JEPKIITIKCIIYICBA
JAEPHKABHA CHVIKBA 3 JUKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y v, KMEBT
sy Bepesmaivenka, 29, 14, 02098, ren fdaxe: (044) 350-23-55, Ten. (044) 550-20-55
E-mail: d]s‘i‘\yiv@_dls‘gnv.im,I_1‘[.11_)5;//1-\1)55{\-_\_f_._(_l_l_sdig};_._u_;_l, Kon €JIPTICOY 37079055

BUCHOBOK

PO SAKICTL BBE3ENOro B Yrpainy aikapenioro 3a coly

11.01.2020 Ne 61565/20/26

JHTPORC
{naimMenysanns AfKapensKoro sacoBy 3rigo PeeCtpauiitauM nocsiAve sin
radieTien, BrpuTi 0600010, 110 500 Mr, no 3 Tabneriern Y erpuni, no [ erpuny y kaprommii
YIaKoBIi
(thopsia myeiey, rosytns, s TEKYBAHIS Mapeskoro jacofy )

Hosep peectpaniiinoro nocoiguennn UA/3 | O/ A2 crpow niv DECCTPRILITR OIS nocringering HeoOMEKCHEH
Cepin nikapenkoro sacoby Ne A AP2007 A Khnukict seesenoro sixapenkaro sacoby 64800

Bupobinx Marsieone Dapmachiortuae J1 vite, s
(HaHMCHYBANNS BHPOGHHKA HEAPELKROrD By, fepatite noxouke s )

Beieno s Yipainy Towapuerno 3 obmemenoio BiANORI@AALRICTIO "MAKJEQJIC
DPAPMACLIOTIKAJR JUNMUTEAR", inenr. won: 37554108
{naitsenymims ra kon s CAPTIOY opraial ocoBi ab0 npismie, i, o Do Pisnuirod
el = nigmpuesnst, i siene IPOWHBAANS T2 pecerpaiiim HOME 00NIKOBOT RUpTIGH AT
NUAATIEE abo cepis Ta HOMED 1IECHOpP @) )

Mporowes wisyausnoro kowrpono sig 04, 1 12020 Ne 3465/1.
Nudoparepnnii anania sxoeri MEAPELKOTO 3808y 3ailicHenn:

_ToB Clexnosnal” (m Jesin, sy Jlanmita Anocrona, )
{Haithsen s 1 MCHS AN OBIe nadoparepii, we nposena NAbOPATOPIHE aNdi3 HROCTT)

BHCHOBOK (MOXO #KOCTI slikapebroro 3acoly, puaanuii naGopatopieio sia 10.11,2020 Ne 1330
Pesyimsrari naGoparopiiore AHAIITY AKOCTT HapeLiyo FACO0Y 30 HPCHIPETHAM TOKATHNIaM 1 BijoBiAwTL
BHEOTOM METOUR KOWTPOING nkoerTi (ananinsino-nopmarusnot AoKyMeHTANIT).

a0 pesvanTarvanii ACPHABIOrO  KORTPONIG  BCTTHOMEENO, Lo MEAPCLRITL  %2ciG pseseno g Yipainy 3

HOTPDHMAHOHM sumor SAROHOAABCTRI UL 3UBCHICHE NI SicoeT] HHAPCLIHX 3ac00is,

{nijmme) (inivianm a TpiseHue)




L‘ (CERTIFICATE OF ANALYSIS/ CEPTHOMKAT AHANMIA]
I {Name off LITHRCX AR NO: 2{Manufnctuver  |India
Product B 2 0235/20 Country
filtn conted tldets axithramycin 500
[i;lsta|;;|u;r;;;z|i: 3ITPORT Date: 1641002020 Vacyanperso-  |Minmy
(IR NTITIN = AR A ) TPOMIRO B¢ L
9 TGICTRI, NOkpLIILe 050mouwkoi, no {Jlara: 16/10/2020 ¥
RITPOMM I SO0 ur
Silkegistration 4|Strength / SO0 my
Cedtificate Na poteacy of the
medicinal
product
Homep UA3160411/02 Cuan peiiernmm /{300
pRrnCTpAnIonn ARTHRBIOCT
orn -
Dosuge Form | fim cotted nblets, 300my GjPack Sire No 3 in strip blisters in
lekape rmennnai TagaeTn, noxpLThe 050Ne 0N, o SO0 M Pastep n i e 3w orpune o kapronnoit
o K YIHKORRE
7| Batch No AAP2ZO0TA &iDate of 16/2020
Manufncturing
Homep copun Hara 1072020
Batch Size 0400 tablets (G800 packs) 9iDate ol Expiry  [09/2023
[— I aza | [o9r023
£ . SROH M
L Maclewls Pharmaceuticals Limited
Village Theda, O Lodhimages, Tebsil Baddi, Distict Solan, Hunachal Pradesh -
174101, India. (Block No. 1} MNB /07 /518, MB /67 /512
ﬁ’mnmnanmmc. MECTONAXOANCHIE 1 HOMERA NI seex yuacTkon | Maracons Bapuacsknurane Tuiven Buesa Txena, TI0G Hoaximalipa, Texcin
N0 RPITGOACTHY 1| KOKEPDIHG KeCTan Bapal, lllcipins Conrm, Ximavaa Npagew - 174108, Ingia, {Baiok Hzi}  MNB
~ /07 /513, MB /07 /512 o
LHGMP Ceutificates No / Date 034/2019/GMP  Vahd uill 19.04.2022
Cepvinimcarit convaerernns GMP ana seex RUHIG ST Q32019/GMP Cpok acficisng 19.04 2022
IIPUITROACIOY 1 HONTPOIG SAECTBA han {Rp I is) nosepa
cepties s Gase paniey Eudra GRP
| 12 Rtesuliof A —sisi Pesyavvari upeseaeunn aniansa, B B - .
Whife, capsule ;|A1.apmi, biconvex, fily coated tablets hiving breakline on Wiite, capsuly shaped, biconves, film conted tblors|
oine sude aid plain on mber side Iaving bicakline on one side and plain on other side
Lenuie, aseanananynivte 14010 k1 Kancy1osnof dopss, noxprTiie [fieasie, anoakoBMIYEALIe 19BCTAN KANCY. L0
ofononsoi, ¢ nusticii paaaosa ua oxnoit CYOPOHE U FIAKIE ¢ APyroil hopuL, noxpriTLe ofoacuroil, ¢ mumeil PazroMa ny
QAT CIUPOHE Il FAENE C apyTod
) Wentifieation Complics T
The retention time of the Azithiomyein peak in the chromatogram of
sample prepantion should comespond to that of the Agzitlramyyein peak
in the clirotmatogram of standard preparation us obtamed in the test
Assay”
Yellowish orange colour should develop on addition of 0% wiv
(’\ % hydrogen peroxide solution
- T T rentupuwan A pasn Cooroercroyer T
" Bpesis yAepausaeim 1ka assponming 1a xposaior pasmax
MCHLITYEMOPD 1) CIMAPIITO:D PACIOOPOL, NORYISIINLIX 1
ROIMTICCT 0CHHOM OIPEALHIIL, JIONA 110 COPNIAITL
Twiana anokcin Looreercinyor
Thozncine ento-0pIkeore oK pAIANIE npr xofiasreim 30 %
{(sracealoBues) pacruopn BOZOPOAA NCpONCII
i B |Lossondiing _[Notmow han80% iy [i5 T
Harepn w sircce|ile Goree 8,095 (x/n) a0
npu
HLICY WIS AT
_ 4) Uniformity of | Meets 10 requitements Complies
dasage units
Canopsyuiaer, |[Cootuercroyer 1pefivunmzm
A0IHPODNILN




