HAEPYKABHA CJIYKEBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI

npos. Haui? Caimnnanol, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOV 37079055

BHUCHOBOK
Npo sIKiCTh BBE3EHOro B YKpainy jgikapebKroro 3acoby
10.11.2023 Nu 57492/23/26
KBAHIJ

{naiiverysanns aikapobkoro 311c'06y BP0 3 peeeTpatifAuM nocsindenism)
TabaeTKH, BKpUTI 060410111010, o 500 mr, no 10 tabnerox y 6aicrepi; no 1 Gnicrepy B
Kaprounuiii ynakosui; 1o 3 ynakoBku y kapronniii xopo6ui

{(popsa suriycry. AOBYBANNS, BUA HRKYBUHEA ATKAPCLKOre 3ac00y)
Homep peectpauitinoro nocsimenns UA/12995/01/01 crpoxk uii peecrpauifivoro nocsinuenis HeobMexennii
Cepis nikapeskoro 3acoby No 1002097 Kinbxicrs nresenoro pikapeskore sacoty 80

BupoGusx KYCYM XEJITXKEP INBT JITH, Inuia

{ualimenysants supoBmika aikapeskoro sucoby, kpaita HoXoREHIY)

Beeseuo 8 'Y kpainy Tosapuerso 3 odmeskenoro signopigansuicrio "Caendapm JTI",
ienT. wou: 20075891

(Hakmeuysanist ta kop sa CAPHIOY opuauunol ocoty abo npisswue, im's, 1o Garsxoni
shisusnol ocobu - Hitnpuesmus, i micie npoxasanis Ta peccrpuribnui fomep o0iixopol
RAPTRY HIATHHKE BOAATKIB ab0o cepis 12 HoMep nacnopra)

Nporoxen sizyansnore korrpome sin 27.10.2023 Ne 3309/17.
JtaBoparopuui ananis sxocti aikapcrkoro 3aco6y yaiitcHeynii:

@inis [IIT "LienTpansha naGoparopis 3 aHanizy SKocti gikapebkux 3aco6is i Memuunol
npoayxuii” y M.JIesis (M.JIsgis, syn. Kynsmapxiscska,l131)

(uaiistenysanig 1a sicueInaxoKeng AaGopatopit, o viposeia saboparopriii auanis gxoeri)

Brenosok 1040 KO Jikaposkoro sacoby, nunanuil naboparopico ein 10,11.2023 No 298
Pesynbraty naGoparopHoro anaiizy skocti JkapchKoro 3acoby 3a nepesipenuMi nokasHukaMy BUOBIIa0TE
BUMOraM METONIB KOHTPOMIO AKOCTI (aHANI THUHO-HOPMATUBHOT ROKYMEHTaUIT).

32 peaynsTataMK  HCPKABHOTO KOHTPOJIKO  BCTAHOBNRHO, o Alkapewyuit 3acib  smeseno » Yrpaiuy 3
AOTPHMAHHSN \KOHOAABCTBA 10A0 sabesneuchng srxocti njfapengux sacobis.
; :*:fm' 4

Muxoina XOJOAEHKO

(Iuiniany Ta npisre)
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Plot No, M-3, Indore ¢ Special Lz*am}mm f' one, Phase-Il, Pithampur, Distt, D}w) Ma&hm Puzd@%bﬂ}&}f?} {(Indlia),
Ph.: 07202-258300, Email: info@Kusum.com, Website: www kusuwmbealthcare.com
CIN Koo UG5S0 1987 PTCOB5780

CEPTUDIKAT SIKOCTI
CERTHWICATE OFOQUALITY

AR N TZI0FP23008672
Hava /Dater 30.09,2023

Sirapoerut sacid:  KBAHLI enGavtsn, BRI obosomisw, ve 308 mr oo 1 oelseror y Balerept; ne 1 Gaierepy s
saprownil yoakosiil fe ¥ yrakosin ¥y apramiih zmpfmm

Medicinal produck: QUANIL? coafed tablets 500 me, 10 fablets ave in a bligter, 1 blister W in & carton package, 3 cartons
package in # carton box

Hiwgva pesopuna: URTHKCAINY BaTpin y nepepaxysanul i mwinreiis 360 ayr

Active lngredisnt: Cliticoline sodinm that is eguivalent to citdeoline 500 mg

Pocerpauifting noesinaenis Ne UA/L2895/0801 vin 09.04.2026, veparin ail pecerpauiiivero noosighenns gpodmexennit

Registeation Certificato: Ne UAJI299%03/481, from 09.04.2020; Registration Certifionte vakigity & anlimited

Jiensis aa snpobuniirss 286172018

Cepradsivny GMP No: 840201976 P

Bupobnui: Koy Kewrnep Hay Jra, nain
Anpeca supobimral Haor Ko M-3, Tunop Cacwies Ionomig Joyu, Geiin-il, Uivamuyy, Hior. Baap, Magess Hpagens,
i 454974, Yanin
Manofactured by Kusum Healtheare Pvt Lid
Addvess of manufacturern: Plot Mo, M-3, Indore Special Ecanomis Zone, Phase-L¥; Pithampur; Distt, Dhar, Madhys
Pradesh, Pin 484774, India
Cepistz Mo 1002097 Posmip ecpilt 16,666 v Hara sur: 072023 Avtexuit pos 0672026
Batehs N Bateh Size: DM D/E:
Ne fiazea poxasnurg Bumvarn ' 'Pe.";}'m,‘x";i"m apanisie
, Mame Iudex ] o iie:;u;um«:xm ) Result of unslyses
1 ot ' chysmﬂ oaitri roascebxd Tabagtri, skputi olonosxko Slaoro | Biguosisae
‘ KOALORY. :
i Desceintion  White capsule shape film costed plain tablets. Complies
2 Tnenrudicanis Yac  yrpuMyBREHS  OCHOBHOTO niky Ha  Xposarorpsvax | Bisnosizse
GuApPOYBERORG TR CPUOQpIIIGRT pozwntds,  OTPHMARER B
VAR KEALKICHOTO RESHAMEHNS, MAS SIIBNRAaTH
Identification ¢ retention thimes of the major peaks in the chromatograms of | Complies
. assay preparation corresponds 1o those i the chromatogram
) ) of the standard preparation,
3| Cepegun mdca Tatieror BIT0ur+5.0% 8122 mp
AVEraTe Mass ) TR Ome 3 0% 8122 mg
4 | Onwopinniers go3osmmx AV <Ll ge L= 150 . T | Blanosizac
1 omann
Uniformity of dosage units AV <Ll where L1 = 150 Compliss
5 Poaass | He Giaswe 30 . 09 =g 40 cox
Disintegrstion Not more-than 30 minuies - 09 min. 40 sec.
b Postsienys He iumne 70 % Q) umTuxesiny 33 43 e 98 % - 100%:
Disselution NLT 70'% (O) of Citicoline afier 43 minutes g8 0L - 1O0%
i Cyuposinut gominucy 3 ’mmmdm;_)/‘ moncgocdamy (S-CMP) - ue Sindue 0,2 % 0.02%
Bydu-sror ueigennidivosamol Soawrn — e Sinvuse 0,1 %y 0.02%
' 0.05%
Retated substances 270 070
m
A D.05%a191

)lh

,0/ TOKYMEHTIB \\
o [l ..\,
Regd. Off: D- wm Okhla Indl. Area, Phase-L, New Delhi-11002{ g P A
Ph. +91-11-41005147, 40514919, 41010571, 40527575 3 ‘é’ag‘t‘luﬁ?
4’

("l




3, Indore ¢ *(:iai Economic Zone, Phase-1, Pithamypur, Distt. T?‘harf E\fié&hx a Pradesh-454774 {India),
Pl 07292.258300, Bmail: info@Kusum.com, Website: www kusumhealthcare.com
CI™ No. UGS929DL 1987 TCOR5780

Plot No. M-

AR, Ko 1210FP23000672

Mo Hauissa nopasnarg : : Brwsors i’gtﬁ}’s;’h’f:’ﬂfﬁ SHass
%&ms Index : Regulrements B Hesult of analvses
§ | Kispgicne Buinaucnns 95,0 % - 105.0 % wrrrsoainy 3 te0aeTi Bl 3a80IC RO BYICTY, 1 97.80%
Assiy ] 93,0 % 10 105.0 % of Citicoline per tablet of Label Clainy.

