JabGoparopis 3 kourpomo sikocti ira PCLKHX 3acobin

TOB "IOBPOBY T-JHKHJIAR"

Medicines Quality Control Labo ratory
LLC “DOBROBUT-LIKYLARB”

Yxpaina , 03153, m. Kiig, myn. Hosropog

Bucunorok wopxo sxocri Ne 25-28 Big 16.01.2025

Hasan npenapary:

Pecetpautiiaui Homep
BupoGuunrso:
Hoxep cepit:

Povvip wapriy pig uxoi

Ipaso:
Tepmin wpunaruocTi:

AaTa opepuanna:
Bux wowrpaso:

~Ciespcens, Bya.3, Hesurnost npumilienrn 92, 097-0300797

MYKOTI'EH ra6nsrky, BKPHTI 05030HK0I0, 10 100 Mr, no 10 Tabaerok

¥ oTpui; 00 3 crpHng s KaFTOHHIR yrakosi
5 25-25

Makneo/ic thapMacstoTakaic Ji iMiTes, Iupin

142429124

22714
1072027

BigiGpaug

TovapueTng 3 0GMENEHDI0 BiamOBI AR BHICTIO "MAKJIEOHC
BiziGpano/onemsao sin; DAPMACLIOTIEANS JUMITEL", Anveannit cromg Nei, v Knis,

sy Hosyura, 37
03.01.2025

Hanparnesus THAC ug fAaboparopustt atania (202)
AHI (MK, cireundivanii), MEKS no PIT Ne UA/S547/01701
BIZHOBIANO 00 RGY NMPOBGAKTLLH

annais;

Torasnanu Busozu AHI Pervnsmam

Onuc Kpyrsi, neoomyini tabnetky, BEPHTI niizxosow obouenkow,  Blanosizae
Ginoro ao mathre Gimoro KonLopy, riaxi 3 ofox ¢cropin

Lpewrngivanin - PeGaminin  Yac YIPHMYBAHIA  OCHOBHOTO  Miky  pefamininy  ma Bianosinae

faenrudikalia - Turan
AIOKCHA

Cepeana maca
Posnanamns

Kinexicie nusnauenus -
PeGaminin

Maprysanus

YHaroska

XpoMaTorpamax BHipoGoyRanoro | crannapThoro posanHie,
OTPHMENHX  MpH  KINLKICHOMY — BHIHAYOHRE.  nOBKuCH
cninnanary

Mossa  wosroro  suGaprnetno: mpE  jpanann 300 %
(Maca/o6'eM) po3unuy somo NEPOKCHAY

245.0 par 2.5 %

He 6insiue 30 xsummn

Bin 90.0 Mr - 165.0 mv pebamininy ¢ rabaeri
(90,0 % - 105,0 piz saspnenol KIABKOCTI}

3riio 3 BAMOTaMH TeKCTY MApKyBaHUE

3rigHo 3 BuMoramMu MK

Hinnonigse

246.9 Mmr

8 xb.

099.2 mr

Bignosigae

Binnosigae

BHCHOBKH:

Repenipennit spasox MYKOUEH tabaeTxun, sxpiTi oBontorkoro, ne 100 Me, o 10
TaGAETOK Y CTPUITE [0 3 CTPHIM b KAPTORHIA YHAKOBLI cepil 142429 [2A
SHpobimgresa Marrsoac Qapmackioturane Jimites, ain siwiosizae sumoran MK

&i\ﬁb‘lfl}' M}&J‘Q/SSM/G L0 3 HABEOCHUMH BHILE NOKAIHMKUMH
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A
Mucogen AR NO:; 2. | Manufacturer | India 1
(Rebamipide fim coated FP-G180/24 Country ]
tablets |
100 mg) |
Myxoren ;s Date: Bepxaga- lHgis f
PaBaminig, TabneTiy, 25/11/24 BRPOGHUK !
BKDUTI oBonoHkaiw, no Hara: |
25/11124 ;
- 4. | Strength/poten | 100 mg i
cy of the f
medicinal :

toduct

UA/5547/01!OT Cina i/ ETOY R g
aKTMBHicTL i
hikapenkoro !
3acob '
. 6. | Pack Size Ne 30 (10X3) in ;
Film coat_ej_tablets 100 mg strips in carton box |
Poamip i Tun Ne 3¢ (10X3)y :
Tabneryy, Bxputi oBonoHiow, no 100 MF yrakoaxu, CTpUnax g %
K@PTOHHIR ynaxosyi |
Date of |

142429124

706000 Tablets
700000 tabnerox

PoSHuyray i KOHTPOMI0 AKkoCTi

T e

Pegd, Oifice

Atlanta Arcads. Chirch Reaid,

Mear Leeia Hotel, Andben g Poag
Anddhen (Fast). Muymbar-460 O5%, Ingka

i
Wetwe

M4, 340

174101, Ingia (Brok Ne
MNB 07/511
s
—_— T

| 030/2023/GMP - Valid till 23.07 2025

Manufacturing

11/2024

Date of Expj
HaTa 3aikduyenns
TepmiHy
npugarnocri _
Macleods Pharmaceuticals Limited
Village Theda, PO Lodhimajra, Tehsil
Baddi, District Solan, Himachal Pradesh-
174101, India {Block Net)

MNB 07/511

Makneoac ®apmacsioruxanc Nimiteq
Binepx Txeaa, 10 Noaximatipa, Texcin
Banai, Dicrpikr Conan, Ximauan Mpagewy-
1)

10/2027
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MACLEODS Foge
PHARMACEUTICALS -

LIMITED

MACLEODS
IS g

CepTuikatu BianorinHocTi GMP ans Beix AinaHoK o
aupoBruyrey i KOHTpOR:o sikoeTi aBo (nipu HarBHOCTI)
HoMepa nocunane B 6a3i nanux Eudra GMP

B o

' 039/2023/GMP Tepmin aii 23.01 2675
|

|
. ]
|

;J ___ i Pacnagaemoctn _He Binslue 30 XBAMWH 08 xeunun
- |, I DISSOLUTION Notless than 75 % (Q') of the 1107 2700 3) 69 .
T labeled amount in 45 minutes 4598 - 5)100  8)100 :
x_,ﬁ__w%__%_k_k__ﬁh_ﬁ_k%_)\)_% :

Ty -

SUANA Arrane e 10

1 12. 1 Result of Analysis/ Pesynbratu nposenennn aHanizy, N .

