JEPKABHA CHYIKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KNEBI

npos. Hanii Caivanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €JIPITOY 37079055

BUCHOBOK
npo AKIiCTH BBCICHOrO B Yrpainy Jikapehicoro 3aco0ly
27.08.2024 ' Ne 43759/24/26
TAUTEPOH®

(HaiiMenyBaHIa nixapehkoro 3acofy 3rinno ¥ PECCTPRLIFIHM NOCBIAUCHIN)
Tabaericn, BKpATi 06051011010, no 500 mr; wo 10 TaducTory Buricrepi; no 1 Gaicrepy v
wapronili Kopobui

(hopna BHITyCKY, N03Y BRI, HHIL HAKYBRIHA HIKAPCLKOFO 3a¢00Y)

Howmep peccrpaifitioro nocsinuenns UA/9539/02/01 crpox aif peecrpauifitioro nocaiauenis HeobMemen i

Cepin nixapcbkoro 3acoby Ne 1003902 KifbKicTh BEEIEHOTO AIKAPCLKOTO 3acoBy 256
BupoGuik KYCYM XEJITXKEP TBT JIT/L, Inais

(naifmenyBanus sppolbreka sixapeskoro sacoby, kpaina HONOQMKEHHA)

Breseno B Yipaiy " Tonapucrso 3 06MEOKEHOI0 pinnonigansuicro "aendapm JITI,
izent. won: 20075891

(nativenysanus ta k0 38 CAPTIOY opuimsioy 0¢0BK 1O NPIIBKILE, iM'H, 10 BaThKoBi
izmnnol 0cobu - nianprents, T MICUE HPORABAIIL T2 pecerpaliitngii omep ofigigonoi
KAPFKK ILIaTHHKR I0RATKIB a0 cepist T HOMED HRCHOPTA)

TIpoToK0A Bi3YasLHOTO KOHTPOIIO Bilt 26.07.2024 N 2503/2.
JaGoparopyuii anaiis aKocTi NiKapehIoro 3acoGy 3nificHenuit;

Minis JUT "Llentpansna raGoparopis 3 ananizy 5 KOCTI JiicapehkHy 3acoBiR i MEARIHOT
nponyxuil" y m.JIbBiB (m.J1eBiB, By Kysbnapkinesia, | 30

(HaAMEHYBAHHS TA MICIEIHAXOKCHIIA aaboparopil. o nponed AaBoparopiiE ananis RROCTH)

I HCHOBOK IHOA0 AKOCTI AiKapebkoro 3acoby, Bruuanmii saboparopicio Bii 23.08.2024 Ne 188
Pesynbrath nabopaTopHoro ananizy axocTi ikapenroro 3acody 38 AEPCBIPCHIIMH NOKAZHITKAMN BIZANOBLIAIOT
BUMOTaM METOLLIR KOHTPOMO AKOCT] (anzmimuHo—nopmaﬂmno’f JOKYMCITaLLT).

32 pesyAbTATAMM  LAEPWE@BHOTO KOHTPOMO  BCTAHOBACHO, {110 nikapcpkgtit - saciG  nnescno s Vipainy 3
fapenknx 3acodis,
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Jlikapeokuii 1aei6:

Medicinal product:

Kusum Healthcare Pot. Lid.

TIGERON®

Jitoua penosnua:

Active ingredient:
Pecerpaniiiue Rochixenns:
Registration Certificate:
Jlinensin #a pupobunnrso Ne:
Ceprudmrar GMP Ne:
Buapodn:

Agpeca Bupobnuku:
Manufactured by:

Address of manufaeturer:

Cepin: Ne 1003902

TAHIEPOH®

Posuip cepii:35000 yir.

TEIDAPY
J l"
l,l(eumduxnummu
koa 20075891
ans
CEPTWDIKATIB

CEPTHOIKAT SKOCTI
CERTIFICATE OF QUALITY,

AR N HTOFG24000734
Aara/Date 12,06.2024

TabaeTru, BRpuT 0bononkoso, no 500 ar, o 10 Tabnerox y Gaierepi; no 1 Gricrepy ¥
raprounili Kopobui

{ilm coated tablets 500 mg, 10 tablets in a blister; 1 blister is in a carton package
fgesoduroKcalny remMiciapar y nepepaxysanni na acsodaoncawny 500 mr
Levofloxacin hemihydrate equivalent to Jevofloxacin 500 mg

Ne UA/9539/02/01 pin 22.04.2024, vépmiin Y pecerpaniiinors nocsindenus iweobreaicnnii
Ne UA/9539/02/01, from 22.04.2024; Registration Certificate validity is unlimited
Raji2354

042/2024/GMP

Kyeynm Xearxwep e Jrry, Ingin

C11-289 (A}, PHKO Inpacrpiazi apes, Youanxi, Bxioaud, Jicr, Aosap (Pagaacran), Tunin
Kusum IfIc:\ltl)c:\i'p Pvt Led, India

$P:289 (A),-RILCO Industrial area, Chopanki, Bhiwadi, Dist, Alwar (Rajasthan), India

Taza sur.:04/2024 Jiticnuit no: 03/2027

Batch: Batch Size: D/M: Expiry date:
Ne Hoxaausxn axocri Bumorn MeTonn KORTpOAK
Tests Requirements Methods of analysis
I | Onne Tabnerin kaircysonoaibuol diopmu, sxputi obononkoa, | Bianonizac
POMEBOTO KONBOPY 3 THCHEHHAM «500» 3-0a10r0 GoKy.
Description Pink colored film coated capsule shaped tablet with “500” | Complies
engraved on one side,
2 | Taesradikanis Yac  yrpuMyBabpsg  OCHOBHOrO 1Ky Ha  xpomarorpami | Bianosinac,
()l?C‘/Ii().’)K:)’!{!UH(I«?O T8 cmcruc)appmozo PO3UURHY, OTPHMAHHN B
YMOBaX KIALKICHOTO BI3RAYSHAN MAC CIIBTRATI,
Identification The retention time of the major peak in the chromatogram |~ plics

of the Assay preparation corresponds to that in the
chromatogram of the Standard preparation, as obtained in
the Assay.