9 \iihpm)somnvum umeToTat | arating KabKkicth sebediiy Mikpeopranindgs (TAMOY e Simage |
1KY O/
Eam’rb‘m }\Hhxic“m apiacasconny Ta sieenesuy ronGis (TYMCY ne | <UOK¥OI

Glnie t{) KYOir

Bmcyn« fore Escherichio colin | T apenapaty, Bineyvrniersfy
' Wlicrobiological purity® Total gerobic microlvial count (TAMC) <10 CFUy
Totgl combined yeastimonld count {TYMV "6 e <10 CFUfg

Escheriehic coll shou %hc absent per 1 g Absent/y

3

¥ B;hi )UU\ RAHHT MK ‘QUEU HOFTIHOT RO IPOBDIDIERGSE JE Hopmx 3 oy }Ili T st i\(l""'
£

ot 101 ceptl, 280 oan Paz Ba pik.
¢ Microbial ity will be performed on first 3 conmmerdial batehes thereafter af Svery $0%harch ov onde in a year.

BHCHOBOK:  Cepig M 1002097 ianonizac piivoray MIGL PTT Ne UAZ12095/01401

CONCLUSION: Baich Ne 1002097 conmplies with the reguizenents of MG RC M WA/I2995/01/

AHAJI3 BYIKOHAR TAT . DO
(ANALYSED BY) (DA

KoMeHTapl, HEMaE
Comments: no

Tagpa npo cepridirauio; «Fificuiy 9 sacsingyo, o uhbeadtia smpe ingopyanis & goereaipuo i rowrow. Ua
ceplsr spogyrnil Gyiaa Brrorosasis (BRIIOTIOUN YHAKOBKY / MapRyBauNT) | npenegeno xwenrpois ¥ sreeri na
puBiesraganony wianpnoversd »onoerii signosinuecri 3 pRvoTaxn, JE3NAMEHEME B winuil nacranost GMP,
wrgeppxenti Misicrepersom oxopesn sxopor's Yipabuu, 3 shmorasmy peecrpauifinoro goene sepaind
apunmsenist,. Hporoxeny supofmmres, yoaworkn va ananizis Byan meperamuyrd 1 ostisuoniede ¥y
ghanosinicth sanoran GM Py,

Ceptification statement: «On this [ eertily, that the above mentioned informuation 18 true and acturate, This prodagt
batch was produced (including packaging / lnbeling) and conducted for its quality control at the above mentioticd
manunfacturey ageording to $peeified in the curvrent GMP guidelines, approved by the Ministyy of Health of
Tkraine, and with the requirements of the yegistration dossicr of the destination country. Records of
manufacturiog. packaging and analysis were reviewed and determined for thely compliance with the GMP
requirements,

Kepisnus Fpy i KOKTPOILY AKOCT Vaoownopasena  ovoBa,  wmo salifcwmoe
Quality conttel group manager cepridikanio copli

Qualified Person certifying the bateh
Iv's ta npissie

{(Name) - iw's va npismoue . HEHOI o
e {Mame) g = )
(Signature} % e o ﬂn TIB A
Al THATHICaRHS (Signature) {OKY MI 2,

Han va A \
{Date of signature)

{Date of signature)

-
-
Mg

(I[L

~_

—

Regd. Off.; D<158A, Okhla | Inel, A req, Phase-1, 1 New Delhi-11 0020 (In
Ph. +91-11-41005147, 40514919, 41010571, 405827575




JEPKINKCIIYXEBA
AEPKABHA CIIYIKBA 3 TIKAPCHbKHUX 3ACOFEIB
TA KOHTPOJIO 3A HAPKOTHKAMHA vy m. KHEBI

Byn. bepesnakisceka, 29, Kuin, 02098, Ten./Paxc: (044) $50-23-55, Ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.pov.ua. Koz €IPTIOV 37079055

BHCHOBOK

Npo sKICTH BBe3enoro B Yipainy aikapcskoro 3acofy

16.11.2020 Ne 62901/20/26

KBAHLI

{nadiMenyBaNRA TIKAPCHKOTO 33C00Y SriaNo 7 peecipau'iﬂnr_«mf TTOCBIIMEIHAM)
Ta0JIeTKH, BKPHTI 060/10HK 010, 110 500 mr, no 10 rabierox y Gricrepi; mo 1 Gricrepy B
KAPTOHHIA yRAKOBII; N0 3 yNAKOBKH y KapToHAIN ropodui

(dopma sanycky, K03yBarH, EHA DaKyBAiHS NIKAPCLIOrD 3acofy)
Homep peccrpaiiinoro nocsimaenus UA/12995/01/01 ¢1pok il peccTpaniifroro noceimienAs HeOBMeXeHHIT
Cepin nikaperkoro sacoGy M 2002975 Kinskicrs ssesenoro sixapeskoro sacofy 28

BupoGrui KYCYM XENTXKEP IIBT JITH, Ianis

(RaPMeRyBaHRA BKpPOBHIKA MKAPCLEOTG 38000y, Kpaika noxomKeH )

Baeseno B Vpainy Torapucrso 3 o0MeneHO0 BinmOBinANBRICTIO "Caeagapm JTA",
izent. kon: 20075891 &
(mekivoryBaums ta kon 32 CIPTIOY fopuamtol coobu abo npispuute, iM'A, 110 Oarskosi Gismagor
0coCl - mignpuemitn, 1T Micue ApOXABAHNS T8 PeeCTPAliAITI HoMep 06iKOBOT RapTkH InTaTHIKa
uonaris 860 cepis Ta Homep natriopra)

HIporoxoa BisyansHore wostpomo six 04.11.2020 N 3450712,
JlaboparopHuii ananis skocTi Aikapeskoro 3acoby spificnenyif:

AL "Uerrpambua naboparopis 3 ananisy skocti TKApCHKIX 32¢061B 1 Menramol npoyKuir’
(v.Kuie, yn.Kynpsecsxa 10r) ' :

(HiafveHyBake Ta MICLeSRAXORKEHHA TaGopaTOpT, WO TFO8ENA NAGIPATIPHHT GHANIS AKOCTL)

BHCHOBOK 1010 #KOCTI NikAPCHKOTO 3ac0By, BrnaMiT naboparopieto-sia 13.11.2020 No 3184

Pesyikratn naGoparopsoro asanisy xocri TXAPChKOro 3a¢00y 38 MEPEBIDEHAMM. IOKATHHKAMY BinnoBigaleTs
BUMOTAM METOIR KeHTPONIO AKOCT] (AHANITHYHO-HODMATHBHG] HoKyMeHTayil),

3a pesyasratamu  mep:kaBHONO KOHTPORIO BCTAHOBNEHO, IMO nikapcekuit sacif apesews B Vxpay 3
AOTPHMAHHAM BHMOr 33KOHORABCTRA LOAQ 3a0e3MIe e AKOCTLNIKapCHHX 3acobis.

/

Muxona XOJOIEHKO

fﬂiﬁn‘nc) (iminianu Ta npizamue)

Page 1/1
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04 20075891

JEPYXIIKCIIY KB A
JEPIKABHA CJIVIKFA 3 JIKAPCHKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHCBI

By Bepesnakiscexa, 29, Kuis, 02098, Ten./dakc: (044) 550-23-55, ren. (044) 550-20-55
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua Kon €IPTIOV 37079055

BHCHOBOK
OpO SIKICTL BBE3GHOr0 B chpa'l'ﬂy JikapcnLKoro 3acoby
01.12,2020 Ne 66158/20/2611
KBAHLI

(HafiMenyDpanus fikapcLrOro 3aco0y 3rifHo 3 peecTpanifiimum nocBinyeH M)
TabJIeTKH, BKpHTi o6omoerKoI0, o 500 mr, no 10 Tabaerox ¥y Gaiicrepi; no 1 Gaicrepy B
KapToHHIA ynakosni; no 3 ynakosku ¥ KRpPTOHHIi Kopofui

{(dhopma HnycKy, nosysannd, aux NAKYBAHHA NKAPCEKOro 3aco6y)
Homep peectpaniitoro nocsimwenns UA/12995/01/01 CTpox il peecTpanifiHoro moceiryenns HEOOMeXKEHMI

Cepis mixapcekoro sacofy Mo 2002975 Kimbkicts Beesenoro nikapcsioro sacofy 9791

Bupo6auk KYCYM XEJITXKEP BT AT/, Innis

(nalimeHyBaHts BUPCGHHAKA nikapeLkoro 3acoby, kpaing TOXOKEHHA)

Baeseno s Vkpainy TorapHeTBO 3 06MekeHOI0 BignoBizanpHicTIO "I nendapm JITI",
inenT, won: 20075891 : .