' Sr. [ Tests Specifications Results T
No. | MMokaaHuku ’ Creuugikauis PesyneraTu ’
Ne '

( n/n e r———— A—w-—__...w,_,—u——--ﬁ.,_—.,___ it e —
1. DESCRIPTION Round, biconvex, coatad tablets of Round, biconvex coated tabiets

: white or almost white color, smooth of white color, smooth from both

| from both sides. sides.

i i Onue Kpyrni, Aeoonykni TabneTku, BKPUTI Kpyrni, ABOONYKIi TabneTiy,

; J oBonotkorw, Binaro ato Maiixe BKpUTI 0BGnoHKOMW0, Binoro

| ‘ Sinoro konbopy, rnaneHski 3 ofiox KONbCPY, rnageHsxi 3 050x Boxig.

| Bokis. |

I 2 (IDENTIFICATION Rebamipide. Complies i

! The retention time of the Rebamipide !

i ! peak in the chromategram of sample 5

i preparation should correspond to the

Rebamipide peak in the l
chromatogram of the standard :
preparation as obtained in the ]
"Assay". _ ]

I Titanium Dioxide Compiies |

' . Yellow colour should develop on f

’ ! addition of Hydrogen peroxide 30% [

{ wiv). | . e
3. InenTudhikayin Pebawminig, Bignosigae I
| Yac yTrpumysanns niky peGaminina

] Ha Xpomarorpamax sunpoGysanore | !

| CTEHAADTHOrO PO3UMHIE, OTPUMaHIX |
B XOHi KifTbKICHOrO BUaHaveHHs
MOBMHHO 3BiraTucs. | o
Tutany Aioxcna. Bigrnosipae
MosiBa x0BTGro 3aBapenexys npy
AonasanHi 30% (maca / oG'em} |
RO34MHY Nepokcuiy BoaH:o. e |
AVERAGE WEIGHT 2450 mg 259, 246.86 mg )
| OF TABLET o o
' Cepeans Maca 2450 mr £25% 248,86 mr !

o, Tabnerxu . o
5 | UNIFORMITY OF Less than or equal to 15.0 %, 1.6% ;

[ 7 | DOSAGE UNITS 5 e —

| OanopigHicTs Bignosigae sumoram 1,6 % |

%_' AO30CBAHNX OAMHALEL |

: DISINTEGRATION ’ Not more than 30 minutes 08 min :
5 | TiMe .
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MACLEODS

RNy

2)100  3)0g
5)100  6)100 !

% (Qj 33 45 XBUnuA

T T Poswanenmn He MeHwe 75

i |

E |

| 8. LOSS IN WEIGHT OF Net more than 6.0 % (whw}

DRYING o L {5

l | Brpara 8 maci He Ginswe 6.0 % (m/w) 13,5 % S

! | npu Bucywysanui |

9. TRELATED . Individual Unknown Imparity-not 0.53 % -
| | SUBSTANCES more than 1.0 %

’ | ;!'otal Impurities - not more than 2.0 053 % ‘

/0 L
| CynyTui OOMiLIKK IHAKBIRYanbHOT HeBInOMOT oML = 0,53 % I

He Binbuse 1,0 %
Cyma nomiwiox — ke Binbwe 2,9
Isopropyl alechoi - not more than

W'"m“‘f
5000 ppm !
Dichleromethane - not more than 500 | NOT DETECTED 1

P |
| . npm !

b PR P % < = MM%M“ REERHTESS
{ i | 3anuwkoeij KiNbKoCT] Cnupr IBONPOMINOBUA — He Binplye 942 ppm E

OpradivHmux 5000 ppm
DOIHUHHUKIB LuXnopMeTaH — ve Ginoiue 500 ppm_ | He Busenerio ~ g
ASSAY At release: :
Not less than 95.0 Mg and notmore | g7.08 mg
than 105.0 mg [
Not less than 95.0 % and not more 98.0 % ‘
than 105 0 % |
For sheff fife: ’
| ,: | Not less than 90.0 mg and not more ;
i J than 105.0 mg Not fess than 90.0 % !
i and not more than 105.0 %
I ’ Kinokicne Busnavennn fipu sunyery: : I
! Big 95,0 mr o 105,0 mr pedaminiay v | 97.98 mr [
| w
i I
| |

Tabnetui (95,0-105,0 % sig ' 98,0 %
38ABNEHOT KiNbXocTi

Hanpuxingi Mepuminy npudamuocmi-

Bin 90,0 mr no 105,0 mr pebaminiqy y

TabneTyi (30,0-105,0 % sig ;
‘ 3anBneHof KinbkocTi) - s e u ]
12 [ MICROBIGLOGICAL Total aerobic microbial count (TAMC) | Less than 10 CFU/ g :

| PURITY ) i

~ Nnot more than 10° CFLy

Total combined molds and yeast Less than 10 CFU/ g 1

TYMC) - not more than 162 GF Ly R

i Escherichia coliig - should be Absent [

i absent ]

| MikpoBionoriyna He Binbwe 105Ky Orr Gakrepii y 1¢ | He Binbwe 10 KYQrr l
' YKcToTa | npenapara. S

;" . He Ginblue 107 KYG/r rpngis y1r | HeSBinbwe 10 KyOir
! rpenapara. g
J

| i Ui \
| | He nonyckaerscs Escheriohia coli BiacyTHi i
11 npenapary.

MACLEODS : T
PHARMACEUTICALS .
L[MITED antharifast: tgpys




MACLEODS
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harmgcr
L2435 39MH1 FEIPLLDSIC

i

[T Komentapi (npn
HansHocTi), ) ‘ .
“l hereby certify that the above information is true and accurate. This series of
products have been produced (including packaging / labeling) and conducteg
quality control on the above mentioned stations in full compliance with the
Application for requirements of GMP, set by the focal regutatory authority, and in accordance
Ceriification with the specifications contained in the registration dossier or trade license of the
country of the manufacturer or importing country if the products imported or file
’ specifications in preparation for the investigational product. Minutes of preduction,
; [ i_packaging and testing were reviewed and the correspondence GMP». |
i 14. | 3ansa npo «binm a NIATBEPNYIO, WO HaBe[eHa saule iHbopMauin ¢ AOCTOBIDHOK | TOMHOK,
i CepTrbikaLito. Lo cepilo npopykyii Gyno supoBnero (BrMouaiouu ynakosky / Mapkysanks) i i
! NPOBERE@HO KOHTPONL T #XOCT Ha BULLE 333HaYeHIl g4iNAHW 8 nopHik ;
;‘ : BIANOBIAHOCTI 3 BuMOraMu GMP, ecranosnexumu Micuesmm_perynmophum
j Il Opranom, a Takex y signesigHocTi ai cneuncbikauinlmw, wo MICTATECA B
[ peecTpauiftioMy aocke abo PeecTpalifHoMy noceigYenHi kpaiHu-B1poBHKka abo '
KpaiMu-iMnoprepa, AkwWo NPOAYKUIS IMNOPTOBAHA, YW B OChe cneundikayis ua
NPenapar ans focnigxysaHoro nikapcekero 3aceby. MNporokony BrpoSHu urea, j
L YNAROBKKM Ta aHanizie Byno ABPErNAHYTO | BCTAHOBNEHO BIANOBIAHICTL GMP ». ]
Name and position / title of the person issuing the permit issue series J !
lpisBue Ta nocaga / seanHs 0cobu, ska BUAANA A03BIN Ha BUNYCK cepii, N
15. | Prepared by I"Checked by Approved by ) _!
Rashad Naveen Singh Bhandari ‘ Himanshu Kumar ,
| Officer -QC Executive - QC Executive)- GA _
Signature of the Eerson issuing the permit issui{geries. /Nignne ocofin, arka BUAana ,qoeF"’ in #a BUNYCk cepii, J
° (Raoo) C YWe— e |
Date of Signing/ . ]
17. Aara n;‘,qngcaagﬂﬂ.' 5 , l ‘—h‘ \—\ J‘
-
MACLEODS TT\#T?\
PHARMACEUTICALS Ney Lo ron s S nens, oottt o
LIMITED Andheri (Fast), Mumbaioago 059, irutia Webnite s macleod e R :