. INACLEQODY
i

L
LT

™
TS T [Disseintion Not less than 75 % (13) 45 min. Min- 100%, Max- 105% Avg -104% -
Prersoperne He menee 75 %6 (Q) 52 45 mun. - M -100% Maxe - 109% Cp -104%
4) Related Azithromyein 3-N-oxide- Not more than | 6% 0.£2%
subsiinces A%(N,N-Didemethyl)-3N-formylazithromycin - Not more than 1.0%  {BELOW DISREGARD LIMIT
F-{N N-Didemediyllazithromycin (ammonzithromyan} Mot more than |NOT DETECTED
Besosammylazithromycin- Mot mote than 0,5 % NOT DETECTED
Awibromycin related compound I'- Not e than | 0% 00835
3%N-Demeihylanthronycin- Not mare than 27% {105%
3-De(Dunethytamine)-3"-oxcazithromycia- Not more than 1 6 % BELOW DISREGARD LIMIT
Any other unspecificd impuniy- Not more than 0,2 %, 013%
sripms Total impunties- Not more than 5.0 % 0.53%
Conyretsywum [Asnpormum 3'N-oxeun — ne Gosiee 1.0 % 0.12%
B e 37-(N, N-Jlnaesversen).3 N-choprunnani portsns - e Gonee 1,6 % _|Huse npenena nmsra
3 {H.N-Jlaneversu i sposimmg (aninoasurposmm - we Gones 0.5 |HE OBHAPYKEN
Hesovarammsuazirposii - 1te Gonee 0,5 % HE OGHAPY XEH
Anrposungsa npimect F - we Gones 1,0% 0.08%5
LM JlememmaxnTponmpnt — ue Sonee 0,7 % 0.05%
37 Me{flmeunannio)-3 -oxcoauzpo i-mebonee 10%  [Flwaz npene
|Huppunyanuiofl newseernoll npssicen - ne Sonce 0.2 % 0.13% .
Cymma npuseceii - 1e Gonce 5.0 %% 0.533%%
7 Residual solvents {sopropyl aleohol - Not wore than 5000 ppin 366
- Dichloromethaize - Not more thon 500 ppm NOT DETECTED
Oerarguunie Crupt nonponionnii - ne oaee S000 ppm 366
WA= TR Jlnxnopseran - ke Gonce S00 ppm HE ORITAPYAEN
ApPrannneciKnx
pactsopn e
8) Assny From 475.0 to 525.0 mig of azithromycin dibydrate, based on 49153 mghab Y8 3%
azithromycin {95,0- 05 055 of the declared amount)
£ % Kompietraenne {Or 4750 a0 5250 mr ANFTPOMIINIR JITHAPATA & HepLeHere na 491,53 mefratn 98,3%
Nl - € onpenegenne jasntposin (95,0-105,0 % o1 sannciniore Koausccrsa),
9) Microbislogiacal { The totsl number of acrobic microarganisms {TAMC). not more than |< 10 CFUIG
purity 10* (eful ).
Total number of yeast and molds (TYMCY net more than lol(cﬁn' W, [<10CFUIG
Escherichia coli should be absentin 1 Absent
AMuspolinenern {Ofmee wiene wpalin muspooparnios { TAMC). we Gonee 107 < 10 KOE/r
ECR HieTeT [KOR/
0GR HICHO APOMIKCHLIX Il AECHEURIX rpidon (TYMCY ne Goaee 107 |< 10 KOOI
KOE/T.
Cicymenmane Escherichio coli w | r npenapara. He obnapysenn

Cormnents (f
any)

Kommen rapin
_Jr s namssun}
4] Application for [l hereby cenify that the above information is trus and accurate This sevies of products huve been produced (including packaging / fabching)
Cernfication and conducted quality control on the above d stations in full pliance with the regoi anits of GMF, set by the local regulatory
authonty, and i accordance with the specifications contained in the registration dossier or trade license of the country of the manuficlurer o
imparting country if the products imported or file specifications in preparation for the investigational product. Minutes af production,
packazing and lesting were reviewed and the correspondence GMPy

Inaeacane o «Iritm 2 GOATBOPIKAAIO, MTO N Buile Miop ABIETCA 10 i 5t TouHOM. ry cepiio npoaytwng G116 npoHINC 10
COPTMMKDIUIN.  H{BEIRIMAR YIaKouKy § MAPKUPORKA) 1 NPCOCACH KOITPOML 66 KANSCTA 1 LIS YRAMNUOH YUICTKE | BOTHON COOTRETOTIHA & TPeBoRMNGRNI
GMP, yeramosneniLis secinsing peryaropisis CIWRHOM, & TAKES I COUTLEI ST CO G prkaiiamn, <o HWECA b
DPEFHETPANIONIOM AOCHE IS TORrONOM MULCINH CTPANBI-APOIINOMITIL 1K CTPHILEIMBEHTEN, CCITH IPOAYRINIA UAMNOPTHPOBANA, It &

AvCLe crreidukain na PIT JLIA SICCISHYEMOTY ACKAPCIBLINGOND cpeacTea [Lporokonst npoirsoietua, yuaxonkr ¥ anamion Gune

NEPeCMOTPRIO i YCTANABNEHD CooTReTcrane GMIP 1,

e aind positeon £ title ol tha parson 1ssuing the permil issue series / Gaviimm 3t noMnooTe 1 IBAMC NLRIBMETY PAIPLLICHHS KA BHNYCK Cepunt.

B |Prepared by UM Checked by T g Approyed by {5

Naveen Bhandati 7 S Ofticer 11 Nawvneet Kumar /Asst Manager - ) ) Himanshu Kumar / Sr. Officer N

16/ Saggnasture of the persnn issuing the pennit issue serics / TIoanics AL, b anemes PAIPCUICHIE HA BLNYCK CEpim.




- Tosapucerio 3 ofimerenaon
r§ E"'{sﬁ Aabty piaosiaatLuicrio "TEXHOQJIAL™
(ﬁ)([,’)(j"[o Jaboparopis suupodysam,in
M. JTnnin, syn, Hanmna Anocrona, 2, ren fpaxe:
(032) 292-25-79. cmail: texnolabiggmail.com

Bucnosox mono sicoeri Ne 1330 Big 10.11.2020

Hassa npenapary: 3UTPOKC, TaBnerin, BRPHTE oBonorxoto, no 500 Mr, 10 3 TaGneTKi y ompuni. o |
CTPHIY Y KAPTONKIH yoaxoR(

Pecerpauiiitai Hosep: 1337

BupoSuinrrao: Makneone Dapaacuiotinean Jlisires, hinin

Honep cepiis AAPZ00TA

Brayaeno: 1308 "MAIUJIEORC DAPMACLIOTIIKANS JUMITEJ", M. Kuin, v Onexen
Nosdywia, 37, Anveunnii crsan Ne L, w, i, myn. Ouerqs HouGyua 37

Qnepucano sin: Hepaasua crymta Yrpaiun 3 nikapchbiux 3acofiy 1a KOHTPOMIO 30 BAPKOTHKAMI

Cynposinsnii gokysernr: Hiter Ne 8512-002.0.1/002.3/2-20 B 04.11.2020 p.; Axr BiADOPY 2paskis Bix
05.11.2020p.