{nalimenyBarna Ta kon 2 € 0PTIOY IOPHIYHOT 0coBK 60 npiseALLe, imM's, 1o Gatekosi iMurol
ocob - nianpremus, if Micue TPOXUBAHHE Ta peecTpauifitumit nomep ofnikosoi K8PTKH TIBTHHKA
noAaTKiB a60 cepis Ta HOMED nacmopra)

Tipotokon pisyansuoro konrpomo sin 01.12.2020 N: 3828/12.

3a  pesynsTataMH HepxabBHOro KOHTPOMIO BCTAHOBACHO, WO JNiKapchkuli 3aci6 ppesexo s VEkpaihy 3

AOTPHMAHHAM BAMOr 38KOHOXABCTRA W00 3a6esnedeH s SKOCT] nikapes ¢ 3acofis,

JirooMuna _CTOPO)KEHKO

(isiviam Ta npissume)

Page 1/1
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Kusturm f[ealz‘/zare TFor. Lid.

CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

AR. Ne FG/1274720
Aara/Bate 16.10.2020

Jdixapeorkui 3aci6: KBAHLI TabaeTxu, BKpUTI ofononKae, 1o 500 mr, ne 10 Tabrercwk ¥ Baicrepi; no 1 Gricrepy B
KapTouHili ynaxosui; no 3 ynakosku y KapTonniil kopobui

Medicinal product: QUANIL®  coated tablets 500 mg, 10 tablets are in a blister, 1 blister is in a carton package, 3 cartons
package in a carton box

HNiwua pegosuua: OHTHKOTIHY HATPII0 ¥ nepepaxyBanni Ha WTAKONIH 500 Mr
Active ingredient: Citicoline sodium that is equivalent to citicoline 500 mg
Peecrpauiitue nocsingennn: e UA/12995/01/01 mig 09.04.2020, TEPMiH A pecerpauiiinore noceizuerin HeoGMexeHnk
Registration Certificate: Ne UA/12995/01/01, from 09.04,2020; Registration Certificate validity is unlimited
Jlinensin Ha pupofuuuTso Ne: Rajf2354
Cepradixar GMP Ne: $01/2018/GMP
Bupofinuk: Kycym Xenrxep Yint JIta, Ingin
Aapeca eHpobuuka; CII-289 (A), PIIKO luxacrpian apea, Yonanxi, Bxieani, dict. Assap (Pamkacra ), Tanis
Manufactured by: Kuswm Healtheare Pvt Ltd, India
Address of manufacturer: SP-289 (A), REICO Industrial ares, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepia: Ne 2002975 Poamip cepii: 10000yx. Jara sur.: 0972020 Hificuul no: 08/2023
Batch: Batch Size: D/M: D/E:
Ne Tlokasateny wavecTea TpeGosanua Pesynvrati anaauios
Name Index Regquirements Results of analyses
1 | Onucanme Tmazkne Tabnetsu kancyacoGpazHOR {$opmer, nowpareie oforouxolt Coorpercrsyer
: Genoro useta.
Description White capsule shape film coated plain tablets. Complies
2 | Haenviduxanus Bpems  yuepmunanus  ocHoBHOro  mMKa  ma xpoMarorpaMmax | CooTeercrayer
LCAWIMYEMO20 W CaROGPMHO20 PECTBOPOR, MOMYHEHHBIX B YCIOBHSX
KORHYCCTEECRHOTO ONpEACHCHHA, 1O/DKHO COBNANATS.
Identification The retention times of the major peaks in the <hromatograms of the assay | Complies
preparation corresponds to those in the chromatogram of the standard
preparation.
3 | Cpegsinn macca 8120Mr+5.0% 818.06 mr
TatineroR
Average mass 8120mg+5.0% 818.06 mg
4 | Oanoponnocts AV <Ll,raeLl =150 CoorsereTayer
A03HPOBAHHBIX EAHHNL
Uniforniity of dosage units AV <Ll, where L1 =15.0 Complics
5 | Pacnagaemocts He-6onee 30 mug, 12 Mo 25 cex
Disintegration Not more than 30 minutes 12min 25 sec
6 | PacrBopenne He menee 70 % (Q) usrnkoiuna 32 45 Mun 94.5% - 102.8%
Dissolution NLT 70 %(Q) of Citicoline afier 45 minutes 94.5% - 102.8%
7 | ConyrcTByIouiHe npHmecs Y'yumindund sonopocpama (5-CMP) — ae Gonee 0,2 Yo; 0.014%
Jhobotl neudenmughuyuposannoti npumecu — ue Gonee 0.1 %; He oBHapyxero
Cymua npumeced; — ne Gonee 1,0 %, 0.014%
Related substances NMT 0.2 % of 5'Cytidine monophosphate (5-CMP), 0.014%
NMT 0.1 % of any other unknown impurity; Not detected
NMT 1.0 % of Total impurities. 0.014%
8 | Konngecrseunoe 95,0 % — 105,0 % UMTHKONHHA B TAGNETKE OT 2aABNeHHOT0 KOJIHYECTRA, 102.98%
onpeseneHne
Assay 95,0 % to 105,0 % of Citicoline per tablet of Label Claim,
102.98%

//3},% 058 O [T 02 01 V/f\

age No. 1 of 2
Factory : SP 289 (A), RIICO Indl. Area, Choparki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-I493-2£8 32/33/34/35

Email : info@kusum.com, Website : www.kusumbealthcare.com

e RS T s
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Rusum Healthcare Por. [1d

Jhapewxcuii 3acif:  KBAHIJI  tabnerxn, Brputi 06030HKo10, 1o 500 Mr, mo 10 Tabreroi y Gaictepi; no 1 Gaicrepy B
Kaprouuit ynakosui; no 3 ynawosku y kaprouniit Kopobui

Medicinal product: QUANIL®  coated tablets 500 mg, 10 tablets are in a blister, 1 blister is in a carton package, 3 cartons
package in a carton box

Cepia: Na 2002975

Batch:
9 MugpebHonorayeckas OBuiee YHCH0 a3pOOHLIX MHKPOOPraHH3MOR (TAMC) ne Sonee 10° KOEfr. | <I0 KOE/r
qHCTOTaY OfBiiee yucno APONCKEBLIX H ILIECHEBLIX rpHGos (TYMC) ue Gupee <10 KOE/r
102 KOE/.
Orcyrernue Escherichia coli s 1 r npenapara. Orcyrernre /v
Microbiological purity* Total aerobic microbial count (TAMC) NMT 10° cfudg, <10 CFU/g
Total combined yeast/mantd count (TYMC) NMT 102 cfu/g. <10 CFU/g
Escherichia coli should be absent per 1 g. Absent/g

* BunpoBysanus Mikpobicrorivgo! sHcToTH MPOBOAUTECA AMA Nepurnd 3 cepiif, motiM nas kool 10 cepii, a6o oany pas Ha pik.
* Microbial purity will be performed on first 3 commercial batches thercafier at every 10% batch or once in a year,

BHCHOBOK: Cepia Ne 2002573 BifnoBizae srvoram MICST PIT Ne UA/12995/01/01

CONCLUSION: Batch Ne 2002975 complies with the requirements of MQC RC Ne UA/12995/01/01

g’@m

AHAJI3 BAKOHAB paTa )b Yo Ve
NALYSED B : DATE
LV b IVWRNTS -

Komentapi: ubmae

Comments: no

3agsa npo ceprudikaio: «diifcaum a 3acBiTuyio, N0 HABEXKEHA BHIte indopmania € mocroripuoro i Touwor, s
cepin npoaykiil Gyaa BHroToRNens (BRAWYAWYH YNaxoBKY / MAPKYRAHHESA) | NpoBeaeno KOHTpOAL Ti Axocti HAa
BHINEIradaHoMy HiANpHEMCTBI B momwiil Bignosizmocti 3 BAMOramMm GMP, BCTAHOBIERAMA MicHeRaM
PEryIATOPHHM GPFRHOM, & THKOX BULTORIIAO A0 coeundiraudl, o MicTuTeca B peecTpauifinoMy Jocke Kpaluy
iMmoprepa. IlpoToxoan BHPOGHHUTEA, yNAKOBKH T4 aHAX3iB Oy u nepernsayTi | scTanoBIeHO X BionosiaHicTE
sumoram GMP» '

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration of the dossier importing country. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the GMP requirementsy,

@ \blio] 220
Kepisuuk rpyrms koutpomo gxocrti Menemxep sikiply saousic
Quality control group manager Quality Assur‘ .