JAEPAKABHA CJIYXBA 3 JIKAPCHBKIX 3ACOBIB
TA KOHTPOUIIO 3A HAPKOTHKAMMH y m. KHEBI

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

BHUCHOBOK
npo siKiCTEL BBe3eHOro B Ypainy JHKAPCHKOro 3acoby

17.01.2025 Ne 1697/25_/26

MYKOI'EH

(HakMeny Banus JHKapcLKoro 3acoby FHaNo 3 pecerpanifinim nochiucHHM)
rabaericn, BKpuTi 060s10HK010, 0 100 mr, o 10 Tabacrok y erpuni; no 3 crprny b
KapToHHIH ynakosui

{(bopma sunycky, 1o3ybanus, Bun naKyBaHis JiikapCLKOTO 3aco6y)
Homep peectpauifinore nocsinuenna UA/5547/01/01 crpox aif pecotpauiiinoro nocsiments HeoOMexerult
Cepis nixapceroro zacoGy MNe 14242912A KinbkicTs Bsesenoro nikapeskoro aacoby 22714

Bupofusk Maxnieonc PapMackioTHKANC Jlimiren, Tania -
(ualMeiyBating supoBHuka nikapeskoro 3a¢c0oBy, kpalua noxomxe:ns)

‘ToBaprcTBO 3 06Mekenoro BignoBiKaELHICTIO "MAKJIEOAC
DPAPMACBIOTIKAJI3 JIIMITEL", ixenr, on: 37554108

(Halimetlysanng ta xoa sa EIPIIOY wprnrunat ocoby abo npiseuue, iM', no Gatexost giznano]
oCcodu - nianpHemus, 17 Micue nposxnaaxng Ta peecTpauiitnuit somep o6nikopol KAPTKH MIETHYKE
nozarkis 460 cepia T4 HoMep nacnopra)

Beeseno s Yxkpainy

HpoTtokoen sisyansuore kenrpomo vin 25.12.2024 Ne 4434/1.
JlaGoparopruif ananis Akoeti nikapcakoro 3acoBy niftcuennis:

Jaboparopis 3 KORTPOIIO TKOCTI NiKapehKnx 3acobis TOB "HOBPOBYT-NNIKHUJIAB" (M. Kuis,
Byn. Hosropon-Cisepcebka, 6y1.3, HEKHUTAOB] Opunminienss 92)

{(nafiMeHyBaHHA Ta Micuesuaxogxenns taGopaTopil, 1wo nposena naboparoprui aHamnis Axkocri)

BHCHOBOK WOAD x0GTi Aikapebkoro 3acoby, sunanmnii naGoparopicio six 16.01,2025 No 25-25
Peaynibraty nabopaTopHoro aHanisy sxocTi nikapcekoro sacoby 3a neperipeHHMH nokasuukamu BiXNOBIIAO T
BHMOraM MBTOAIB KOHTPONIC SKOCT] (AHANITHYHO-HOPMATHBHOT MOKYMEHTALIT).

Ja  pesynbTaTaMM ASpPKABHOCO KOMTPOMIO BCTAHOBNEHO, IO  JHKAPCHKHN  3aci6  BBE3cHO B Vrpainy 3
AOTPHMAHHAM 8UMOT 32KOHOAABCTRA MOAD 3abeaneyenun rKocTifHkapeskix 3acobis. ‘

Muxona XOJIOHEHKQ

(irinianm Ta npissynie)

(nigancy ..

Y, , \@’;;'5\ 2
SUHA v
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JlaBoparopin 3 xeuTpomo sxocti rikapeskux 3ac06iB
TORB "JIOBPOBYT-JIKAIAL"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLARB”

YepalHa , 03153, . Kiis, ayn. Hoaropog-Claopeba, By.3, HewHTIOBI npuminienna 92, 087-0300797

Buenonoi moao axeeri Ne 103-25 pig 03.02.2025

MYKOVEH tabnersy, seprd oSononkoro, no 100 mr, no 10 tauerok

Haupa npenapary: .
PEUSRAES y cTpwiT; 1o 3 oTpRYY B KapTouiii ynaxosi

Pecorpauiiing gonep: 103-23

BrpoGHuuran: Maksneons (hapmacsioTaxane Jimiven, luais

Homep cepil: 14243232A

Powlp naprif 8ig srol siniGpsno

Ipae: ’ 22350

Tepain upuaarHocTh 112027
TopapneTso 3 oBMexenv:o Bimosimmuictio "MAKJIEOAC

BijiSpano/oneprano sl BAPMACBICOTHCANS JHIMITE", Arreussi cruan Nal, m Kais,
pyiO Joabyug, 37

Java ogepanng 28.01.2025

Bz wonrpoaio: Hanparaerns THC 1a nabopatopryit avanis (902)

AV (MKS, cneaudiicanit), MK no PIT Ne UA/S3ATI0EH0}

BiAROBIANO X0 AKCY RPUBOAMTLCA

apania

Harainuk Bumozu AHT Pazyabiuin

Onye ' Kpyrmi, apoonyks Tabnersy, ekpuri miiskosow 0daaoHKe, Bignosinae

Gircro abo sakwe Ginoro konsopy, ANk 3 ofox cTopiy
Ineurrpixanis - Pebaninia  Hac yTPUMYS3HHL OCHOBHOTD niky peGaminijy Ha Binnoninas

KPOMATOTPANMEX BATPOSOBYBAROTO | CTARARPTHOTO pominis,
OTPHMAEHHX N1PH KINLRICHOMY SHIHANEHHA, HOBHHCH

crinragaTi
[newrudixanls - Tyran [Togpa KoBTOro 1aGapyACHAS PR Noasany 30 % Bianosinse
niorerg (maca/of'eM) POdIHHY BOJHIO TIEPOKCHIY
Cepsnng Maca 2450 Mr £ 23 % 2482 wr
Posnapasans He Gbmpie 30 xpruH 7 xB.
KisgsKicHe DHIHAYCHHEH - Bix 90.0 Mr - 105.0 nr pebaminizy B TabneTul (90,0 % - 1050 996 M7
Polaminiy BiL 3asBeH0T KinbROETT) {09.6 %)
Mapkysaius 3rifHO 3 BEMOIaMY TEKCTY MADKYBAHHA Binnosinae
YNeKkoBKa 3rigHo 3 puMoramy MICH Bianosizat
BHCHOBKH: Tlepepipenni apazox MYKOIEH ralineTky, BxpiTi oBooNKaIo, 110 160 Mr, 1o 10

ralieToR ¥ CTPHIT; 110 3 CTPHIH B gaprouHift ynakosli cepit 14243232A
prpoGruLTEE Makneons PapMacsOTHRENS Mimizen, Ianis sinnopinae sunsoran MUK
Ao PI1 Ne UA/5547/01/01 33 HARSACHHMH BHILG HOKAIHHRAMH
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HIACLEODY
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CERTIFICATE OF ANALYSIS