Jlara onepacaniin: 06.11.2020

Bua konrposio: Ja posnopsokennm HepawaivenyxGu (arinuo ua katy MO3 Vepainn gin 29.09.14 N

677 3 0Gor’ 3K0nIM VIPORSACHISIN A3y 30 HOKaKaN |1 "Lacuridikanin®,
“Kinbkicne suanascnns ™)

UL sinnosinio no steot MIST no PTT Ne UA/3 160401702

UPpOBOAIBEN auadiz:

[ Moaswaka | T Bumorwnp T T 1 Posyniana
Onue Ei_ﬁi, uaoonyﬁwﬁi Tabnertku KancynonogibHor gropmm, BIPATI éu_mosip;a‘gnww -
0BonoHKoI0, 3 NiHico PO3NOMY Ha OfHIA CTOPOKI Ta rmaaki 2 iHiLoT,
laenTuchikauin 1. Azutpomiyum: Yag YTRUMYBEHHS Niky asuTpomiumky na Bignosigae
XpomdTorpamax sunpobosyaaHoro | CTARAAPTHOrO PO3YUHIE,
OTpUMAaHWX B X0/ KINbKiCHOrO BUBHANEHHS, NOBUHEH criBnanaTy,
2. Twrany piokeun: MNosoa ROBTC-0PAHKEBOIe 3a6apaneHHn npu Bignosinae
Aopasanui 30% (macaloB'em) PO3YURY Nepokchay BoaHIO.
Kinbkicve auzHauenns AINTROMILMHY AMTIAPaTY B Nepepaxyuky Ha AsMTPOMILWM (35,0-1050 486,3 mrrass,
Y% Bin 3anBneHol Kinekocri): 475,0 - 5250 Mr/Tatn, 97,3 %
¥nakoska 3rigHo eumor MKH Bignosinac
Maprysanun 3riano Bumor MKS Binnosinae

BHUCHOBKH: [epeniperinii apazox npenapary 3MTPOKC, tadaerin, BREPUTE 08000HK0!0, 110 500 Mr. no 3 TabieTi
Y €1puit, no 1 erpiny Y RAPTOMHIn ynakosui, Ne cepiy AAP200TA, eupobiimea Makscosie
Dapmachornkane Jlistiren, lunis signosinace Biamoram MICH no PIT N UA/3 160/01/07 42
HABCASHIMI BHILC TOKAZIIKAMH.

*Haiinit Bucnonox oo sxoeri MOKE OYTH BIATBOPCH I Tinn Kk NOBHICTIOL Byns — saka nydnikanis ado vacrkope
BUITHOPCHMS BMICTY MONIIHEB] iK1 30 mesMozoi srom T3OR « TexnonaGy. Bucuonok LLOAO SIKOCT B tiancin
TEMATKI He nificiiuil.

. /
2N 7 .
Havwansinme aaboparopiy BimpobyBannnoi (/ﬂ};g/ Rk Awuapeinnm 1.0,
¥ TR 7 =

® 02 - 03/01 Cropirixa 1 Cropinok 1 B-V-B-1330-2020

Por-su 1594 o /3 /@%




/¢

JEPAUTTKCILY KB A
JNEPIKABHA CHVIKBA 3 JIKAPCBRUX
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHUEBI
Byn. Bepesnakisebiea, 29, Kuls, 02098, ren /hake: (044) 550-23-55, rex. (044) 550-20-55
E-mail: dls.kyiv@dis.gov.uahttps:// wway,dls.gov.ug, Kox £JIIPIIOY 37079055

BUCHOBOK
PO AKICTL BBLICHOIO B Yrpainy AiKapehLROTO 3acofy

13.11.2020 Ne 62436/20/26
INTPOKC .
{ il Y RN RAPULROTO sasODy 3P 3 peret pultifeiiM HOCBLTIEH N
raaerii, BRPUTi 0601081080, 110 500 M1, 1O 3 raGaeriky ¥ erpanl, no L erpany y RAPTOHIHH

VIIAROBI

(GopMa BIRITYCKY, A03YBEHILEL BILL TRYBAHHA aigapeLroro 3ac00y)

Homep peecTpaitifiHoro nocsianenys UA/3160/01/02 crpox aiil peectpanifiiore no¢sintenns H eqOMeKCHEIT

Cepin sigapenkoro sacoly N AAP2008A KinpricTl BBEIEHOrO NIKAPCLKOTO 3ac0ly 53720
Bupolinik Marcteose LapmacuioTrkaie Jimites, Inais

CHa oY R HA BRpPODHHKE Afkapchroro Faculy. kpaina HOXOGREHI )

- 2EH [ Ty S o~ = g . : e 1 iy TTEA AN TR
Beeseno v YRpainy FoBapHCerBo 3 00MEKEH 010 BIANOBLAAMLRICTIO "NMARIEO/IC
DAPMACHIOTIKAJS TIMITEL", inent, ko 37554108
(nafMeHy DAl TR KO 318 CAPHOY opumunol ocod alo 1pizsiLe, int's, 00 Garpronr Gizpano
SeoTH - HAnpHesE, T MCHe BRomHBatiin Td peectpauiiinimil noMep Ol alkosol RapTRE MOEreE:
foAaTE S 300 Cepin T HoMep AaCnopTa)

NIPOTGRO.T BIIYAABHOTD ROWTPOIH B 04.11.2020 e 346572,
Madopatopruil aHaai3 AKOCH JKapCLROTO 3acody saifiCHE NI

P il

TOB "lexmonad” (m.JIpris, Byn. fJanisa AUOCTOILL, 2)

CRATFMCHYBAHES TR MICURSHANCAECHHS mboparopii. o rponesa sfopaTonua auanil R0

BHeHOBOK HOA0 Koo AIKApTRKOre 3acody, punanui aaboparopico sin 13,11 2020 No 341
Peayapiati Aa0opaTopHoro sHanisy sRocT! HixapeLKEOIo 3acoly 1a AeDEBIPErIAE IORIIHNKAMIL B UITOB A0S
BHMOTAM METOIE KOHTPOMO SKOCT] (AHANITHIHO-HOPMATHIIOT HOKyMeRTRI.

A pesyAuTaTany
AOTPHMANH

SKARHONG  KOHTPOAIO  BCTAHOBISHO, IO nikapeeRii  3acil  paeseno Y RpaTHy

nns,

)

‘}T{q\i\‘i& GeTBI (100 3afeIre e s TKOCTT JIKAPCHRAX sacodis.

