in-the psnerof pmduet specnﬁcanongm hg: t;ummed dnw pmdm “The:prptocols of misriufactring, picking and anilyses-were. feviewed afid
-apprgved it omplying with-GMP;
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TOB «Kycym ®apm»
Vipaina, 02092, m.Kuis,
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TOB «Kycym ®apm»

Vkpaina, 40020, M.Cymu, Bysr. Cxpabina, 54
Ten.: +38(0542) 77-46-10, axc: 77-46-11

By, AUIMaTHHCBKA, 58 e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, daxc: 495-82-87 Kusum Pharm www.kusum.ua
'CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY
Hasea npogyKTy: ITIAPOH, Ta6neTkH, BKPHTI 00010HKOIO
Name of product: PIARONS®, film coated tablets
Cuuna pil: [Napaneramon — 500,0 Mr
Strength: Paracetamol — 500.0 mg
Cepist Ne/ Batch No.: SPA1006 Posmip ynakoeru / Package size:  Ne20 (10x2)
Peccrp. Ne / A.R.No.: FP/0390/21 Tun ynaxoskn / Pack type: Bricrep / Blister
Posmip cepii/ Batch size: 450 000 Tab/tab | ava puroTonienns / Mfg, date: 05,2021
Kin-ts ynaxosok / No. of packs: 22500 Tepmin npugaTrocri / Exp. date:  04.2024
Kpa¥ua / Market: UKR
Peectpanjiine moceinuenns No: TepMiH AT HeoOMexenmit
Registration Certificate No.: UA/9270/01/01 unlimited validity
Nen/n Haara ananizy Cuenudixanis PesynsTaTn ananizy
Sr. No. Test name Specification Test result
Onwc Tabnérku, Bkputi obonoskoro, Oimore xamsopy, | Bimnosinae
Kancynonofi6Hoi ¢opMu 3 THCHeHHaM P500 3
onHoro Boky i NiHie poinoMy — 3 IHmoro Goxy.
1 Description ‘White coloured, film coated, capsule shapéd tablets | Complies
with engraving P500 on one side and breakline on
the other side.
Inerrudikanis Yacu YTpHMyBaHHS OCHOBHOIO fika Ha xpomato- | Bimmoginae
TpaMax BUNPOGOBYBAHOrG pO3YMHY | pO3UMHY
TIODIiBHAHHA,  OTPHMAHHX NPM  KiNbKiCHOMY
BU3HAYCHH], NOBHMHHI 36iraTHCA.
2 Tentfication In the Assay, the principal peak in the chroma- | Complies
togram obtained with sample solution has the same
retention time as the principal peak in the
chromatogram obtained with standard solution.
OnHOpiAHICTS K030BaHKX AV<Li (Li=15,0) 2,6
3 OIHHULE
Uniformity of dosage units AV<L) (L=15.0) 26
Posnananss He 6inpme 30 x8 3 xB 35 cex
4| Disintegration NMT 30 min 3 min 35 sec
PosunHenHa He menmre 75 % (Q) 32 45 x8 90 %
5 | Dissolution Not less than 75 % (Q) in 45 min 90 %
Cynposinui aomitoxy Byns-nxol neigeHTHdikoBaHOi JoMiKn — He Ginse
025% 0,006 %
4-aminopenony — ne Ginsne 0,1 % Hipxue piBHs BA3HAYEHAN
6 4-xnopaneraniniay — ve 6inswe 0,001 % He Busiriero
Related substances Any individual unknown impurity: NMT 0.25 % 0.006 %
4-Aminophenol: NMT 0.1 % BDL
4-Chloroacetanilide: NMT 0.001 % ND
FP/0390/21 Crop./Page Ne: 1 3/0f 2
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Kuiscoka hinis '
TOB «Kycym @apm»

Vxpaina, 02092, m.Kuis,
Kusune FPhavm

ByII. AIMaTHHCBKA, 58
Ten.: +38(044) 495-82-88, daxc: 495-82-87

VYkpaina, 40020,
Ten.: +38(0542) 77-46-10, thaxe: 77-46-11

TOB «Kycym Qapm»
m.Cymuy, Byn. Cxpabina, 54

e-mail: plant@kusum.ua
www.kusum.ua

Ne n/nt Hasea ananisy Cneundixauisn PesynbTaTH ananizy
Sr. No. Test name Specification Test result
KinskicHe BU3HAYEHHS 95,0 — 105,0 % Bix 3asBNeH0T KUILKOCT 97,4 %
(Bin 475 1o 525 Mr) {486,8 M)
T | Assay 95.0 % - 105.0 % of label claim 97.4%
(47510525 mg) (486.8 mg)
MixpoGionoriuna yucrora SaranmbAa  KiNBKICTE aepoGHHX  MiKpoopraHi3MiB
(TAMC) — ge 6imeme 10° KVO/r <10KYO/r
BaranpHa KinbKiCTe APDKIKOBMX 1 IUTICEHEBHX
rpu6is (TYMC) ~ He Ginsme 102 KYO/r <10 KYO/r
Bincyrnicrs Escherichia coli 8 1 r npenaparty BincyThs
§ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10%CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Absent

BUCHOBOK: { CONCLUSION:

TIpoAYKT BHTOTOBJEHO, YNIAKOBAHO T POAHAN{30BAHO 3ri/HO 3 BUMOraMHK PECCTPALIHHOrO NOCBIIEH .