CEPTHOHMKAT AMAITM3A
1, Name of Product | Mucogen AR NC: 2. | Manufacturer tndia
{Rebamipide film coated FP-0194/24 Country
tablets
100 mg)
HafimeHyeaHHs MykoreH Date: Depwana- lhaia -
npoaykuil Pefiaminig, radnerku, 17112724 BHPOGHUK
! BKpUTi 0Bonor«olo, no Hara:
i 100 mr 17112124 _ |
3 Registration 4. | Strength/poten | 100 mg ﬁ
; Certificate No cy of the ‘
_ medicinal
product f
Homep UAE5A(D/01 Cuna gt/ 100 mr ]
peccrpauiit-Horo aKTMBHICTR %
nocaigueHHA AARCHKOro '
i 3acoBy
: 5. | Dosage Form Film coated tablets 100 mg 8. | Pack Size 2!:;;2 i({: g;(ggj;]nbox
i Nikapcwka Poamip i tun Ne 30 (10X3) y
; cbopma Tabnerkun, gkpuri-obononkoe, ne 100 mr YNAKOBKA, CTPHUNAX B
: KAPTOHHIG ynaxosyi |
7. | Batch No 8. | Dats of _ :
Manufacturing o s
Homep cepii 14243232A CHava 1 taf2024
B ) eupobunyrea _
; Batch Size 700000 Tahlels 9. | Date of Expiry
! Paamip cepil 700000 TabneTtok Hata JaKIHIeHHR 112027
TepMiHy !
npugarHoeTi o
10. | Name, address and license numbers of Mfg. unit Macleods Pharmaceuticals Limited '
' Village Theda, PO Ledhimajra, Tehsil
Badadi, District Selen, Himachal Pradesh-
H 174101, India (Block Ne1)
I MNB 07/511
i Hamenyeanhn, MicuesHaxomKeRHs Ta HomepH niuewsin | Makneopc ®apmackiotakanc Jlimiten
8cix QinsiHoK no BUPOGHALTEY | KOHTPONIO RKOCTI Binegx Txeaa, NC Noaximanipa, Texcin
Bapni, Aictpikr Conau, Ximavan (lpaneu-
174101, agin (Bnok Ne 1)
i ) : MNB 07/511 .
[ 11. | GMP Certificates No 7 Date 039/2023/GMp-~ Valid 1i-23.01.2025
' P
Repd, Offce Phone %! - 32 8676 750 ;
RACLEODS Aﬂgfsa Arcate, Church Road, F;OF 91 25 3928 ﬁgﬁ 36, PO. Lodhwmairs
) Near Leefa Hosed, Andhen-Xura Roag, Emai astomercare@macieckdsphan Tagicl, Diste. Seian
HARMACEUTICALS Andher: (Last). Mumbai-400 059, India.  Waehsie - *m-f-vv,rmd»:eyg)ffarma,cai . 174101, ndia.
IMITED PN - UPAT3MISRIPT CEINAD Phans 04795 . 23611738




MACLEODY

T HTHHTHHHTEHTTTT

Ceprudpikaru slnnosignocTi GMP ans solx ginaHox no 038/2023/GMP  Tepmin ait 23.01.2025
supobHuuTBY | KOHTPONR AKoCT 460 (npu HangHocT]) ’
HoMepa nocunantk 8 6asi nannx Eudra GMP
12, | Result of Analysis/ PesynnTtaTt nposesieHHn anasniay. . :
8r. | Tests Specifications Results
No. | Fokazduku Crieundikauia PeaynetaTty
Ne
1 nin
1. DESCRIPTION Round, biconvex, coated tablets of Round, biconvex, coated tablets
white or almost whiie color, smooth of white color, smooth from both
from both sides. sides.
Onue Kpyrrd, gaconykni 7alneTks, akpuTi Koyrat, gsoonykni TabneTin,
cBonoHkoo, Binoro abo mManke BipuTi oBononrkow, Ginoro
Ginoro koneopy, rmaaexbki 3 0box KON®OPY, rmMaasHexi 3 oBox Bokis.
Gokia.
2. IDENTIFICATION Rebamipide. Complies
The retention time of the Rebamipide
peak in the chromatogram of sample
preparation should correspend to the
Rebamipide peak in the
chromatogram of the standard
preparation as obtained in the
“Assay’. i
Titanium Dioxide Complies
Yellow colour should develep on
addition of Hydrogen peroxide 30%
{(wiv).
3 lnentrdikadin PebGaminia. Bignosigae
Hac yTpumysaHHs riiky pebaminiaa
HA XPOMATOrpamMax BUNpotysanors |
CTAHAAPTHOIO POFYUHIS, OTRMMAaHYWX
B XOAl KiNsKICHOro su3HaveHHn
NeBUHHO 3BiraTucs:, o
Tutany niokcua, Bignosigae
TMossa wosTOre sabapanerHa fpw
AogaBanui 30% (maca / ob'em)
POIUUHY NEPORCULY BOAH. _E
i AVERAGE WEIGHT - 2450mg 2.5 % 244 16 mg
: OF TABLET
CepegHA maca 2450 mMr £2.5% 244 15 mr
TabneTku {
5 UNIFORMITY OF Less than or equal to 15,0 % 2.8 %
: DOSAGE UNITS
QuaHoplaHicTs Bignosinae BuMmoram 28 %
[030B3aHUX OOWHHLb
6 '?{lriIENTEGRATION Not more than 30 minutas 08 min
PacraflaeMocTk He Binswe 30 xeunuH 08 XBUDMH-rma i
7 DISSOLUTION Not less than 75 % (Q ) of the 1 ?p © 2089 3) 99 i
s labeled amount in 45 minutes 1 4)A00 7 5399 B98-. |
3
Regd. Clice Phone 91 - 27 . 6676 800 “m A
AACLECDS AdantaArcade, Churck Road, ‘ Fax P9 3F - gg’;f 2§§g T &ﬁg;: 'ﬁﬁ;d& PO Ledhimara
)HARMACE{JT[CAI‘S Near Leela Hotel, Andher-Kurla g{)&d. Eimadl : (:%t{;mr{;;':fe@;ﬁac}gg(isphaﬂﬁ&c:onx Tehsil Baddi, Distt Solan '
IMITED Andhen (East), Mumba 400 059, Indi. Website © wvmadieadsphanma.com (HL.LY 174101 Incta.
- CING - L74239MH 198901 0153049 Phione (31795 - 23613738