Hawansuu Mukorma XQUOAEHKO
{rocanosy {intniams Ta rpiasie)

SN i
/o"‘*

i
. \h:)f =l oM
\‘bﬁ_: 1




{CERTIFICATE OF ANALYSIS/ CEPTHDUIIAT AHANMIA]

Manie of ZITHROX

Protnct

film coated wblets azithromyein 300

AR WO FP-

0236620

Hawsenananne [3ITTPOICC

MPOAYRUIH.

azuTpoMpiHy SO0 ur

TaGneTx1, NORPLITHIC OODAOLKGI, N0

Date 17/10:202¢

2 M anulacturer India

Couniry

Focynapereo-

Tlara: 1771072020

L

HpOINBOANTICAE

3[Registration

Certificate No

Tlmlrp UA/3L60/01/02
perncTpaRNoIit

oro

4| Strength /
potency of the
medicinal

500 myg

product

Cuaa peficronn /| 300 mr

AKTHBHOCTY

5| Dosage Form

film coated tablets, 300my

6] Pack Size Mo 3 in strip blisters in carton box

lewapcrsentan

Tabnerxir, nokpritge obonoasoii, no 500

Pazsep v Tan Ne 3 8 cTpune 8 xapromnoii

YILKOBRN VIARCUKE
AAP2008A s[Date of 10/2020 o
Manufacturing
Hosep cepin | HaTa 1072020
Batch Size 161160 tablets (53720 packs) o[ Date of Expiry | 09/2023
Faswep cepun | 164 160 abrerox (53720 ymawosox) Jieia 09/2023

GHONYANIA

0f Name, address ar

cense numbers of Mfg unit

Macleods Pha cals Limited

LN

Village Theda, PO Lodhimajra, Tehsil Baddi, Distnct Solan, Himachal Pradesh -
174101, India. (Block Mo 1) MNB /07 /511, MB /07 /512

Hauatenona e, MeCTOHAXOMALINNE 1 0N EPA Juncndnii neex yuacTeoes
0O HPONIBOICTY 11 KOUTPOMD KaecTna

Makneonc Gapmacsrotuxane Hiviten Binenx Txena, [0 flouximaiipa, Texcin
Bapai, ictpiny Conaw, Ximawan Npagew - 174101, Inaja. (Gnok Nel) MNB
/07 /511, MB /07 /512

GMY Certificates No / Date

0342019/GMP Valid i1l 15.04.2022

Cepruthnenril coorpererans GMP

cepttor i Baae annnbix Evudin Gaip

NPOMIBOACTHY H KONTPOAM) KAMSCTRA it

RCEX ¥ HCTRKOB 10

L) HoMepa

03412019/GMP  Cpok aciictuna 19.04 2022

12| Result of Analysis/ PeayanTatet nposeacnnn anasnia,
Sr.Ne.  |Tests Specifications " . Results =
Ne win MokwinTemr Crewndrenmus Pesyantates
[§] Description Whate, eapsule shaped, biconvex, film coated (ablets having breakline on [White, capsule shaped, biconvex, film coated tablets
one side and plain on other side. having breakline on one side and plain on other side
Quneanue Fenvte, Anoaxoprinykisic TRONCTRI KANCYAODILHON dopuet, nokpriTeie |Bensie, Asoskosmrykisie TabaeTky Kancynosuanoi
00UR0UKOI, C IS PATNONA H ORHOI CTOPONE W rrankne ¢ Apyroil. | dopue, nokpeTeie ofoncusoli, © minneit payom 1
OHOI CTOPORE [§ TTAAKNE © ApYTofl.
2) Tentification For Azithvomyein, Complies
The retention time of the Azithromyein peak in the chromatogram of
sample preparation should correspand to that of the Azithromyein peak
in the chromatogram of standard preparation as ohtained in the test
‘Assay’.
Titanium dioxide Complies
Yellowish orange colour should develop on addition of 30% wiv
hydrogen peroxide solution
Haewrndmisanu | Ainvposs ConTueeTcTaver
il Bpema yepsRinaa mikd 430 T POMILIA HA XPOMATOIPANMIMAX
HCMBITYEMOTO 1 CTANANPTHOTO PACTBOPOB, TTOAY EHHEIX NPI
KOJIIMECTOCHNOM ONPEACALHIN, NONAHO CORNANIATE.
Tyrana anoxcna CooTtpeTcTayeT
[losinnenne #eTo-oparaenoro axpaunmari npi godasiciint 30 %
{vacca/ofben) pacTeOpa BOAOPONA NEPOKCHNA
3) Loss on diying | Not more than 8.0 % (wiw) 4.0
Morepn 5 macce|He Gonee 8,0 % (s/x) 4.0
npn
BLICYSIARII
4y Uniformity  of| Meels to requirements. Complies
dosage units
Onnoporrocre, | Cootaercisyer 1peGosannny CoornereToyer
AOBPOBANILIX g
eryng

s
DHoymnm O
S

.-




5) Dissolution Mot less than 75 %6 (()) 45 mun. Min-09% Max- 105% Avg.-102%
Pacteopenne | He senee 75 % (00) 2 45 srm, - IR 99% Maxe -105% Cp-102%
6) Related Azithromycin 3'-N-oxide- Not more than 1.0 % 0.13%
substances 3N, N-Didemethyl)-3"-N-fermylazihromycm - Novmore than 1.0 % BELOW DISREGARD LIMIT
35N, N-Didemethyllazithromyem (ammeazithromyein) - Not mere than |NOT DETECTED
Desosanunylazithromyein- Not mors than 0,5 % NOT DETECTED
Azihromycem related compound F- Not more than 1.0% 0.08%
J-N-Demethylazithromycin- Not more than 0,7 % 0.05%
3'-De(Dimethylamino}-3-oxoazithromycin- Not more than 1.0 % BELOW DISREGARD LIMIT
Any other unspecified impurity- Not more than 0,2 % 0.16%
Total impurities- Mot nore than 5,0 % 0.62%
Ternyiolun | AsnTpomuumy 3 -N-oxcua — He Bonee 1,0 % 0.13%
€ NPHMETH ; spenenn)-3 N-hopruaantposuitn - ue Sonee 1,0 % Hitske npenena aunMita
HE OBHAPYKEN
Jleaoaassmunan rrposmi s — ne Goaee 0.5 % HE OBITAPYIKEH
Asntpostiimia npiistecs F — e Gonee 1.0% 0.08%
3°-N-Mlessemppantposunn — ne Gonee 0,7 % 0.05%
3 He(useinaannmno)-3 -oxcouadnposuny — e Gonee 1,0 % ke npeacsa numiia
Wraunitnyanuioii ytenssectiiofl npiusecn — we Gonee 0.2 % 0.16%
Cymua npiseceii — ue Gosnee 5.0 % 0.62%
n Residual solvenis |lsopropyl alcohal - Not more than 5000 ppm 313
. Dichloromethane - Not more than 500 ppm NOT DETECTED
Ocratonunie Clnpt sizenpomuwssii_— He Bonee 5000 ppm 313
HOA0-10eTnn Jluxnopsicran - e Gonce 500 ppm HE OGHAPYKEH
OPraNIecKIX
pacTRepRTCIER
8) Assay From 475.0 to 525 0 mg of azithromyein dihydrate, based on 497.51 mgftab 99.5%
azithromycin (95,0-105,0% of the declared amount).
Kosnuecrnenno |O1475,0 a0 525,0 Mr a3nTpoMUIiHA IETIAPATA B NepecyeTe Ha 497,51 mr/1abn ,99,5%
v onpriaenenine  [a3posingn (95,0-105,0 % OF JA%BACHROCO ROANUECTRA).
7 Microbiologiacal | The total number of aerobic microorgamisms (TAMC): not more than | < 10 CFU/G
pority 10* (e 1)
Total number of yeast and molds (TYMC): not more than 10%{efu/g).  [< 10 CFU/G
Escherichia coli should be absentin 1 g Absent
MukpoGHonorH | OSuee uncno aspabisix saikpoopamiasos (TAMC) ne Soace 10! <10 KOE/r
MOCR W HNCTOTH |KOE/r
obiee uneno aposckentd it nnecnentix rpudon (TYMC). we Gonee 107 |< 10 KOE/R
KOL/r.
Cmicynremeine fyxolterichia coli s 1 r npenapata He ofuapyxeno
13| Comments Gf
any) _ -
Kostmestapin
(e mamein)
la Application for  |"I hereby centify that the above information is true and aceurate. This series of products have been produced (including packaging / labeling)
Certification and cenducted quality control on the above meationed stations i full compliance with the requirements of GMP, set by the local regulatory
authority, and in accordance with the specifications contained in the registration dossier or trade license of the country of the manufacinrer oc
importing counury if the preducts inmported or file specifications in preparation for the investigational product. Minutes of praduction,
packaging and testing were reviewed and the cotrespondence GMIa.
Jananeine o «3 TN % NONTREPHNA, HTO PHBSALHIAR abllle HHGOPMALIL ABASETCA NOCTOREPROIT 1 TOUHOR. Dy cepiio npoykisni Gmno aponsscueno
ceprihicaniin, - |(sxa10uad YNaKosKy / MapKIpOBKA) 1t EPUBLICH KCHTPONS €C KAYECTEA 1A DBIING YKAZAHHON YUACTRE B 1OANGA COOTOETETBIN ¢ Tpebonan A
GMP, ye1ahoBACHHEIM MECTHBIM PCTYARTOPILIM OPFANOM, & TAK:KE B COOTDETCIBIN €O CNEUMDIKALNLLAN, COUEPHALLETS B
PEFHETPALNIOHIOM AOCKE AN TOPTOROI ANLEHIINE CTPAHLI-NPOHIROMITCHA WA CTPAHBI-IMIOPTEPA, CCN NPOAYKIIT HMOODTHPOBANR, 11111 4
nocee cneminkaunii 1A NpENApaT N8 Hcoreiyesiore nexapcinenHoro cpeactoa. FlpoTokone apownoactaa, ynakoski 1 anaanios SLuo
NEPECMOTPCNO 1f yeTanon)iena cootocterone GMIP 5. -t
|3 {Nume and position {‘lille of the person 1ssuing the pernnt issue series / Damuniis H A0A%HOCTL [ J8AHIIC BLIAABILEFD Palpeinenne na ms'!ri)‘i:l\-cepml,
Preparsd by | 0y, - Checked by Tien - Approved by -
Naveen Bhandari / Sr.Officer Il Mavneet Kumar /Asst.Manager Himanshu Kumiar 7 Sr. Oficer 11
16| Signature of the person 1ssuing the permit issue series./ [Tonnice niua, DLIAABIIETO PAIPLINCHNE HA BHIAYCK CEPHIL