B3 .Dahe

Pa 0, 2
Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt, Alwar, Rajasthan (India), Ph : +91.1493-296335 A8 3 35

Email : info@kusum.com, Website : www.kusumhealthcare.com
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CEPTI/IQ)IKAT AKOCTI
CERTIFICATE OF QUALITY

AR.-Ne FG/1380/20
Hara/Date 07.11.2020

TaGuerky, sxpari oﬁmoulcom, mo 500 mr; no 10 yabnerox y Guicrepi; no 1 Gnicrepy B
xapronuiti ynaxkosui; no 3 ynasosica y Kxapronuniit kopoGui

coated tablets 500 mg, 10 tablets are in a blister, 1 blister is in a carton package, 3 cartons
package in a carton box

UMTHKOAIHY HaTpio y nepepaxysanui na uutuKonin 500 mr

Citicoline sodium thit is equivalent to citicoline 500 mg

Ne UA/12995/01/01 Bin 09.04.2020, Tepmin ai¥ peecTpauiiiinoro mocoixyenns neoSmexennii
Ne UA/12995/01/01, from 09.04.2020; Registration Certificate validity is unlimited

Jlixapenknii 3aci6: KBAHILI

Medicinal product: QUiANILO

Jiroua pevobnna:

Active ingredient:
Peccipaniiisie llOCBiLNeHHﬂ:
Registration Certificate:

Jiuensia ua aupoﬁnuurso Ne: Raj/2354
Ceprudivar GMP Ne:  : 001/2018/GMP ;
Bupobuux: Kycym Xenrxxep Hur JIta, Iupin
Anpeca BUpoGHMKa: CII-289 (A), PIIKO Yunacrpian apea, Yonauxi, Bxisaai, Micr. Ansap (Papxacran), Ingisn
Manufactured by: . Kusum Healthcare Pvt Ltd, India
Address of manufacturer; SP-289 (A), RIICO Ipdustrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepin: Ne 2003098 . Poamip cepii: 10000yn. : Jara sur.: 10/2020 JHitiesmii no: 09/2023
Batch: - Batch Size: : D/M: D/E:
M TToxasarenu kavecrna Tpelopannus Peyyasrarn anammios
Nanie Index Requlrements Results of analyses
1 | Onncanue ' I'nagxve 'raﬁnem xancynooGpasuolt GopMbr, MOXpHITHE 0GomouKoit | CooTBETCTRYET
Genoro uperta. ; :
Description White capsule shape film coated plain tablets. Complies
2 | Haentudukauusa : Bpems  yrepiofeanMs  OCHOBHOrO NMKA WA  XpOMATOrPAMMax | COOTBOTCTRYET
: UCTIbIMYemMO20 K CIMAHOAPMHOZO PACTBOPOB, TIONYIEHHRIX B YCTOBHAX
KOJTHIECTRCHHOrO Onpegeients, O/UKHO COBITAAaTh.
Identification The retention times of the major peaks in the chromatograms of the assay | Complies
preparation corresponds to those in the chromatogram of the standard
pteparation, : _
3 | Cpeanan macea 812,0mMr+5.0% - 814.65 mr
| Tabnerok :
Average mass 8120mg+5.0% : 814.65 mg
4 | Oanopoanocre AV <Ll rpeL1 =150 CooTaercisyer
NOIHPOBAHHBIX €IHHHI,
Uniformity of dosage units AV <L], where L] =150 Complies
5 | Pacmagaemoctrs He Gosree 30 mun. - 11 man 07 cex
Disintegration Not more than 30 minutes 11 min 07 sec
6 | Pacrsopenue He menee 70 % (Q) uumaxomuna sa 45 ms 104.7% - 106.8%
Dissolution NLT 70 % (Q) of Citicoline after 45 minutes 104.7% - 106.8%
7 | Conyrcreylomue npumecn S'yumuduna monogocgama (5-CMP) — ne 6anee 0,2 %; 0.016%
. Jhoboil neudenmuguyuposannoii npumecy — ve Goxee 0,1 %; He o6uapyxero
Cymma npumeceii -f- He.Gonee 1,0 %. 0:016%
Related substances NMT 0.2 % of S'Cyhdme monaphosphate (5-CMP); 0.016%
: NMT 0.1 % of any. other unknown impurity; Not detected
i NMT 1.0 % of Total impurities. 0.016%
8 | Kosmuecrsenuoe 95,0 % — 105,0 % inruxornivua B TAGNETKS OT 3a4BNeHHOre KoMMaecTsa, | 97.25%
onpeneexue :
Assay 95,0 % to 105,0 % of Citicoline per tabilet of Label Claim.
- 97.25%
Page No. 1 of 2
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Factory ; SP 289 (A), RIICO Indl. Area, Chopankl Bhlwadl, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
) i Emai) ; info@kusum.com, Websxte www.kusumhealthcare.com
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g/(u.mm /{ealé/zcare Pot., Litd.

Jlixapcokuii 3aci6: KBAHIJI Tabnerxu, spaTi 06ononkoo, o 500 mr, mo 10 Tabuerok y Gricrepi; mo 1 Gnicrepy B
: Kaprouniit ynaxosni; no 3 yuakosku y KapTonuiit kopobui
Medicinal product: QUANIL®  coated tablets 500 mg, 10 tablets are in a blister, 1 blister is in a carton package, 3 cartons

, package in a carton box
Cepis: Ne 2003098
Batch: :
9 Mnkpuﬁmmoruqeclcan O6mee uucno aapoﬁnw( mukpoopraimamMos (TAMC) ue 6ostee 10° KOE/r, | <10 KOEr
YyyeroTa* : Obmee 41cno APONOKEBBIX K MIecHeBsIX rpubos (TYMC) e Gance <10 KOE/r
:' 10*KOE/r.
. Orcyrctaue Escherichia coli B 1 r npenapara. Orcyrersue /v
Microbiological purity* Total aerobic microbial count (TAMC) NMT 10° cfu/g. <10 CFU/g
; Total combined yeast/mould count (TYMC) NMT 102 cfu/g. <10 CFU/g
Escherichia coli should be absent per 1 B Absentlg

* Bnnpoﬁynam-m Mlxpoﬁlonormuoi YMCTOTH NPOBOMMTHCA st Nepmumx 3 cepilt, noTiM i koxaiol 10-§ cepu, a60 ofMH pa3 Ha piK.
* Microbial purity will be perfonned on first 3 commercial bamhes thereafter at every 10™ batch or once in a year,

BUCHOBOK: Cepix Ne 2003098 qjinnoai,uae sinvoram MKSL PI1 Ne UA/12995/01/01

CONCLUSION: Batch:Ne 2003098 complies with the requirements of MQC RC Ne UA/12995/01/01
;/
A\ Y
AHATISUIKOHAB : naTA OF W ~vovo
(ANALYSEDBY) MA\AQQ’? (DATE)
\Cuw,m’

KomeHrtapi: Hema€
Comments: no

3asBa npo cep'rmblkauuo «[lificHam s 3acBinuyro, mo HaBeAeHa BRI iHdopMauin € nocToBipHOKO | Towmoww. Lia
cepis npoxyxuil GyJa BRroTOB/IEH2 (BRIIOMAIYH YNAKOBKY / MapKyBanna) i nposeneno konrpoas it skeeri Ha
BRmesragaHoMy miznpmevcrsi B noemilk siimoBimwocr 3 sumoravu GMP, BeramopNennmu MicnermM
PEryASTOPHAM OPraHOM, A TAKOK Bignosiamoe xo cienudixanii, uo micturses B peecrpauliinomy gocne xpatun
iMnoprepa. l'IpoToonm BUDOGHMNTBA, YIAKOBKH 'ra ana.uhin Gysu nepernanyTi-i BeraHorneHo ix ni)monimnc'rs
samoram GMP»

Certification statement: «On this I certify, that the abnve mentioned information is true and accurate. This produict
batch was produced (including packaging / labeling) and conducted for its quality control at the above mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration of the dossier importing country. Records of manufacturing,
packaging and analysis were reviewed and determined for their compliance with the G‘MP requirements».