MACLEODY
Y

Posunnenns He mene 75 % (Q) 32 45 xauany 1) 98 2} 99 3} 8¢
. 4) 100 5) g8 6) 98
8 | LOSS IN WEIGHT OF Not more than 6.0 % (wiw) 2.5 % ]
DRYING
Brpara s Maci He Ginuwe 6,0 % (m/m) 2,6 %
nNp¥ BUCYIWYBaHN] |
! 9. RELATED individual Unknown impurity-not 0.37 %
i SUBSTANCES Urlels 41100 SOk N I —]
| Total Impurities - not more than 2.0 0.37 %
} %
CynyTHl gomiwku IHareinyanuHO! Heainomol Aomilxy — | 0.37 %
He Dinble 1,0 %
CyMa SOMILLOK —~ He Biulis 2.0 % 0,37 %
10. | RESIDUAL SOLVENTS Isopropyl alcohol - not more than 768 ppm
5600 ppm
Bichloromethane - not more than 500 | NOT DETECTED T
ppm
Sannwror! kKinLKocT] Cnupr isonponinosud ~ ue Binswe 768 ppm -
OprasivHux 5000 ppm
PO3HUHHKKIE HuxnopmeTaH - xe Binbie 500 ppm | He siAsneno
11. | ASSAY Al releasze:
Not less than 95.0 mg and not more 99.64 mg
than 105.0 mg
Nof less than 95.0 % and not more S9.6 %
than 106.0 %
For shelf life:
Not less than 90.0 mg and not more
than 105.0 mg Not less than 90.0 %
: and not more than 105.0 %
KinbxicHe BuaHadenxs [lpu eunycxy:
Big 95,0 mr go 105,0 mr pebaminigy y | 99,64 mr
Tabneryl (95,0-105,0 % sin 088 %
3aABNESHOL KiNbKoCT]
Hanpukinui mepminy npudamuocmi-
Bin 90,0 mr go 105,0 mr pebaminigy y
Tabreryi (90,0-105,0 % sig
3anBNLHOL KinbKoCT)
12. | MICROBIOLOGICAL Total aerobic microbial count (TAMC) | Not spplicable
PURITY — not more than 10° CFU/ g -
Total combined molds and yeast Not appiicable
(TYMC) — not more than 10° CFU/ g
Escherichia colilg - should be Not applicable
| . absent
Mikpobionoriuna He Binbwe 10° KYOIr Baxtepii y 1r | He sacrocosyerscs
YKCTOTA npenapara,
He Binbwie 10° KYO/r rpubis yir He 3acTocoByeThCA
npehapara. sl et
, He ponyckaetocs Escherichia coli He aseTocomyethes
| . ' JW r npenaparty. P Ky
13. | Comments (if any) f . /\{%ﬁ/ 2
ff R
Repd. Office : Phore 9122 . 4676 2500 e Miorks T
WACLEQDS Alanta Arcade, Churtn Read, Fax 0% - 22 2975 6599 ?Iiag_;e B?Zdabitctl éoidhu?s.aj!a
Near Leels MHotel, Andheni-Kurla Poad, cma o castormercare@macieodspharmi.com chai Badds, Uit Solan
HARMACEUTICALS :'\rd.:xe{i ?{;asl)‘ S’E\zmoaﬁO@ 039, Incha. \i:f;%ysite : m««w.mac:f&cx%p?‘;arma.cciﬂ. (FLEY 174101 India,
AMITED - TN LP42RGM 1 9R9D! <1045 Prone : 01795 - 23413738
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T T

[ KomenTapi (npu
: HaABHOCTI).

Application for
Certification

“t hereby certify that the above information is true and accurate. This serieg of
products have been produced (inciuding packaging / labeling} and conducted
quality controf on the ebave mentioned stations in full compliance with the
requirements of GMP, set by the local regulatory authorily, and in accordanca
with the specifications contained in the registration dossier or trade license of the
county of the manufacturer or importing country if the products imported or fite
specifications in preparation for lhe investigational product. Minutes of
production, packaging and testing were reviewed and the correspondence
GiiP».

14.

3ansa npo
cepridikalito,

«linm = NIATBEPMAXYIO, WO HaBBeHa suLle indhopmMalis ¢ AOCTOBIPHOIO | TOUHOO,
Lito cepilo npoaykuii Byno supoBneHs (BKIYEIOYM YNakoBKy [ MapkysanHs) |
NPOBELSHO KOHTRONG 17 AKOCTI Ha BUWE 3a3HaYeHIl AinsHLI B noBHIH
BiANOBIAHOCTI 3 BuMoramu GMP, setanosneHumy MICUEBKM DETYATOPHUM
OpraHoM, a Takon y BiANOBIAHOCTI 3] cnelmdikalismMiy, Wo MicTATECS B
peecrpauiBHomy gocke abo peECTPaUiRHOMY ROCRIAYEHHI Kpaiku-eupoBruka abo
KpaiHW-iMnopTepa, AkLIo Npoaykyin iMnopToBana, un B A0CLE cneynthixauin Ha
npenapar 4na JoCHAKYBaHOIro NiKapcekore sacoby. MNpoTokonu supoBunyraa,
YNaKoBKW Ta aHanisis Gyno nepernsHyTo i scTaHoBneHo BianosigHicts GMP »,

Name and position / titie of the person issuing the permit issue serigs /
Mpisemuie Ta nocana / 3saHHa ocobn, aka BuAENa A03Bis Ha BUNYCK cepil.

15. | Prepated by Checked by Approved by
Amit Thakur Shiwani Chaudhary Himanshu Kumar
Jr. Officer - QC Dy Manager - QC" Executive - QA
Signature of the parson issuing the permit issue series. / Mianuc ocobu, ska BuAANa A03GN Ha BANYCK
16. [cepit A ?
i O seE .

Date of Signing/

7.1 nara nignucans, T4 e azy
5o
s‘!-
.
; Repd. Oéfice : D9 L 2068762800 - Wk -
AACLEODS Atfanta Arcs zact w72 .2?22 £593 Xel:agggriu_ega;js_%o. é_fjh,ma;;-.;
3 RMA Near Leea P astorvercire@maceodsphara oo rensi Badi, Listt, Solan
HA CEUT]CALS Angher rg.ﬁt) Muirnta-470 059 reia sile ’v‘r‘;’f'?v’-”Edﬁ(}dipﬁ":aﬂr‘ﬂ_{f)“‘, {H.FY 174 i ,'ft-jla.- .
AMITED 24 XIOMHISEOPL 0504 Phone Q1795 - 236137,38




ﬂEFMABHACﬂYMBA3HﬂHHT%KHXBACOWB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KHEBI

1poB. Hagis Caitnaual, 3, 02099, ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

3UCHOBOK
PO SIKICTH BBCICIHOTO B Yrpaiuy JigapcsLroro aaco0y
4.02.2025 Ne 4991/25/26
MYKOI'EH

{HOfMCHY BRI ATRANCLROED JacoBy SPLANO 3 perCTpaiiimg HOCRIACHIEM}
TaBAeTIAN, BRPATI 00040HKO10, 110 100 pmr, no 10 Tabneror y erpsidy 110 3 erpRui B
kaproniiil yiraxosul