17 Date of Signing/
FIETE
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SEXHO

Tovaprerno 3 00MERCIONW
sipposiansuictio "TEXHOJAL"
JTagoparopis BiipolysainLHa

s, Jlbsie, syn. Jauuna Anocrona. 2, rea/axc:

(032) 292-25-79, email: texnolabldgmail.com

BucHorok womo skocri Ne 1341 sig 13.1 1.2020

Hagpa npenaparty:

PeceTpartiiinnii nomep:
BirpoGnirso:

Homep cepii:
Bityueno:

Ouieprkano nig:

Cynpopinnnii loRymen:

JLama opepyRanis:
Biya koHTpoio:

HU, sianosiano ao sneot
HPOBALIBES! AHAJET:

IUTPOKC, raGaersi, srpiri 06oaonkoo, 1o 500 mr, na 3 adactin y ¢ P, Bo |
crpury y xapromiii ynakosi

1338

Maiseose Gapmachioraruie Jlisiten, Toais

AAP2008A

T3OB "MAKJIEOJAC ®APMACLIOTUCATIZ JIMITEA", s Kuin, syi. Onexen
JouByiua, 37, Anresnit cxnan Mol v Knty, wyn. Onexcr Jlondyura.37
Hepweasna cnyiba Ykpalis 3 anikapesrmx acoBin Ta KOITPRINO 3 HAPKOTHRIMH
Jiner Ne 8512-002.0.1/002,3/2-20 nia 04.11.2020 p.; Axr BIAGOPY 3IKin Bi
05.11.2020p.

06.11.2020

3a posnopswkernim HepicnireiyxGu (3riano nakasy MO3 Yipainy iz 29.09. 14 Ne

677 3 0008 HIKOBUM MPOBEHEHHAM ARANIY 30 NOKA3ZHHKAMN "luce HrHgikattin”.
¥
"KiawkicHe BI-ifjH‘d‘lCHHH“)

MICH mo PITNe UA/3160/01/02

.

MoxasHuky

Bumoru HO PeaynsTaTH

Onue

|eHTrdiikalis

KinsKicHe BU3HaYEHHA

Gini, aBoorykni TabneTku kancynononiGHoT hopmy, BKDWTI
0BONOHKOW, 3 NiRISIo PO3NOMY Ha OAHIA CTOPGHI Ta rnagxi 3 iHwoi.

Bianosipae

1. AaUTpoMitmH: Hac yTpumyBaHHs niky 23UTPOMILMHY KA Binnosinae
xpomaTorpamax sunpoBoBysaHoro | CTaHAapTHOMo PO3UMHIB,

OTPUMAKUX B X041 KINbKICHOMO BUSHAYEHHR, NOBUHEH criiBnapary,

2. TutaHy Alokcu: ToABa JKOBTO-0PaHKEsoro 3abapeneHHs Npuy Bianosinae

poaasasHi 30% (Macalob'em) po3quHy NEPOKCUAY BOAHIO.
AJWTDOMILIMHY AWTiApaTy B NepepaxyHky Ha asnTpoMiunH (95,0-105,0 4981 mr/tabn.

9% pisl 3a8BNEHOT KiNbkocTi): 475,0 - 525,0 mr/Tadn. 99.6 %
Ynakoska 3rigHo sumor MKA Bianosipas
MapkyBaHHa 3rigHo sumor MIKA Bianosinae
BACHOBKMW: Tepesipenuii spazok npenapary 3UTPOKC, Tabnerios, grpuTi 08001k, 110 500 Mrona 3 radierih

v crpuni, o 1 eTpuny ¥ Kapronniil yrakosi. Ne cepii AAPZ00SA, sipobuiirso Makneoac
MapsackioTikanc Jlimitea, lujis sianonizae sumoram MICS! no PTL Ne UA/3160/01702 34
HABCASHHM I BHILE MORKABHHKAMH,

*flanuii BHCHOBOK 1010 AKOCT MOske GyTH BIATBOPCHAI TiibKu NOBHICTIO By b s
BUITBOPEH S BMICTY MOMUTHED TIALKH 38 HCEMOBOT 3TOAN T30B «Texnonadn

neuaTkn He pificHrii

Hauaasnuk gadopatopii punpodysaiisuol

® (2 — 03/01 Cropirka 1 CropiHok 1

"@Q@’/Z/a/

yG:ikailis alo MacTROBE
BHCHOBOK OO SKOCT] Ge3 tianucis i

1341-2020

PSFR

]