Al

“STT11]0020 Jie e

KepiBuuk rpyni konTpomo sxocti
Quality control group manager

Sohso
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Factory : SP 289 (A), RIICQ Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (India), Ph : +91-1493-298232/33/34/35
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'“iZ;"%Zé’ESf“ TIEPKIIKCITYXBA

CEPTomaTIa JEPKABHA CIIYXBA 3 JIIKAPCBKKX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. Bepesnskigceka, 29, Kuis, 02098, Ten./akc: (044) $50-23-55, Ten. (044) 550-20-55
E-mail; dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €OPTIOY 37079055

BHCHOBOK
npo siKicTh EBE3¢HOTo B YKpaiHy AikapcbKroro 3acoby

28.12.2020 Ne 73127/20/26:

KBAHLI

(uaﬁmayaanuu AikapCBKOTY- 38co0y 3rinn 3 peecTpanifinum noceigTesHaN).
Tabaerkn, BpuTi 060/10HK010, o 500 Mr; mo 10 Tabaerox y Guiicrepi; mo 1 Gxicrepy B
KapTonHiit ynaxosm, 10 3 ynakosku y xapromnﬁ KOpODIL

(opMa BuyCKYy, H03YBANHR, BAA NAKYBaHHS Hixapcsiono sacoby)

Homep. peectpauiitore rocsizveHns UA/ 12995/0 1/01 crpox ail peecrpamifioro nocsimerns HeOOMEKOHEH
Cepin mikapcxoro 3acoby Xe 2003098 Kinsticts syeséioro nikaposkoro o6y 28

EP [IBT JITJL, Tuin

‘Bupobuui

(uaﬁmenymm nnpon mxapcsxoro 34c06y; kpaine’ mxmﬂm)

Baeseno B Ykpainy

Mporokon sisyam;nowiéommm nwﬂ’? 124202!1’.@1!‘538‘65711; '

JlabopaTopHuit anais. aKoCTi nn(apcskorb sawﬁy 3mﬁcﬂeﬂaﬁ

U1 "Llenrpanssaa naboparopis 3 anamsy sncoén Jnxcape:ram 3ac06m iM e;mmln:pomrmﬁ"‘
(u.Kujs, BYJL nypm;\cb 'IOQ - )

AOTpnmaHHﬁM a :

\ﬁl‘u“

Havansaus ; R l\ :" p ? - "Muxona XOJIOlIEHI(O
(ﬁ'oc,aziQ;a 1  (fuidiienia 4 npizame)
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laerTubiKauiiHuR

o JEPHITIKCIIVIKBA
AEPKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMA y m. KHEBI

Byt bepesnaxiacexa, 29, Kuis, 02098, Ten. /tarc: (044) 550-23<55, ren. {044) 550-20-55
E-mail: dis.kyivigdls.gov.ua,https://www.dls. gov.ia, Koa EHPI'IOV 37079055

BHCHOBOX
PO AKICTH BBE3CHOTO B YKpainy JiKapchKOro 3acoly

28.12.2020 Ne 73128/20/26.

KBAHIJL

(RaliMeRyBaRRA fikapcpkoro 3a¢00y 3riARe 3 peecTpalliliHHM NoCRTICHEAM)
Tabnerky, BKpuTi 060J08K010, 110 500 Mr; o 10 Tabiaerok y Gaicrepi; no 1 Gnicrepy B
KapToHHil ynaxosui; no 3. YAKOBKH y KaPTORHIHA Kopodui

(dbopaea Bunycky, n03yBaKHA, BAL naxysauux NixapcLkora-3acody)
Homep peecrpaniftnoro nocsinuenns UA/12995/01/01 crpok if pecoTpauifitoro noceimuenns HeoOMexeHui
Cepin nixapesxora 3acoby Ne 2003114 - Kinexiors Bee3enoro nikapeskoro aacoby 28

Bupobuik KYCYM XEJITXKEP IBT JIT], Innis

(Halibernysadus BHPOGHUKE. Jiixaijcykém"aaodﬁ'yg KPAIHa TOXOMKGHRS)

Breseho 8 Vipaluy Toaapncmn 3 oﬁmemel{orq Bumasma.rl : wrm "I‘nemi)apm JITJI"
inesny. won: 20075891

(ﬂaﬁmﬂysamm TR KOO 38 E}I{,PJTO‘! 1] | m;mm:, M5, [0 ﬁaﬂ.xnnl qammhm
oeoﬁu -~ mianpuemiis, 1 mice TIPO¥CHBS HomMep oﬁmmno! KapTkr nnaTika
MOAATKIE 860 clepin Ta Hom:p aamop-ra)
IlpoToxkoa sisyaabuoro woutponw iz 07.12.2020 M 3865712,

JlabopaTopHui ananis sixocTi nikapesLkoro 3acoby 3pificHeHuH:

JUI "Uertpansna naGopatopis 3 ananisy sxocti MiKapehKHX 3800618 1 Metrurof npoyxuii"
(.KuiB, Byi Kyapsscrka 10r) s o fecges S * o8

© (HaliMeHyEaRNR Ta MICEIHRX DMk HHR #aGopaTopii, W mhoscria ﬂaﬁoﬁh’iﬁpuuﬁ'amiz AROCTH)

Bachorok Wlono sxocTi Aikapeskiro 3ac06y, Bunanuil ﬁaﬁopa‘romeu} 31;1'24 12-‘2020 Nﬂ 3758

Peayisratu naﬁ'opampnaro awaitizy AkoCTi nikapebkora 3aco6y 3a.f SPEBIPSHIMK TTOKAZHIKEMH Bifnosinaors
BHMOIAM METOLB KOHTPONIO AKOCT] (afianiTiyso- H.’OpMaTHBHOI nokyuefmam")- TR

3a pesymsratamu Jiepxsjawf_lor‘o xoiﬂpoﬂm BCTAHOBIGHO, IO, mrcapcr,xmi 3a015 BEE3EHO B pra.my 3

Muxona XOJIO/IEHKO '

{iniuiami ra npiseunre)
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JEPXIOKCITYKBA
JEPHABHA CJIYIKBA 3 JIIKAPCHEKHAX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

By bepesnskiscnka, 29, Kuis, 02098, ten./dakc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.va,hitps://www.dis.gov.ua, Kon EAPTIOV 37079055

BHCHOBOK
Npo AKICTHL BBe3eHOro B Ykpainy JikapcsKroro 3acoly

06.01.2021 ' Ne 334/21/2611

KBAHIJI _
(nalimenyBauns Nikapcskoro 3cofy 3rimHO 3 peecTpayiinim MIOCBINYEHHAM)
Tabaerky, skpuTi 060.101K010, N0 500 Mr, o 10 Tabievor y Suaicrepi; o 1 Gaicrepy B
kapronuill ynaxopni; no 3 ymaxonxn y xaprousiii xopobui

(dhopma sunycxy, A103yBaMMHS, BHJ| TIAKYRRHHSA FIXAPCEKOrO 3ac06y)
Homep peecrpaniitioro noceinuennt UA/12995/01/01 crpox gii peecrpauitioro nocsimuenns HeOOMeXeHni
Cepin mixapcskoro sacofy Ne 2003114 Kinekicts seeseHoro sikapcekoro 3acoby 9804

BupofHuk KYCVYM XEJITXKEP IBT JITH, Iuxis

(uakmenypasing BUDOBHHKA NiKADCLKOTO 3acofly, kpaina MOXOLKeHHR)

Baeacno B Vipainy Toeapucrso 3 odmexenoro siznosinaannicro "Ciexdapm JIT A",
inenv. xox: 20075891 5 _
{HaHmeHyBaHns Ta kol 33 €PITIOY wopuanusol 0cobH abo npizeule, iM'a, no Gervkosi GisuaHol
0COGH - niANpHeMUR, T MiCue NPORMBAHHSK Ta peccTpalittuui HoMmep ob7ixosol KBpTEY NuaTkKKa
nonarkis a6o cepix Ta Homep nacniopra)

Hporoxen sisyansnoro xourpemo sig 06.01.2021 X 10/6.