((popan BsnyCiy, LTy BRI, R NOKYBANIE AikapcuKaro Jucody)
Howmep peecTpauiiisioro NoesiAeim UA/5547/01/01 crpox ail peceTpaliifinoro nocaiuichii neafmemeHi
Cepin nixapcbroro 3acoly Ne 14243232A K UihKic T BEEISHON JiKapesroro sacaly 22580

BHpelHHK Marciicozic PapMachIOTHRANE JHniren, Iapis

{nativeny s arpodHEa NiRapesRoro Jucody. kpatin HOXOIDRSIIT]

Topapucrno 3 00MeEKCHOI0 phutosigannuicyio "MAKJEOAC
OAPMACLIQTIKAJI JIMITEL"Y, inenr, woL 37554108

Beeieno 8 Yrpainy

{uafhictiyaH TR KO 3 CAPHOY 1opasisaal neabiy afo LG, I 110 GurLroni dizuinol

ochiH - nLpHeANL T MIGHE NROWKBAILA ra peeerTpatilingi nosep udAIKeOT KUPTRA DHATHHKE
posTrin olu cepis Ta promep BacHoPT)

T1poT0K0N RIZYRABIOTO KOHTPOMGC sin 21.01.2025 M 154/01.1 0-25/9.
NlaGopatopuuil ananis oot Bikapenrore 3acoby anidenenii

JaGoparopis 3 KOITPOINO arocti niapehknx sacobin TOB *JIOBPOBY T-JHIKIIAL {m. KniB,
pysn. Hosropoa-Cisepebka, Gy 1.3, HEOKWTIIOB] npumituenus 92)

(uafiMeny sisus 13 rcneHakoKeHH R aaboparapii, e nposesn saBoparopii ikl axacri)

BACHOBOK WIOAO FKOCT] JIKAPELKOUo 3a¢0BY, praniit aaGoparoplao sin 03.02.2025 Ne 103-25

PesyaeTaT Aaboparoprero auanisy S KOCTl JiKapChKore 3ac08y 38 NCPEAIPEIHIMI HOKAZHAURAMK BiANOBIAAWTD
BIRAOFEM METOAIR ROHTPOMO HKOCTL (anmni‘r;muo—zmpma-numu'f nouymcmnui's‘).

34 peIyALTATAMMK  ACPAABIOID KOMTPOAKY  BCTAHORJCHD, WO algapeuiit  3acid sBeseno b Vipaiiy
ROTp}imallllﬂ M BHMOP 3RROHOANBETREI UIOAD haBeaneteiis AKGCTE B KAPChEUN 3acolin.

B.o. nauan

Bixrop MAXHOBELD
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANKU3A
1. Namé of Product Mucogen AR NO' 2. | Manufacturer India T
{(Rebamipide film coated FP-0181/24 { Country
tablets ! l
e lt00mg I o
| Hanmenyeannun Mykoren | Date: ¢ [ Aepxaga- IHain
| NPOAYKUH Pebaminig, TatneTuy, | 25/11/24 ! | BUPOBHUK
‘ BEPUT] oBONoHKGK, no | Dara. [ :
S S L YR D o :
3 Registration 4] Strenéﬂ'potenh{"ﬁ[}ﬁg‘ﬁWm'_' ki
Certiflcate No ' | cy of the ’ I
; ; | medicinal :
| :’ roduct ‘ f'
3ﬁomép _—“ﬂ UA5547/01/01 I Cmam—“—"—km e P s }
| peecTpauin-Horo f ; i | akrusmicrs | ‘
ROCRINYeHHs | J NiKapcekoro :
| ' | _jsacoby | -
[ 6. | Pack Size

1 Ne 38 10x3) in

5 " Dosage Form f‘
‘ i Film coated tablets 100 mg l ! _ stripsin carton box ‘

]
———

- JlikapcbKa Posmip itun ne 30 {(10X3) y
i hopma Tabnetku, skpuri 0BonoHkoio, no 100 mr f ! YAAKOBKH, , CTplnax s :
e _ﬁ_w__h__% S bl kepronnia YNaKoB
i 7. | Batch No ‘8 1 Date of i
|

Manufacturin
Hara
BUpoBHWYBR |
Date of Expiry |

IHYeHHs |
ﬂ,ara_aamHtteHHﬂ | 102007
TepMiHy !

L1 1172004

. THowmep ceij 14242917A , -
QS . ———
700000 taGreTox ;

- Po3mip cepir

g e s R, Mﬁ_m_mfﬂ_ﬁw P S
10,1 Name, address and license numbers of Mfg. unit Macieods Pharmaceuticals Limited
| ; . Village Theda, PO Lodhimajra, Tehsil
+ Baddi, District Solan. Himachal Pradesh-

. : . 1174101, India (Biock Net) -
i b —_— — .. IMNBOZSY) e
: Haﬁmenyﬂaﬂun, MicUesHaxomkenns 1a HOMepPH niueHain | Maxreogc PapmacoioTUanc Nimiteg
BCIX ginnHok no BUPDGOHULTRY i KOHTRONW AKOCTI I Binegx Txepna, G Noaximanipa, Texcin

- bagpi. Qicrpikr Conan, Xisavan Mpanews-
' 174101, Inain (Bnok Ne 1)
i MNB 07/511

11, - GMP Cortificates No/ bate ™~~~ | 039/2023/GMP Valid 1l 23,01 5058
e e R N — /:j/_/‘ T s
MACLEODS |
PHARMACEUTICALS : AP
LIMITED Araih .
e 4 . 3
x cr 40 127

g e e e e e 02 i_,o 2 ::3 g




MACLEODS

QULRHITHHHTHITRT

[ ES&?Q&;R&WWEM o | 039/2023/GMP Tepmin 4l 2301.9055 ]
? BUPOBHULTBY | KOHTPOMIO AKOCTI a6o (npu HasBHOCT]) :

&’meega nocunatt B 6a3i navnx Eudra GMP f e ]
12 | Result of Analysis/ Pe3ynLTath nposenenns adaniay. ~ — .

, . Sr. | Tests | Specifications Results
| No. I Mokaskiku ] Creuudikauin Pezyneraty ;
Ne : : :

L, ‘

Round, biconvex, coated t‘aﬁtil—et_s_-#
of white color, smooth from both
sides. —
Kpyrni, ABoonykni Tafnerky,
BKPUTE 06ononka, Binoro
KONbOpY, rnanerski 3 060X Sowe

1. | DESCRIPTION Round, biconvex, coated tablets of
: ‘ white or almost white coior, smaooth

o _from both sides. B
Onuc Kpyrni, ABOONYKNi Tabnetku, BKOWTI

cBonorxoie, Binaro aba Maime

Binoro KONeLOpY, rMageHbki 3 060x

Bokis. o S

Rebamipide. i Complies "
The retantion time of the Rebamipide |
peak in the chromatogram of sample |
preparation should correspond to the ;
Rebamipide peak in the f
chromatogram of the standard ;
Préparation as obtained in the f
"Assa i

e e ]
Titanium Dioxide Complies :