Assay

At shelflife:

3 | Posnapanug He Ginkne 30 xa 8 xi 44 cex
Disinfegration NMT 30 min R min 44 sec
4 | Onuopiguicrs aczosannx | AV <LI, 1¢ L.1=15,0 Bioninae
DXL
_ AV < LI, where L1=15,0 Complics
Uniformity of dosapge unit
5 | Posunnennn He Menwe 80 % (Q) aesodiokcaunny 3a 45 x8 95.8% - 101.0%
Dissolntion NLT 80 % (Q) Levofloxacin for 43 min 95.8% - 101.0%
6 | Cynposiuri gostisin He Ginsme 0,5 % kool gomimkn. Fhatowe meski irnopysaiis
He Ginsine 1,0 % cysn: goMitok Huzcue Moski irriopyasitst
Related substances NMT 0.5 % each impurity. Below disregard [imit
NMT 1.0 % total impurities Below disregard limit
7 Kiankiene suwsngueuns Hpu' BUIYCKY.

Bin 93 % 1o 105 % aesoduiokcaunny B rabaeriy sijg 96.12%
sanpienol kibrocr

Fa mepatin npudamnocmi;

Bin 90 % 1o 110 % aesoduokcannuy B rabrerui pia
sassiacHol kinskocri

At release:

95 % to 105 % Levofloxacin per tablet of Label Claim. 96.12%

90 % 1o 110 % Levofloxacin per tablet of Label Claim.

Factory : 8P 289 (A), RIICO Indl. Area, Chopanki, B
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Jigapenknii sacif: TAF‘]“EPOH(W rabnerkn, BepuTi ofononKo, Mo 500 atry no 10 vaboeror ¥ Guievepis o 1 Gicrepy ¥
rRaprounii xopolui

Medicinal product: TIGERON?® film costed tablels 500 mg, 10 tablets in a blister; 1 blister is in a carfon package

Cepis: No 1003902

Batch: )

8 Mikpobiosoringa wucrora* | 3aranbHa Kinbkicts acpobumnx mixpoopranismis (TAMC) ne | <10 KYO/r

' Gianwe 10° KYO/r

Jaranbha  kinbkicts Apisibxodux fa npicenesux  rpulis | <10 KYO/r

(TYMC) ne lasme 102KV O/,

Bincymiers Escherichia coli 8 1 r npenapary, Bigeymi /r
Microbiological puvity* TAMC ~NMT 10° cfuper 1 gm <10 CFUW/g

TYMCE —NMT 10%cfu peri gm <10 CFU/g

Escherichia coli should be absent per | g, Absent/g

# U eer MIKPOTIOAOE TG HRCTOTS HE € PYITIBNUM KOMPOACSN, 8 MPOBOAKTEES 3 UEPTOMMRICTIO B Pasi Ha Pik
* Test of microorganism purity is not routinely performed with control and two times 4 year

BHCHOBOK:  Cepis Ne 1003902 sinnonizae sumoram MKST PIT Ne UA/9539/02/01

CONCLw&h Ne 1003902 complies with the requirements of MQC RC Ne UA/9339/02/0)
e m¥1 6%1:

AHAJI3 BUKOHAB aaTa_\ 4 \0 ¢har

(ANALYSED BY) (DATE)

Komenrapi: nemae
Comments: no

3aspa npo ceprudicauio: «difteniiv s 3aceinyyro, o napegena pume indopmauin ¢ gocTosipHoIo i ToMn0I0. s
-cepist npoayKuil 6ysa BUFOTORICHA (BXII0YAIN YIAKOBKY / MAPKYBaHns) i npopeaeno wontpoay i axoceri na
BHUWLC3FAAAHONY NIATPHEMETBI B OB BianosigocTi 3. BHvTOramy, 3a3nadennyy b auauiil nacranosi GMP,
aaTBepukeniii MidicTepeTsom oxoponn 3gopos'st Yipaiau, | 3 saMorams pecerpaniiimoro aoche kpainu
npuznavenns. TIporoxoeny BHpPOGHANTBA, YNAKOBKHM Ta aHanizis Gy oeperasinyri i Beramonieno ix
signopigpicts sunmoray GMP»,

Certification statement: «On this I certify that the above-mentioned information is true and aceurate. This product
batch was produced (including packaging / labeling) and conducted for its quality contr ol at the above-mentioned
manufacturer according to specified in the current GMP guidelines, approved by the Ministry of Health of
Ukraine, and with the requirements of the registration dossier of the destination country. Records of
manufacturing, packaging and analysis were reviewed and determined for their compliance with the GMP
requirementsy.

Kepinuyic rpyny ouTpomo akocti Yrosyopamena ocoBa, wo  saiiicnioe
Quality control group manager cepruikariiio cepii

Qualified Person cértifying the
Im'% T3 npisprwe IM'a Ta npiasuule

‘ . &
(Name) ~N)y ‘tp(% (Name) /5?08 »
[ianuc Mignue e T

(Signature) Ay (90 (Signature)
Jara nigrmcanns . Jlara niaicanis
(Date of signature) 14 ’ o6 / 204 (Date of signature)

Kepisunk rpyis KO POMO SKoCTi Meue;ukep Biakiny 3a0eaeueHns KocT
Quality contiol group manager Quility Assurance group manager

Page No. 2 ol 2
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