38 pesymuTaTAMH AEPMAMHOID. KOHTPONO BCTAHORNEHO, IIO mikapobkuli  3aci6 mmeseBo B Vipaimy 3
g

AOTPHEMAHHAM 5 Jg;mﬁ_iﬁ@, ‘-..- oA 320e3nmecyeHAs AKOCT] NIKAPCLKMX 3acobiB,
Q‘ " \J\_‘.;J_;ﬂ'}? -‘f'o A‘_i"-?::r y -- 5
d (;{' i w2 D k
8. ¥
Fxf A%
ol : i s
Hauanernx 24 By Muxkona XOJIOTEHKO
- : ek 1:‘; T T 2 ‘ e e =z - — e -
(rocanosa ocuﬁa . 0¥ , ; (nianuc) (ininiams Ta opiauige)
L\ o ; ; B
3 ‘;@
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CEPTUDIKAT SIKOCTI
CERTIFICATE OF QUALITY

AR Ne FG/1387/20
Hava/Date 07.11.2020

TabeTKH, BRpHTi obostonkore, no 500 Mry ne 10 TaGnerox y Gaictepi; mo 1 Gaicrepy B
KapTokniil ynakosui; mo 3 ynaxoskn ¥ kapromiiii kopeGui

coated tablets 500 mg, 10 tablets are in a blister, 1 blister is in g carton package, 3 cartoas
package in a carton box

UHTHKONIRY BATPIK ¥ nepepaxyBanui na qureconin 500 pr

Citicoline sodium that is equivalent to citicoline 500 mg

Ne TA/12995/01/01 sin 09,04.2020, Tepain Ait poceTpauiiinore noesinuenun weobhencensii
Ne UA/12995/01/01, from 09.04.2020; Registration Certificate validity is unlimited

Jlikapesxewii 3acié:  [KBAHILN

Medicinal product: QUANIL®

Hixoua peqosyna:

Active ingredient;
Peccerpanitine mociguenns:
Registration Certificate:

Jinensis na bupoSHILTED No: Raj/2354
Ceprudsivar GMP Ne; 001/2018/GMP
Bupotunk: Kyecym Xerrxicep Yot JIta, Inain '

Anpeca BupoGHia:
Manufactured by:
Address of manufacturer:

CII-289 (A), PITKO Tupacrpien apea, Yonauxi, Bxisazi, dicr. Aneap (Papxacran), lugin
Kusum Healthcare Pvt Lid, India

SP-28% (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist, Alwar (Rajasthan), Yndia

Cepia: Ne 2003114 - Posuip cepii: 10000yn, JHara sur.: 1072020 Titicumit no: 0972023
Batch: - Batch Size: D/M: D/E:
W Hoxalareny kadecrna Tpefopanus PesyanTars anamsos
Name Index : Requirements Resnlis of analyses
1 | Omtcanne ) Pragxue Tabnenar xancyroobpainoi HOpMEI, TIGKpEITEIE 0BONOYKOH CootercTayer
Genoro usera. -
Description White capsule shape film coated plain tablets, Complies
2 | Haenrudmrxanua Bpems  ynepwmusawms  ocHOBHOrO Tmka | ma xpomaterpamMax | CooTeeTcTyer
UCRBINYEMO20 W CIRAHOGPINHOZO PACTHOPOB, TOMYMEHHEIX B YCAOBHAX
KOMHISCTBEHHOTO OIPEAENEH A, JOMKHO COBIIANATS.
Identification The retention times of the major peaks in the chromatograms of the assay | Complies
preparation corresponds to those in the chromatogram of the standard
preparation, :
3 | Cpennas sacea 812,0mMr+5.0% 81515 ur
rabuerox :
Average mass 8120 mg+50% : 815.15 mg
4 | Oagopoanacrs AV<Ll,rpe Ll =15.0 CootsetcrByer
MO3HYODAHNLIX eAHHHI :
Uniformity of dosage units AV <L, where LI=15.0 Complies
5§ | Pacnapaemocts He Gomee 30 mun. 10 mua 45 cex
Disintegration Not more than 30 minutes 10min 45 sec
6 | Pacreopenue He menee 70 % (Q).unrrnicoinnmsa 32 45 ik 104.3% - 105.5%
Dissolution NLT 70 % (Q) of Citicoline after 45 minutes 104.3% - 105.5%
7 Conyrersyromue nppusecn Syumuduna smonodocdama (5-CMP) — ve Gonee 0,2 %; 0.016%
’ Jhoboti Heudenmudlapposannoi npumecu — we Gonee 0,1 %; He ofimapyxero
Cymma npunieceti —we Gonee 1,0 %. 0.016%
Related substances NMT 0.2 % of $'Cytidine monophosphate (5-CMP); 0.016%
: NMT 0.1 % of any other unknown impurity; Not detected
NMT 1.0 % of Total impurities. 0.016%
8 | Konusecrsennoe 95,0 % —105,0 % tmrakomiHa B TaBNETKE 0T 3a9RNEHNON0 KOJHYECTRa, 98.58%
onpenesenie )
Assay 95,0 % to 105,0 % of Citicoline per tablet of Label Claim,
: 98.58%

Page No.10f2

Factory : SP 289 (A), RIICO Ind). Area, Chopanid, Bhiwaﬁi, Distt. Alwar, Rajasthan (India), Ph : +31-1493-298232/33/34/35
* Email : info@kusum.com, Website : www.kusumhealthcare.com
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Kasum Healthcare Pot. Ltd )

Hikapesrit 3aci6: KBAHLI TaGaersn, brpuTi afienouko1o, o 500 mr, ro 10 Tabaetox y Gaictepi; no 1 Gaicrepy B
: Kapronyiii ynakosui; Mo 3 yuakoBKu y xaprounii kopoBui

Medicinal product: QUANIL®  coated tablets 500 mg, 10 tablets are in a blister, 1 blister is in a carton package, 3 cartons
: package in a carton box '

Cepisa: Ne 2003114 ;

Batch: ; :
9 MuxpoBuonornueckas Of1uee wneio 2ypoBHLN MHKPOOPTAIHIMOR (TAMC) ne Somee 10° KOE/r. | <10 KOEAr
HieToTa® OBmies quCIO APORIKEREIX ¥ FUIECHEBHIX rpufon {TYMC) ue Gonee <10 KOE/r
10*KOEr. '
Oroyrerene Escherichia coli B | r upenapara. Oreyrernue /v
Microbiological purity* Total acrobic microbial count (TAMC) NMT 103 cfu/g. <10 CFU/g
; -Total combined yeast/mould count (TYMC) NMT 10? cfu/g, <10 CFU/g
Escherichia coli should be absent per 1 g. Absent/g

* B»Impui?:m AHHA MiKPOGIONOr{uHOL TUCTOTH NPOBOIMTLCH TR MEpILUX 3 cepiit, notinM i koxeol 10- cepi, 260 oy pas ka pik.
* Microbial purity will be performed on first 3 commercial batches thereafter at every 10 bateh or once in a year,