Yellow colour shouid develop on !
addition of Hydrogen peroxide 30% i i

s

|

; |
gyl

Wiv), i !
P30 ineHTudbikayin PeGaminig. Bignosinac *
I Hac yTpumysannn niky peSaminina {
! Ha XpoMmarcrpamax BunpobyeaHors | E
! / CTBHAAPTHOIC POSYNHIB, OTPMMAHMX ’ ,
| B XOAI KinbKicHOro BU3HAYEHHR ‘
; ] -NOBUHHO 3BiraTucs. e en_ S e ey
| TuTany Aickecwug, i Bianosigae !
E Mossa xoevoro 3abapenerins nou ,
! i AcAasanHi 30% (Maca / ob'em} :
pa— | PO3YsHY nepokeuay BogH:o. e e e
! AVERAGE WEIGHT 2450 mgj_iz.s % ‘ !‘24558 mg :
| OF TABLET _ o S e =1 N
i CepefiHA maca 2450 mr 2,59 245 858 wr
© | taBnerku ‘ S e | e cn g s
5 | UNIFORMITY OF Less than or equal to 15 0 %, | 2.0%
. DOSAGE UNITS S SN R L _
! [ QanopianicTe Bianosigae sumoram :20%
.| nozomanmx ORHHKLL ' o — o B
6 1‘ DISINTEGRATION Not more than 30 minutes - 07 min
P [ TIME v e ————e
. | Pacnagaemocts He Ginbuwe 30 xsunnw e | O7 xBunMN . e
- . DISSOLUTION | Not less than 75 % (Q) of the F1y101 2310 237101
S N ,,m_lﬁjiaﬁigmm@wnﬁmmﬁi W_s9%e _eyes
MACLEODS -

PHARMACEUTICALS
LIAMITED




MACLEOD _
PFJARM/ACEUT‘CALS Nea;ri_eem

LIMITED

e _ﬁ\LLTr—”Eﬂ@Eﬂ{_L
i 13 | Comments (if any)

MACLEODS

CHTHITHHHTHITHTTT

I Tmﬁmmﬁé“ﬁﬁué?s % (Q) 3a 45 @ 1101 21100 31017 T
. _mh_ﬁ_‘ﬁ_ __ ] 4)M,%MH.WMk_H o
'8 | LOSSINWEIGHT OF | Netmors than 6.0% (wiw) 2.0% _:
| | DRYING L —
i | BTparta 8 mag; He Ginsbwe 6.0 % {M/m) 20%

! _A,__;_JTP**LBHCEWZBM#M o — e

19, TRELATED Individual Unknown Impurity-not 0.54 % J
' , SUBSTANCES more than 1.0 % e j
i | : Total impurities - not more than 2.0 054% f'
i ! % i

[Hawsigyanshoy HEBIAOMOT JOMILLKY —

b e L
! Cyny-rm,qomwxu
; He Binbwe 1.0 %

! L pedmuergy A FOSE T —
: i Cyma noMiwox — He Binbwe 2.0 0,54 %,

wmamlr us F‘—*m T e il B 8 et A e L__ﬁ_k‘_._._ R e

Ef 10 l RESIDUAL SOLVENTS [sopropyl alcohol - not more than | 792 ppm

| 5000 ppm i e e
Dichlorome{hane - RCt more than 500 NOT DETECTED
m : Eh

L

e _m—ﬁ—M;—mm-—n»_——F_ 798 pop T
‘ i 3anuwkogj KinkkoeTi f Cnupr 1300PONINOBUA — pa BinbLre i 792 ppm
5 | opraniyHmx 19000 ppm o | - — e
| | Po3sdunHukis ?—ﬁwxnogmeraH = 1€ Binbwe 500 ppm | He BUSIBNEHO |
__‘\f_\ e Titea e WU R~ szmmne

¢ 11 ASSAY At release
' Not less than 5.0 mg and not more | 97.98 mg
: than 105.0 mg |
I
L] |
f
|

Not less than 95 o % and not more !
than 105.0 % ) o : ——————
For shelf fita: ! :

Not less than 90.0 mg and not more !

than 105.0 mg Not less than g0 g o |

and not more than 105.9 % ]

Mot BUITYCKy:

Bia 95,0 mr go 105,0 mr pebaminiay v | 97 98 wur

TaGnery; (85,0-105,0 % 8i7
388BNEHOT kinskogcTi)

Hanpuxing mepminy npudammocmi
Bia 90,0 mr A0 105,0 mr pebamini
: ’ Tabneryi {80,0-105,0 v, Bif

N [ 3a88NEHOT KinbkocTi

H T T T ———
) KIJ’IbKiCHe BHSH&‘!QHHF{

2. | MICROBIOLGGICAL Tetal aerobic microbial count {TAMC) | Not Z.pplicabie
| PURITY Z ot more than 10° cFy S e
i Total combined mords ara yeast i Not applicablg ‘
. ' TYMC) - not more than 107 CFurg | e ]
| Escherichia COliAy - shouid ba | Not appiicable :
i absent - - e
| 57\117@36@13@?* He Sinswe 10% Kyoyr Bakrepivy 17 ; He sacTocosyerees i
j [ YucTora npenapara. : e gy o

He Ginswe 10 KYOrr rpudis y 17 J He sacTocosyeroan ™

| Npenapaia

. A — e
i He ponycraetwon Escherichia coli 7 He sacrccosyeTesn

e s o & T

H
— e e

8
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! Application for
Certification

| "I hereby certify that the above infermation is true and accurate. This series of

| products have been produced (including packaging / iabeling} and conducted

{ quality control on the above mentioned stations in full compliance with the !
| requirements of GMP, set by the local regufatory authority, and in accordance ;
with the specifications contained in the registration dossier or trade license of the |
Country of the manufacturer or importing country if the preducts imported or file
ificati i on for the investigational product. Minutes of production,
ackaging and testing were reviewed and the correspondence GMP». e
«linum 5 r‘.imsep,c;mylo‘ Lo HarejeHa BuLe iHtbopMat|in e ACCTOBILHOK | TouRoG
Lio cepi NPoAYxUil Byno supoBneno {(BKnIOYaOUN YRBKGBKY / MaprysaHms) |
NPGBEAGHO KOHTPON, 11 AKOCT] H& BULLIE 3a3HaqeHiR BINAHY B NoBHIi

PEECTpalifHomy Aocke abo PEECTPBUIRHOMY nocBiguenH| KParHu-BnpoSHuka ada

e Nakoeku Ta axaniaie Syno neperns: 0 } BCTAHOBNEHO BIANOBIRHICTS GMP »

. Name and position 7 title of the person issuing the permit issue series / .
Mpissuwe Ta nocaga / 3BEHHA ccobu, Aka Buagana fossin Ha BUOYCK cepil. I
Prepared by _ __| Checked b e

Rashad Naveen Singh Bhandari
_.| Officer - Q¢ Execytive - QC

| Date

| Signature of e person issuing T i
. _mryﬁﬁmaﬁémgi.__.e\@(ﬂl

c*_\;wn o

- —'ﬂ;ﬁ_ﬁ_r_%ﬂ%m___ﬁm yﬁ_k}_ e, B 7,{.'.',.,:; e L _l

P of & ign.ing/ _____ _ ,
, ¥ ! Hata nianvcanns. J 25| 1

MACLEODS AR

PHARMACEUTICALS e
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Jaboparopis 3 KOETPOIIO HKOCTI AiKAPCLEHX 3ac0in
TOB "HOBPOBYT-JIHKHHAR" '
Medicines Quality Control Laboratory