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

BianoBizac CTaRzapTaM Ta BEMoraM GMP. Ceprudixar Ne 009/2020/GMP

It complies with GMP standards and requiremerits; Certificate No. 009/2020/GMP
Jliuensis Ha BUPOGHRITBO NiKAPCHKMX 3ac06iB: Cepist AB Ne 598054
Licence for medical products production: Batch AB No. 598054

[{um 2 3acBiuyi0, o HABEACHA BHIE iHopmaLtin € ZOCTOBIPHOI Ta TOUHOI0. Ll}o cepito npoaykuii 6yn0 BHPOGREHO (BKNHOYAIONH NAKYRAHHA/MAPKYBAHHA) TR
DpOBEREHD KOHTPONs Tf RKOCTE Ha BhIesasHaucHill ANLHAL Y HoBHIl BinnosianocTi 3 sumorami GMP; BecTaHOERCHUMK MiCUCBIM DETYARTOPHIM OPraHoN, a
TaKo® BiANOBIANO MO cneundikauifi, mo MICTATECK y peettpatiliHoMy nocie abo Toproilf niuewsil xpaluu-sBupoGHRKa 860 KpalHu-iMmOpTepa, XKILO
DpOAYKWiO iMBOPTOBAHD, 860 y A0ChE cneuudikauiit Ha Mpenapar And JOCHI/DKYSAROTO Aikapcekoro 3acoby. NpoTokoms BHPOOHULTEA, NakyBaHAN Ta ananisis

6y710 NEPErNARYTO Ta BCTaHOBNEHO BUMoOBiIAICTE GMP.

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

approved in complying with GMP.
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TOB «Kycym ®apm»
Vipaina, 02092, m.Kuis,
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TOB «Kycym ®apm»

Vkpaina, 40020, M.Cymu, Bysr. Cxpabina, 54
Ten.: +38(0542) 77-46-10, axc: 77-46-11

By, AUIMaTHHCBKA, 58 e-mail: plant@kusum.ua
Ten.: +38(044) 495-82-88, daxc: 495-82-87 Kusum Pharm www.kusum.ua
'CEPTU®IKAT AKOCTI
CERTIFICATE OF QUALITY
Hasea npogyKTy: ITIAPOH, Ta6neTkH, BKPHTI 00010HKOIO
Name of product: PIARONS®, film coated tablets
Cuuna pil: [Napaneramon — 500,0 Mr
Strength: Paracetamol — 500.0 mg
Cepist Ne/ Batch No.: SPA1006 Posmip ynakoeru / Package size:  Ne20 (10x2)
Peccrp. Ne / A.R.No.: FP/0390/21 Tun ynaxoskn / Pack type: Bricrep / Blister
Posmip cepii/ Batch size: 450 000 Tab/tab | ava puroTonienns / Mfg, date: 05,2021
Kin-ts ynaxosok / No. of packs: 22500 Tepmin npugaTrocri / Exp. date:  04.2024
Kpa¥ua / Market: UKR
Peectpanjiine moceinuenns No: TepMiH AT HeoOMexenmit
Registration Certificate No.: UA/9270/01/01 unlimited validity
Nen/n Haara ananizy Cuenudixanis PesynsTaTn ananizy
Sr. No. Test name Specification Test result
Onwc Tabnérku, Bkputi obonoskoro, Oimore xamsopy, | Bimnosinae
Kancynonofi6Hoi ¢opMu 3 THCHeHHaM P500 3
onHoro Boky i NiHie poinoMy — 3 IHmoro Goxy.
1 Description ‘White coloured, film coated, capsule shapéd tablets | Complies
with engraving P500 on one side and breakline on
the other side.
Inerrudikanis Yacu YTpHMyBaHHS OCHOBHOIO fika Ha xpomato- | Bimmoginae
TpaMax BUNPOGOBYBAHOrG pO3YMHY | pO3UMHY
TIODIiBHAHHA,  OTPHMAHHX NPM  KiNbKiCHOMY
BU3HAYCHH], NOBHMHHI 36iraTHCA.
2 Tentfication In the Assay, the principal peak in the chroma- | Complies
togram obtained with sample solution has the same
retention time as the principal peak in the
chromatogram obtained with standard solution.
OnHOpiAHICTS K030BaHKX AV<Li (Li=15,0) 2,6
3 OIHHULE
Uniformity of dosage units AV<L) (L=15.0) 26
Posnananss He 6inpme 30 x8 3 xB 35 cex
4| Disintegration NMT 30 min 3 min 35 sec
PosunHenHa He menmre 75 % (Q) 32 45 x8 90 %
5 | Dissolution Not less than 75 % (Q) in 45 min 90 %
Cynposinui aomitoxy Byns-nxol neigeHTHdikoBaHOi JoMiKn — He Ginse
025% 0,006 %
4-aminopenony — ne Ginsne 0,1 % Hipxue piBHs BA3HAYEHAN
6 4-xnopaneraniniay — ve 6inswe 0,001 % He Busiriero
Related substances Any individual unknown impurity: NMT 0.25 % 0.006 %
4-Aminophenol: NMT 0.1 % BDL
4-Chloroacetanilide: NMT 0.001 % ND
FP/0390/21 Crop./Page Ne: 1 3/0f 2