BHCHOBOK: Cepin N’e 2003114 BELI[TIOBi,}IaE BHMOTam MICS PIT Ne UA/12995/01/01
CONCLUSYON: Batch Ne 2003114 complies with the requirements of MQC RC Na UA/12995/01/01
e
NN

AH 3 BHKOHAB : TATA O A \\r ’\/‘Q/\/Q
%ANALY.SED jz) KM ,fﬁxu}rew% : (DATE)
OMEHTapi: Hemae ; : ‘

Comments: no

3ansa npo cepradixaniio: «/ificanm a 3acsiguylo, Mo HaBeIeHa BRITe indopmauia ¢ goctosipaoto i Towmowo. Na
cepia npoxyRuil Gyna BUroTOBAEHA (BKIOYAIOYN YHAKOBKY / MApKYBaHHHA) | nporencHo KOATPOAL W AkocTi va
BHUIEITANAHOMY HiADDHEMCTBI B HoBHIK pianoeigmocTi 3 BuMorame GMP, BCTaHOBJEHEMH MicHeBIM
PeryAATORHINM OPTAHOM, A TaKo# BIANOBIAHO po chenudikawil, wio MieTHTLCA B peccTpauifinomMy gocse Kpaidu
imropTepa. IpoTokonn BUPOOHAUTRA, YHAKOBKI TA 2HAN3IB Gysin nepernisHyTi | BeTasoBaero ¥X BigmosinHicTs
Bimoram GMPs : :

Certification statement: «On this I certify, that the above mentioned information is true and accurate. This product
batch was produced (including packaging / Iabeling) and conducted for ifs quality control at the gbove mentioned
manufacturer according to all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration of the dossier importing country. Records of manufacturing,
packaging and analysis:were reviewed and determined for their compiia’nce with the GME requirements»,

OFF 11 [2010

KepisnEk rpynH kOHTPOIIO AKOCT

Quality control group n;?_;n]ragf% {

PageNo.2 of 2

Factory : SP 289 (A), RIICO Indl. Area, Chopanki, Bhiwadi, Distt. Alwar, Rajasthan (Ind_ia), Ph: +91-1493-298232/33/34/35
: Email : info@kusum.com, Website : www.kusumbealthcare.com
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JEPXINKCITYXBA
AEPJKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTHKAMH y M. KHEBI
my. Bepeansxiscuka, 29, Kk, 02098, Tesn./dake: (044) 550-23-55, Ten, (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https:/iwww.dls.gov.ua, Kox €IPIIOY 37079055

BHCHOBOK
Ipo AKiCTH BBE3CHOro B YKpaiuy jikapcbKoro 3acoly

14.05.2021 Ne 26589/21/26

KBAHLI

(ualiMcHysanNg AikapCLKOro 3acoBy aTiAKO 3 peecTpaliifiiM nocaincHARM)
TabJIeTKH, BKpHTI 06ox0HK00, N0 500 Mr; no 10 rabaerox y Guicrepi; no 1 b.ricrepy B
KaPTORHIH YNakoBui; 10 3 yIAKOBKH y KapToHHil Kopo6ui

(Gopma BimycKy, aos3yBaus, BHT MRKYRERKS Hixaperroro 34coby)

Howmep peectpauitiroro mocasinyernnn UA/12995/01/01 crpox mif peecTpauifinoro nocsinenns HeoOMexeHmit
Cepin aikapcexoro sacoby Ne 2003585 Kinskicts BBesenoro nixapesxoro sacoby 28
BrpoGauk KYCYM XEJITXKEP NIBT-JITH, Iaxis

(nafiMeHysaHHT BEPOGHIKE NiKEPCHXONO 1ac00y, kpaiHa NOKOmKeHHS)

Beezero b Vipaiuy TosapucTBo 3 obMexenow BignoBinamLHicTIO "Tnendapm JTI",
inenr. won: 20075891

(ralbecHynanns Ta kog 3a €JIPTIIQY OPHHIHOT 0006 360 Ipitaxmge, in's, Do GaTsxos] §ismdiol
0COGH - finpHesus, Ti Micuc NpoxHsanHS Ta peectpaniitunif Homep ofimixosol kapTcu mhaTHmxa
nazarxia abo cepis Ta HoMEp nacuopTa)
TIporoxon BisyansEoro xortpomo sia 27.04,2021 X 1275/9.
JlabopaTopri aRaNi3 AXOCTI NikapCEKOTo 3acoBy SAiHcHERHI:

Al "Neatpansra naGoparopis 3 ananisy skocTi Mkapcskux 3aco6is i MEJHIHOL IMPOAYKIIT"
_(m.Knis, Byn. Kynpssceka 10r)

(malMeuyBIHIN T8 MiCTI3RAXQMKEHHS N1260PATOPIL, IO NPOBENa naGoparoprul ananis Kxocti)

BHcROBOK IMOXO sikocTi Nikapchkoro sacoby, suaanmi naboparopicio zix 13.05.2021 Ne 1088
Pesyntaty naGoparopHoro ‘BHANI3Y FKOCTI NIKAPCHKOTO 3ac06y 33 NepeBipeHnMn TIoKa3HAKAMY BiAmOBinaoTs
BHMOTM METOLIB KOHTPOIIO AKOCTi (ABANTHIHO-HOPMATHBHOT HOKyMEHTALIT),

da pesyNbTaTAMH JIEpKABHOIO KOHTPOIKO BCTAHOBNCHO, MO JiKapchkmi 3aci6 BBeseRo B VYipainy 3
AOTPHMaHHH M, 8rottr3akq01aBCTEE o0 3a6e3Meue i aKocT JNiKAPCHKIK 3ac00iR.

Muxona XOJIONEHKO
(iniujam T2 npibpume)




JEPHINKCIIVIKBA
AEPIKABHA CJIYXBA 3 JIKAPChKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA y m. KHEBI
Byn. Bepesuskisceka, 29, Kuis, 02098, Ten./dakc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua htips://www.dls.gov.ua, Kon EOPIIOY 37079055

BHCHOBOK
HPO AKICTH BBe3eHOro B YKpaiHy Jikapcekoro jacoly
14.05.2021 3 Nz 26605/21/2611
KBAHLI

(naHMenyBanNS TiKapCHXOro 3ac00y 3MAHO 3 peecTpalliHHIM ‘DOCBiTIeHHAM)
Tabaerxw, BKpaTi 06010HK0M0, M0 500 Mr; o 10 Tabaerox Yy Guicrepi; mo 1 Guicrepy B
KapTOHHIH ynakosmi; 1o 3 ynakoesxu y kaprouuii xopobmi

(bopara Biyciy, 03ysaiHg, B TAKYBAHAS TIXAPCLXOTD 2006)
Homep peectpanifinoro nocsimienna UA/12995/01/01 crpox ait peccTpaniiisono noceimenns HeoOMeReHHAL
Cepis nixapcexoro saco6y Ne 2003585 KinbkicTs BRE3€HOTO NiKapchKoro 3acoby 9884
BupoGHnk KYCYM XEJNITXKEP IIBT JITH, Isxis

(uaituenysanis BrpobHIKa RIKEDCLKOTD 32005Y, KpalHa HOXOIACHHA)

Beeacno B Vipainy TorapucTEO 3 06MexeHow BixNOBINANLHICTIO "Tnengapm JITA",
izenr. xoa: 20075891

(matimcuysanis Ta ko 3a EPTIOY IOPUIHTHOT 0c06H 860 Npisamme, iu's, 10 Garixos] ShuEol

0¢05H - nianpieMwt, T Micne npoxiBauna Ta poectpanifsmil HoMep ofnikoRoT KAPTIH IISTHKE

nozaTxis 800 CEpis T4 HOMED NACIIOPTR)

Iiporoxen sisyansuoro kentposso sin 14.05.2021 N 1545/9.

3a pesymsTaTAMM  RepAaRHOro KOHTDONIO BCTRHOBNICHO, W0 fAikapchkHH  3aci6  seeseno B Vxpainy 3
AOTPHMAHHAM BHMOT: HOZIZBCTBA MOAY 3a0e3neqeHAT AKOCT] TKAPCLKHX 3ac00is,

" g
Maxona XOJIOJIEHKO

(nixrmHe) (ininiany ta npispums)




o

e YEPA

o T,
Aervm@-(g,{‘;mvi

¥e2 2007584,

> A
&”’t’&' nm%t’{'/
“\:—.._‘_H;_r__’

e o

Kususme Healthcare Pot. L1d.