LLC “DOBROBUT-LIKYLAB” '

Yepatha , 031583, m. ¥uin, syn. Hosropop-Cleepceks, 8ya.3, HexuTnor! ApesitieHHa 92, 0970300757

Bruchorox wono skoeri No 26-25 Bi1 16.01.2025
MYKOIEH 1aBneTis, Bipuri ofenonkom, no 100 v, no 1 vabne ok

Hatwa sipenspary: : N i
Y CTPHUL 110 5 CTRHI B KAPTORHIT YOakosii

Pore spaiiini sosieq: 26-235

Bupobiureo: Makaeoie DapmacsioTrrane Misiten, Ligin

Hesep cepil; 142429174

Posmip napril sin sikoY nigifipano 23740

PR T

Tepain npuaarnocri; 10:2027
ToBapHCTBO 3 GBMEAKEHOIO BIATONLARNLRICTIO "MA I EOIC

liaipana/oaepmaio sy DAPMACLIOTIKAJIZ JIIMITEL”, Atrresenni cxaan Nol | w i,
By C, HonbByua, 37

Aurs vigepacunns: 03.01.202%

B kout poio: Hanpasaenis TAC na naGoparopiuii aueis (902

AHZ MK, cneandiinainin, MICH o PIE No UAZSS47/00/6)

BIHEODIAHD 10 t0Y HPOROAWTLCR

aipiieise

HTorazinru Ruroru AFHJT Peayabimam

Chrine Kpyrni, apconyeni tabrern, BEPHTE MUHBKOBOIY GOGHOMR G, Bianosinac

Oiore abo Malxe Gioro kon BOPY, FAAIKD 3 0BOx cTOpin
Lienrihixauis - PeSaminiz  Uac yrpusysanns ocuounore gy pebanininy ia Bianosina

XPOMATOIPAMEX BHAPOBUBYRAHOTO 1 CTRHANPTHONO POUMLiE,
OTPHMAHHX TPH KINLKICHOMY BHIHAYEH1IE, HOBKIED

CIIBIBAATY
Laowrudirauis - Turan Hospa woproro safapsnensns opu nemasaiui 30 % Bianosisar
SHGREHA (Maca‘o6'eM) DOIYHHY BOIK TEPOKCHAY
{lepesing Maca 2450 Mr= 2.5 % 2465 M
Posnananns He Ginkwe 30 xeuanun 7 xu.
KiankicHe susnayesns - Big 90,0 mr - 1035.0 wr pedaminiay » radaetu Vit wr
Pedamina (90,0 %% - 13,0 Bia sasBaeHOT KiNbKOCTI)
Maprynaris 3rizHo 3 BHMOTEMH TEKCTY MAPKY BRHHA Blanasnisac
Yiakoska Brinue 3 sastoranm MKS Bignasimae
BHCHOBKH: Tepenipennit spatok MYKOIEH raGaetxy, sxpitri 080A0HK0IG, 110 100 mb, 1o 10

nafineror y eTpiii; 10 3 crpHam B kaproHsiil yrakosi copdi 14242017 A _
BHpoGnuirea Makaieoae Gapaacsiorueane JliMmitea, e sianorinae spsroras ME
o PIT Xe UA/SI47/01401 Ja HaBoACHH BHDIE NOKETH WM H

N ,"" i

I3

T4

7 Lrop JIRCUK




AEPHKABHA CJIYXKBA 3 JIIKAPCLKHUX 3ACOBIR
TA KOHTPOJIIO 3A HAPKOTHUKAMM Yy v, KHEBI

npos. Hanii Ceitanueoi, 3, 02099, Ten, (044 295-26-85
E-mail: dis kyiv@dls.gov.ua, Kon CHIPIIOY 37079055

BHCHOBOK
Mpo sikicTL BBE3eHOro B YKpainy JHKRAPCBROIO 3ac06y

17.01.2025 Ne 1698/25/26

MYKOI'EH
{nafiseuysanng nixapeskoro aco8y srigng 3 peecrpanifiieyg nockinuciniM)
TabJIeTKH, BRPUTI 06071011010, 10 100 mr, o 1) rabnerox y erpuni; no 3 crpiny s
Kapronnii vitakosni
(Popma srtyeky, HOIYBOHIH, RUA DAY BaHHS J&Upesroro sucoby}

Homep pecorpanitnoro noceigueuna UA/5547/01/01 CTPOK T peectpauifinero noceinuenis HeOBMEIRCH T
Cepin nikapenkoro sacoby Ne 14242917A Kinbkicts sBeseHoro nikapenkoro sacoby 22740

BupoGunk Maxneoac QapmackioTHRANIC Jisires, Iunis
{hudimenyvanus mpoBnmnka nixapeekoro zacoBy, kpaiha LoOXe k)

Tosapuerso 3 o6mekenoo sinnosinannnicrio "MAKJ EOIRC
PAPMACBIOTIKAJIS JIIMITE", incir, won: 37554108
(HatiMelysanis ta xon sa ELTIOY 0pHAKYHOT 0calu ado Hpistrute, is's, ne Satskopi (isnarol
0Cco0U - THANPKEMLY, 1T MICHE HPOKHBAHHA T3 peectpanilinni noMep o0NIKONOT KAPTKH NIATHH I
ROAATK aB0 CEPid TA HoMED HACNOpTa) o

Brezeno 8 Ykpainy

Iipororon sisyansuoro xowrpome pin 25.12.2024 Ne 4434/2,
JlaGoparoprnii ananis sxocti Aikapebkoro sacoby aaificHenii:

Jaboparopin 3 KorTposIO sKoCTI NiKapeLkKHX 3aco6is TORB "HOBPORYT-JIIKMIIAL" (M. Kuis,
by, Hosropou-Cisepebka, 6y1.3, HEKHTIOB TPHMIILEHHS 92)

{HaltMery AU T8 MICICTHAX oMM sabopatopi, u npeseat naboperopnti anasis nracri)

Bucnosok oo axocti sikapebkoro 3acofy, nuaanuit naGoparopico sin 16.01.2025 Ne 26-25

Peaynprari 1aGopaTopHore auanizy AkocTi Hixkapebkoro 3acoBy 3u MEpeBipei MY HOKA3IH KM BEUTOBIIRIOTL
BHMOTAM METOAIR KOHTPOMIO HiI0ET] (@HANITHUHO-HOPMATHRHOT 0Ky MEHTALIT), his

da  pesynsralaMi AEpWABHOTO  KOHTPON BCTAHOBAELO, 10  fikapcekuil  3aci6  secseno s Yxpainy =
<L - a0
AVTRPHMAHHAM srMoer 38k0H0A3RCTBS oo 3afeanedcts AKOCT JE}I{SDCE:NH.\' 3ac00i8.
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