ﬁo(ﬁl/ﬂ\/ oty Q/ /e

Page 1/1

YR o02s (Pn=




o
Kuiscoka hinis '
TOB «Kycym @apm»

Vxpaina, 02092, m.Kuis,
Kusune FPhavm

ByII. AIMaTHHCBKA, 58
Ten.: +38(044) 495-82-88, daxc: 495-82-87

VYkpaina, 40020,
Ten.: +38(0542) 77-46-10, thaxe: 77-46-11

TOB «Kycym Qapm»
m.Cymuy, Byn. Cxpabina, 54

e-mail: plant@kusum.ua
www.kusum.ua

Ne n/nt Hasea ananisy Cneundixauisn PesynbTaTH ananizy
Sr. No. Test name Specification Test result
KinskicHe BU3HAYEHHS 95,0 — 105,0 % Bix 3asBNeH0T KUILKOCT 97,4 %
(Bin 475 1o 525 Mr) {486,8 M)
T | Assay 95.0 % - 105.0 % of label claim 97.4%
(47510525 mg) (486.8 mg)
MixpoGionoriuna yucrora SaranmbAa  KiNBKICTE aepoGHHX  MiKpoopraHi3MiB
(TAMC) — ge 6imeme 10° KVO/r <10KYO/r
BaranpHa KinbKiCTe APDKIKOBMX 1 IUTICEHEBHX
rpu6is (TYMC) ~ He Ginsme 102 KYO/r <10 KYO/r
Bincyrnicrs Escherichia coli 8 1 r npenaparty BincyThs
§ Microbiological purity Total aerobic microbial count (TAMC):
NMT 10°CFU/g <10 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10%CFU/g <10 CFU/g
Escherichia coli must be absent per 1 g Absent

BUCHOBOK: { CONCLUSION:

TIpoAYKT BHTOTOBJEHO, YNIAKOBAHO T POAHAN{30BAHO 3ri/HO 3 BUMOraMHK PECCTPALIHHOrO NOCBIIEH .

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

BianoBizac CTaRzapTaM Ta BEMoraM GMP. Ceprudixar Ne 009/2020/GMP

It complies with GMP standards and requiremerits; Certificate No. 009/2020/GMP
Jliuensis Ha BUPOGHRITBO NiKAPCHKMX 3ac06iB: Cepist AB Ne 598054
Licence for medical products production: Batch AB No. 598054

[{um 2 3acBiuyi0, o HABEACHA BHIE iHopmaLtin € ZOCTOBIPHOI Ta TOUHOI0. Ll}o cepito npoaykuii 6yn0 BHPOGREHO (BKNHOYAIONH NAKYRAHHA/MAPKYBAHHA) TR
DpOBEREHD KOHTPONs Tf RKOCTE Ha BhIesasHaucHill ANLHAL Y HoBHIl BinnosianocTi 3 sumorami GMP; BecTaHOERCHUMK MiCUCBIM DETYARTOPHIM OPraHoN, a
TaKo® BiANOBIANO MO cneundikauifi, mo MICTATECK y peettpatiliHoMy nocie abo Toproilf niuewsil xpaluu-sBupoGHRKa 860 KpalHu-iMmOpTepa, XKILO
DpOAYKWiO iMBOPTOBAHD, 860 y A0ChE cneuudikauiit Ha Mpenapar And JOCHI/DKYSAROTO Aikapcekoro 3acoby. NpoTokoms BHPOOHULTEA, NakyBaHAN Ta ananisis

6y710 NEPErNARYTO Ta BCTaHOBNEHO BUMoOBiIAICTE GMP.

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

approved in complying with GMP.
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