AEPHABHA CIYKRA3 JHKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOT HKAMMH y m. KUCBI
nyi. bepessukineeia, 29, Kuls, 02098, e (044Y 205-26-85 ren. (D44) 205.26-82
E-mait: diskyviviidis.gov.ua, Koa CAPIIOY 37079055

BHCHOBOK
HPO SKICTH BRE3EHOTO B Vicpainy sdirapebkoro sacoby

22.05.2023 _ No 24585/23/26

IHTPOKC )

(nmmunamum IH\(IPLLKN"O 'klh()\i’\ LA 1 }7(‘(&2;“1"4%““&! SORBEAC RN
rabnersn, BRPITI 060/10K01W, 1o 300 Mmr, 10 3 yadaerion y erpmi, e 1 iy v wapronnil
¥ n.usomu

(s BUNYCRY ., RXVRALI. BITITKS Bl RAPCRRO! U “eufiy §
Homep peecrpattiinios o nacsirens (JA3T60/01702 crpox ail pecctpriitiorny nocsiadens HeodameRenwh
Cepin gikapesxora zacoby N AAP2301B Kiankicti 85¢IeHore aikapeskorn sacody 52720

Bupobius Murncouc PapmachiotHKa1C Jlimiten. Iuatis

CHARMCHY Bt BpotIIKR IKRICHRONG Sacohy. Rpofita nu\uw«-nm)

Breseno n ¥ rpaiiy Tosapuerso s obmexenore nianosiaaabLuicTo “MAKALOAC
DAPMACKIOTIKANS JHMITEIL", inenv. koa: 37554108 -

Gt HACIY ALY 158 KOLL 3 OOV ropmmaamt el oo ad BRI« W', 1o S e s
i - g e, 1 wivne PposKTBENE 14 peect paniitiud nosep wlighennd Kapiot [ e HRE
fadd 1 i 900 CopiR 18 MOMCP HICHOPFRY

Hporoken sisynannero sow poso siz 12.04.2023 X 16421,
HaGoparopindi ataals axo 1l aikupenkoro acedy aaifieHennii

JepkasHa HavKOBU=10EE1HA TaBopaTopis 3 KOHTPA IO SKOC Ti ZKApChrHY wcobin Hepauastol
yeranons "IHCTHTYT PpoMa,IcsKOro saoponst M. Q.M. Muprcena HAMI Yepatin® (. Knis,
ny.r T lonvapenia 30)

[HABMCHYBOIR 1 2t MICHE I mwnm h\\)(if)d!ﬂpﬂ et (IPUBCHAR smmp.xmprmﬁ FURS e R

RHCHOBDK HLOAO RKOCT AIRAPCLKOIG Jacudy. B @i edopatopitio wia 19.03. 3023 Me 1038
i ¥ P

PesyAbTaTH SABOPATOPIOTO AHAATEY AKOCT] ATRKAPCHKOIY 31CaTY 32 HePCRIpEInN NOREIHIRAMI BIANOBIIAIOTD
BIMOTEM METOAIE KOUTPOMO AKOCTH (QHAIFTIFRIO-HOPMAT el 10T ZORYMEH Tauii},

a0 PEIYERTATAMI IPINEBHOIO  ROUTPOAID  BCTANORICHO. IO abipersul ocH  snowng B YRpaiy o

HOTPHMAHENM SHMOT SUROHQRACTRS 11010 saberitenerng axocTi Alkapenkiix sacobis,

i{au’ﬂ u,m«m N koeta ‘(C}l Ojll HI\{)

R34 Luvm e e, 1 nn;m,}u tis DS R ¢




NACLEDLDS
BRI GHRR T

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHAJI3Y

1. | Name of ZITHROX A.R. No.: 2. Manufacturer India
Product azithromycin dihydrate FP-0027/23 Country
equivalent azithromyein - 500 mg
Haitmenysarusa | 3nrporc Date: HAepxabBa~ Luais
npogyKuil a3uTpoMinHEy Auriapary 07/03/2023 BlipobriK
exsipanenTHO asnTpomiminy 500 | Hata:
M 07.03.2023
3. | Registration 4, Strength/potency 500 mg
Certificate No of the medicinal
1 product
1lomep AETeun Custa aii/ 500 mr
peccTpauniiinoro AKTHBHICTH
nocpigdMenHs sikapesroro 3acoby
5. | Dosage Form Film coated tablets 500 mg 6. Pack Size No. 3 (3x1) in
strip
in carton box
Jlikapcbka Tabaericn, ppuTti 06osoHK010, 0 500 M1 Posmip i Tan Ne 3 (3x1) ¥
Bopma VHAKOBKM, crpsni B
KaproHuil
YHAKOBLI
7. | Batch No 8. Date of
AAP2301B Manufacturing 01/2023
Hosep cepii Hara BupoGHHUTBA
Batch Size 163800 Tablets (54 600 packs) 9. Date of Expiry
Poimip cepil 163800 Tadaerok (54 600 ynaxosok) Hara zaxivuennn 12/2025
Tepminy ’
HPHAATHOCT
10. | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Village Theda, PO Lodhimajra, Tehsil
Baddi, District Solan, Himachal Pradesh -
174101, India, (Block No.1)
MNB /07 /511, MB /07 /512
HaitMeny B an i, MicUe3HAXOAKEHHS TA HOMEPH JiueH3ili Beix Maxneoic GapmachrorTnrasc Jlinivea
AiARHOK O BHPOOHUUTEY | KOHTPOMO siKOCT] Txena, IO Jloaximaiipa, Texcin baaai,
Hlierpikr  Coaan, Ximauan [pagemn -
174101, tugis. (Brok Nel)
MNB /07 /511, MB /07 /512
11.| GMP Certificates No / Date 03472019/GMP  Valid till 19.04.2022
Cepruikarn sianosixwocri GMP jaan scix ainsnox no 034/2019/GMP  Tepmin ait 19.04.2022
BUPOBHHIUTBY | KOHTPOMIO TKocTi 400 (NpH HAABHOCTI) HOMepa
noeuaanb 8 6asi ganux Eudra GMP
12.. Result of Analysis/ PesysibraTi nposeaenus asasiisy. .
Sr. | Tests Specifications Results
No. | NMorazuukn Creundiranis Pesyanvaru
Ne
n/n
I. DESCRIPTION White, capsule shaped, biconvex, film | White, capsule shaped,
coated tablets having breakline on one | biconvex, film coated tablets
side and plain on other side. having breakline on one side and
; plain on other side,
MACLEODS Regd. Office: Phone :91-22-6676-2800 "+ Works
PHARMACEUTICALS  Atlanta Arcade, Church Road, Fax 19122292865 =% Village Theda, P.O. Lodhimajra
LIMITED Near Leeta Hotel, Andheri-Kurda Road, Email : custom rcaue(a,mzfi‘lemfs;)hamm.huﬁ) Tehsit Baddli, Distt. Solan

Andheri (East), Mumbai=i00 039, India, W d)slle WIVW.

CIN

aclqakﬁmnm&(blm

“ ;(HP)VNTQI Indl.l}
i Phone: 01795:236137,38




ACLEODS
TR

Onue biai, asoonywai TaGaerwn | Bini,  asoonykai  Tabaerkw
wancyyosianel dopmu, BpuTi | kancynosianol dopmi, BRpHT
ofodonKoI0, 3 Jiniclo polaomy Ra | 060A0HKOW, 3 AIHICIO polAOMY
oanomy Goui Ta raaaKi 3 inworo. wa opuomy Goui Ta raaaxi 3

iHmoro.