CEPTUPIKAT HAKOCTI

CERTIFICATE OF QUALITY

A.R. Nt FG/0324/21
Harta/Date 23.03,2021

Jlikapebkuii 3acie: KBAHLJ Talnerxn, srpuTi 06oa0kHK00, no 500 mr, no 10 Tabrerok y Gaicrepi; mo 1 6aicrepy 8
KapTOHHIN ynaKkosui; no 3 ynakoBKH'Y KAPTOHHIN Kopodui

Medicinal produet: QUANIL®  coated tablets 500 rig, 10 tablets are in-a blister, 1 blister is in a carton package, 3 cartons
package in a carton box

Hiroua pevosnua: UHTHKOJTiHY HAaTpilo ¥ nepepaxysanni va uutikonin 500 mr
Active ingredient: Citicoline sodium that is equivalent fo citicoline 500 mg
Peccrpauiiine nocsingenns: Ne UA/12995/01/01 Bin 09.04.2020, Tepmin aif peecTpauiifHoroe noceiauenusn neobmemkennii
Registration Certificate: Ne UA/12995/01/01, from 09.04.2020; Registration Certificate validity is unlimited
Jliuensist Ha BupoGHUUTEO Ne: Raj/2354
Ceprudikar GMP Ne: 042/2020/GMP
BupoGuuk: Kycym Xearxxep Het Jitn, Tuais
Ajpeca BpobHMKA! CII-289 (A), PIIKO Iupacrping apea, Honanki, Bxipagi, Mdicr. Aneap (Pagxkacran), Ingis
Mazafactured by: Kusum Healtheare Pyt Ltd, India
Address of manufacturer: SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India
Cepin: Ne 2003585 Posmip cepiir 10000yn. Lara sur.: 0272021 Hiricrsii no: 01/2024
Batch: - Batch Size: D/M: D/E:
Ne IoxazaTenn xayecTsa TpeGosanng Pe3yaLTaTH auaiuios
Name Index Requirements Results of analyses
1 | Onucanue Tnenxue Tabnersu xancynooGpazeolt dopmer, mokprrTEIE 0GOMOUKOH CoctBercrayer
GeJ10ro LBéTA. '
Description - White capsule shape film coated plajn tablets. Complies
2 | HaewTndmranus Bpems yaep#HBaHHL OCHOBHOTO UKa HE XPOMATOTpaMMax ucnpimyeamozo u.| CooTsercrayer
CMGHOGDMKOZ0 PACTECDOR, NONYHEHHBX B YCIOBHAX. -KOJIHYECTBEHHOTO
ONpenenenys, JOMKHO COBNAATE.
Identification The retention times of the major peaks in the chromatograms of the assay Complies
' preparation corresponds to those in the chromatogram of the standard
preparation. .
3 | Cpenusig macca 812,0mMr+5.0% 817.35mr
Tabjerox
Average mass 812,0 mg+5.0% 817.35 mg
4 | OxHopogHocTs AV L1, raeLl =150 Cootsercrayer
NO3NPOBAHHBIX STHHUL( :
Uniformity of dosage units AV ELI, where L1=15.0 Compligs
5 | Pacnagaemocts He 6onee 30 mMun, 11MuH 55 cex
Disintégration Not more than 30 minutes 11min _55sec
6 | ‘Pacreopenue He menee 70 % (Q) umruxonuna 3a 45 Mun 97.30% - 99.41%
EHssolution NLT 70 % (Q) of Citicolirie affer 45 minutes; 97.50% - 99.41%
7 | Conyterbyrompe npumMecy 5 'yumuduna monogocghama (5-CMP) — ne Gonee 0,2 %, 0.017%
- Jhoboit neudenmudbuyuposanroii npumecu ~ ne Gonee 0,1 %; 0.018%
Cympia npumeceti — ve Gonee 1,0 %, 0.035%
Related substances NMT 0.2 % of 5'Cytidine menophosphate (5-CMP); 0.017%
NMT 0.1 % ofany other unknown impurity; 0.018%
NMT 1.0 % of Total impurities. 0.035%
8 | KosuuecrseHHoe 95,0 % — 105,0'% uurHkoTMHa B TabneTRE OT J2%BJIEHHOO KOJHYECTRA. 103.68%
onpefeneune
Assay 95,0 % to 105,0 % of Citicoline per tablet of Label Claim, |1-103.68%
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Kusum Healthcare Por. [1d .

Jikapeornii 3aci6: KBAHILJA Tabnerkn; BKpuTi 0G010HK00, 0 500.Mr, 1o 10 TabneTok y Baictepi; no 1 6aicrepy B
KapTOHHIl ynaxosui; no 3 ynakosku y KapToHHif Kopobui

Medicinal product: QUANIL®  coated tablets 500 mg, 10 tablets are in a blister, 1 blister is in a carton package, 3 cartons
package in a carton box

Cepia: Ne 2003585

Batch:
9 Muxpobuonornyeckasn OB1uee yHc0 a3DOGHEIX MHKDOCPTAHUIMOT (TAMC) re Gonee 10° KOE/r. | <10 KOE/r
HicTOTA® OB1itee YUCTIO APONOKEBEEX H IIECHEBEIX IPHOOR (TYMC) ne Gonee <10 KOE/r
10°KOE/r.
Oreyrersue Escherichiacolin 1 ¢ fpenapara. OrcyTeToue /v
Microbiological purity* Total acrobic microbial count (TAMC) NMT 10° cfi/g. <10 CFU/g
Total combined yeast/mould count (TYMC) NMT 102 cfuw/g, <10 CFU/g
Escherichia coli should be absent per 1 g. Absent/g

* BunpoByBanng MikpoGionori4Hol YHeToTH POBOIHTHCA AL IEPLIX 3 cepill, notim mnx koxnol 10-i cepii, abo onun pas Ha pik.
* Microbial purity will be performed on first 3 commereial batches thereafter at every 10% batch or once ina year.,

BUCHOBOK:  Cepis Ne 2003585 BiAnosigae BiMoram MK S PTI Ne UA/12995/01/01

CONCLUSION: Batch Ne 2003585 complies with the requirements of MQC RC Ne UA/12995/01/01
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(AgALYtS’PDgE{Y) (DATE)
LLP ¥

KomenTapi: Hema
Comments: no

3asBa npo ceptrbikaniro: «liiicHnm s 3aCBiAYY, 110 HABEJEHA BHLUE indopmanis € goeroripHoie i Touuolo, =
cepist npoayxuil 6y;a BUroTORIIENA (BK/IHOYAIOUY YNAKOBKY / MapKysauus) i NPOBeAeH0 KOHTPOJE if fkocTi Ha
BHILEITANAHOMY NiAnpueMcTBi B noBHill Bignosinmocri 3 BHMoOramu GMP, BeraHoBAEHHMH MicHeBHM
PerynHTOPHUM OPraHoM, 2 TAKOx BiANOBiAHO a0 enenudikaniy, m1o0 MicTHTLCH B peecTpamiiHoMy noche Kpaiku
iMoprepa. IIpoTokony BHPOGHIITES, YIAKOBKH T anaiin Gyan nepernsimyTi | BCTAHORTEHO X BiINOBiARicTL
BHMOraM GMP»

Certification statement; «On this I certify, that the above mentioned information is true and accurate, This product
batch was produced (including packaging / labeling) and conducted for its quality control at the above mentioned
manufacturer acéording to all relevant GMP requirements, established by Local Health Authority, and according
to the specification, contained in the registration of the dossier importing country. Records of manufacturing,
packaging and amalysis were reviewed and determined for their compliance with the GMP requirementsy,

: "@;’51%9” ' . :s\wz’&
KepisHitk rpynn koHTpoIIO fKOCTI Menemrep sinairy 3a)
Quality control group manager A. -5 ‘“LVO Quality Assurance grg
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