2, IDENTIFICATION For Azithromyein. Complies

The retention time of the Azithromycin

peak in the chromatogram ef sample

preparation should correspond to that

of the Azithromycin peak in the

chromatogram of standard preparation

as obtained in the test ‘Assay’.

Titanium dioxide. Complies

Yellowish orange colour should develop

on addition of 30% w/v hydrogen

peroxide solution,

LrenTidikaiin AsuTpominnm, Bignosinac
Yac yTPUMYBAHHS NIKY a3UTPOMILLIRY
Ha XxpomaTo-rpamax sunpolysanoro i
CTAHAAPTHOTO PO3YKHIB, OTPHMAHNX B
x0ai KiALKICHOro BH3HAYMCHHH NOBHHEH
36iraTucs.

THraHy AiOKCHA,
Mossa ROBTO-0paHKEBOI0
3aGapeacnngs npu Aoxa-sanui 30%
(maca / 06'enM) po3ulHy BOAHIO HEPOK-
cHay.
3. Loss on drying Not more than 8.0 % (w/w) 3.5 %

Brpata B maci aps He 6inbuie 8,0 % (m/m) 3.5 %

BHCYWYBAHN] o

UNIFORMITY OF DOSAGE | Meets to requirements L1

4,

UNITS

QanopignicTbh A630BAKIX Bignosigac sumoram 1,1

ONHHILILD

5. DISSOLUTION Not less than 78 % (Q) 45 min. 1)97 2)96 3)97
4)98 5)97 6)96 N
PosunHeHHn He menmue 75% (Q) 3a 45 xn. 197 2)96 3)97
4)98 $5)97 6)96
6. Related substances Azithromycin 3'-N-oxide- Not more Not detected
than 1.0 %
3'-(N,N-Didemethyl)-3'-N- Not detected
formylazithromycin - Not more than 1.0
Yo Not detected
3'«(N,N-Didemethyl)azithromycin Not detected
{aminoazithromycin) - Not more than
0.5 % Not detected
Desosaminylazithromycin- Not more 0.26 %
than 0,5 %
Azithromycin related compound F- Not | Below Limit of Quaatitation
more than 1.0% 0.03 %
3-N-Demethylazithromycin- Not more | 0.29 %
than 0,7 %
3'-De(Dimethylamino)-3'-
oxoazithromycin - Not moy than 1.0 %
MACLEODS Regd. Office : Phone :91-22-667612800

PHARMACLUT[CALE} Atlanta Arcade, Church Road,

LIMITED

3 Ve
Near Leela Hotel, Andheri-Kurla Road,  Emuil .cusmmumm@nwclé&ls;h n%lw.&)i} -
Andheri (East), Mumbai-<d00 059, India.  Website: wwww.macleods ¥ ’

Fax 91-22-291»2;596

5,

CIN 1 U2J239MUTIOROP *

) Thgda, P.O. Lodhimajra
ehsil Baddi, Disit. Solan
* (HPS 174101, India.

T3 Phone: 01795236137, 38




HACLEQY
IO

Any other unspecified impurity- Not
more than 0,2 %
Total impurities- Not more than 5,0 %

CynyTii 1oMilIRH

Asurpomiumn 3-N-oxcun ~ ne Siasuie
1,0 %

3'<(N, N-Annemernn)-3'N-
dopminazurpominug - He Gispe 1,0 %
3'-(N,N-Anaemersa)aznrpominim
(aminoaswrpominny) — we Giavue 0,5 %
Hesozamininazurpomimin — ne Giavuie
0.5 %

Asutpomiuuna gomimka F — ne Ginbwe
1,0 %

3-N-JeMeTHaasHTpoOMiliH — He
Ginwwe 0,7 %

3 - Je(Inmernnamuno)-3°-
okcoazuTpomius — ne Siasie 1,0 %
TnAHBIAYAILHOT HEBIZOMOT AOMILLKH —
ne finbie

0,2 %

Cyma aomiwor — ue Ginpiue 5,0 %

He 3uaiinen
He 3naiinen

He 3uaiisen
He suaiinen
He suaiinen
0,26 %

Hancue seranoiaenol Mexi
BUIHAYEHHA

0,03%

0,29 %

Residual solvents

Isopropyl alcohol - Not more than
S000 ppm

Dichloromethane - Not more than 504
ppm

1092 ppm
156 ppm

JaanmKosa KiAbKICTs
OPraHiMHIX PO3HHH-HIKIR

Crnnpr izonponuaosuii — ue diasuie
5000 ppm
Junxgopmeran — He Ginine 500 ppm

1092 ppm
156 ppm

ASSAY

From 475.0 to 525.0 mg of azithromycin
dihvdrate, based on azithromycin (95,0-
105,0 % of the declared amount).

495.13 mg/tab
99.0 %

KisibKkicue BHIHAYCHHH

Bix 475,0 a0 525,0 mr asurpomiunny
AMCIiApaTy y nepepaxynanni na
asnrpomiwnn (95,0-105,0 % sia
aannenol KiibKoeri).

495,13 mr/ra6
99,0%

MICROBIOLOGICAL
PURITY

The total number of aerobic
microorganisms (TAMC) - not more
than 10° CFU/g;

Total number of yeast and molds
(TYMC) —not

more than 10° CFU/ g

Not allowed Escherichin coliinl g

Less than 10 CFU/ g

Less than 10 CFU/ g
Absent

MikpoGiosorituua yHeToTa

3arasasne uncno aepodunx
mikpooprauizmis (TAMC) - ne Ginbuse
10° KYO/r;

3araanye YHCI0 APIMAKEBUX TA
naicuenux rpubis (TYMC) — ue 6inpe
107 KV O/r.

He nonyckaerscn Escherichiu coli y Lr
npenapary.

He Ginnme 10 KYO/F

He Ginwure 10 KYO/r
Bincyrni

Comments (if any) - /; o ~
13. "Komentapi (nps i PN TN
E HAABHOCTI). Lo e e R
MACLEODS Regd. Office : Phone : 91-22-6676-2800) - Works

PHARMACEUTICALS Attant Arcade, Church Road,
Near Leela Hotel, Andheri-Kurda Road, ¢
Andheri (East), Mumbai408 039, India.  Website: wwsvauackeodsphar

LIMITED

Pax 191222905659 .

Email : customercare@macleo

CIN ¢ UR4239MH8OPLCOS20:89

(H.P) 174101, India.
Phone: 01795236137, 38

4 (Village Theda, P.O. Lodhimajra
Hurma.g i Tehsil Baddi, Diste. Solan
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MACLECDS
THTTTTHH R THUEH T

Application for
Certification

"I hereby certify that the above information is true and accurate. This series of
products have been produced (including packaging / labeling) and conducted quality
control on the above mentioned stations in full compliance with the requirements of
GMP, set by the local regulatory 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 products imported or file specifications in
preparation for the investigational product. Minutes of production, packaging and
testing were reviewed and the correspondence GMP».

t4. | 3ansa npo ceprudixauiio.

«[lam 51 nizTBepaAyIo, Wo Nasedena BHile iHGoOpMAanist ¢ JOCTORIPHOW i Tounomo. lw
cepito npoayruil Gyno wsupoGieno (BRAIOUAIOUH  YINAKOBKY / mapkypauus) i
NPOBEIeHO KONTPOAL ii IKoCTi Ha BHile 3a3HAUCHIH AlasnLi B nosHilt BianosiARoCTi 3
gomorasmu GMP, BeTAaHOBACHUMI MICHCBHM PETY/ATOPHHM OpPraHOM, a TaKew ¥
sianosigmoeri 31 cneundirauinmn, wo sicTaThes B peccTpauiiinomy a0Cut abo
peccTpauiiinomy nocsinuenni  kpatuu-supobunia ao  kpatuu-immnopTepa, ARINO
npoaykuis  iMUOPTOBAHA, HH B JOCHE encundivaniii  ua  npeuapatr s
pocaimypanoro  aikapesxoro sacody. Tlpovoxons BUPOGHHILTEA, YNAKOBKH Ta
AuAiB GyA0 NePerasuyTo | BCTAHOBICHO BIANOBIAHICTS GMP »,

o
wn

Name and position / title of the person issuing the permit issue series/
TIpissuue Ta nocaan / 3sanus, ocobu, 1xa BHIAALA A0IBLT UA BHRYCR cepil.

Prepared by/ IlinroTosaeno Checked by/ INepesipeno Approved by/ 3arsepameno
Emp Code/Koa H029166 Emp Code/Koa HO11318 Emp Code/Kog H013203
NITESH KUMAR SINGH NAVEEN BHANDAR! HIMANSHU KUMAR

Date/Aara 07/03/2023 14:54:09 Date/Hata 07/03/2023 14:587:43 Date/ara 07/03/2023 15:36:539

This is electronically generated report, hence signature is not required.
CeprudiraT 3reHepoBaHO ABTOMATHYHO Ta MANNHC He norpidnuit.

MACLEODS Regd. Office Phone : 922-6676-2800 Works
PHARMACEUTICALS  Atlanta Arcade, Church Road, Fax 1912229256599 Village Theda, IO. Lodhimajra
LIMITED Near Lecla Hotel, Andheri-Kurk Road, Email : customercare@macieodspharmacom  Tehsil Badd, Distt. Solan

Andheri (Fast), Mumbai-400 059, Indin.  Wehsite: wiww.mackodspharnma.com (H.P.) 174101, India.

CIN U4239MITIORIPLLCOS2049 Phane: 01795236137, 38




REPXABHA YCTAHOBA “IHCTUTYT TrPOMAACHLKOI O 3OPOB'A im. O.M.MAP3E€EBA
HALLIOHATIBLHOI AKALEMIT MEQUUHWX HAYK YKPAIHN"

Y [epxaBHa Haykoso-RocnigHa naBopartopis 3 KOHTPOMO AKOCTI NikapcbkAX 3acobis

ayn.Monyapenxa, 50, M.Kiuis, 02094
Ten: +380 (44) 513-71-33; +380 (44) 292-14-17; pakc: +380 (44) 292-14-21, E-mail: drugiab@ukr.net

cy«,xcun e Npemanpmonara BOODI sy 2201 2016 p
@ m"‘& AxpBasroesMd HalsOMinhring GIORTCTaoM 3 akpaayiaull Yapdiru amnosinno 20 swmor ACTY BN ISOAEC
& 170252018 (EN ISCAEC 170252017, 10T, IBOAEC 170252017 D7) Aractar npo axpenwiaye Ne 20955 eir
v ! 8 ﬂé (2062025 p

W Ay Aerresnow ¢ Goiq Yepaina 3 1 SHCCBIB TH KGHRTPOMIO 38 NapHo Taxamy, CRILOUTIC NPD
G, o0 oS Frograipe Ne 510wy 0506 2022 p
H 1 Courtresz ynpasniein Sac7s Sapnudivopirg Yrpainoulwn Maarlaws USHTOM COPTURALE 1B BIANCSIERIET
sansran JOTY EN IaO Eoisiial 2018 Cepupwar sanoannocn We Za8 wa 13.07.2021 p
¥ 3 A4 i BECNERTIMS Lesa D BABIC IasCTR DA0P0HY 2A000BR YEPSior 8 rpcanabrng
ARBOPATopn BUIPAys s r;xwmamy 3BCCHIB, WO ROATOTHES 1B ARp*aBy RESTIPBLID

CeprudpikaT aHanisy Ne 1038
NEPeRinra ERTINEGET CRlTHGIKBTY REPOE brepneT. RIS TAvww dtusiabkisy vafsarl

Id=21900E38517
Bia "19" Tpapus 2023 p.

R
ACTY EN 150110 V025,

Hasea spasxy: 3UTPOKC, rabnerkn, BrkpiTi oBonankow, no 500 mr, no 3 TabneTku y cTpuni, no 1
CTRUMNY Y xapTOHHIR ynaxkosui

Bupobruk: Makneoac ®apmacerotukanc flimiteg, IHais

Homep cepiit AAP2301B

Hasea ra appeca samosHuka: [epwasHa cnyxoa YKpaidyv 3 nikapcokux 3acoBiB Ta KOHTPONK 33
HapkoTukamu, m. Kuis, npocnexr Mepemorn, 120

Mucr-Hanpasnerna: Ne 3048-002.4.1/002.0/2-23 sig 28.04.2023 p.

Micue siabopy 3pasry: TosapucTeo 3 oBmexeHow BignosiganswicTio "MAKNEOAC
GAPMACBLIOTIKANS SUMITEL"

Dava onepwanhs spazsky: 03.05.2023 p. Peccrpauinnuit Homep 3pasky: 965

Java BukoHaHHa poboru: 03.05.2023 - 18.05.2023 p.

Bun koHTpono: 3a posnopsxerHam [epxuikcnyxGu (Mocrarosa Ne 802)

HA, arinto akol nposoauTeea avanis: MKA no p.n. Ne UA/3180/01/02

14
hj' NMokasHukK Bumoru HO Peaynbratu
Ak aHanisie
1 Onuc Bini, aBoonyxni TadneTtku kancynosuaHol Bignosigae
hopmy, BKPUT! 0BONOHKOIO, 3 Nikieo
DO3NOMY Ha OLHIR CTOPOHI | rnagki 3
npyrof
2 lnewTudikalis ASUTPOMIUMH

ASUTPOMILMH. Hacy yTpuMyBaHHS fiiky  Bignosigac
B3UTPOMILUWHY Ha XpomaTorpamax
BUNPOBYBEHOMO | CTAHABPTHOTO PO3UNHIB,
OCTPUMEHUX NPK KINBKICHOMY BUSHAYEHH,
NoBUHHI cnisnagaTy

TuTaHy giokeung,

YTBOPEHHS JKOBTO-0PAHMEB0ro Binnosinae
sabapsneHHs npu goxasanni 30 %
#1/00) PO3YUHY BOOHIO NEPOKCHUAY
3  [Kinskicne BU3HaueHHa 475,0 - 525,0 mr asnTpomiluHa 508,7 mr (101,7 %)
nurigpara 8 nepepaxyrky Ha
BauTpomiyun (85,0 - 105,0 % sig
BARBNEHOT KINLKOCTI)

4 [Mnakoska Bripxo MKS go p.n. Ne UA/3180/01/02  Bignosigae
5 MapryBaHHs BrigHo MKA no p.n. Ne UA/3180/01/02  Bignosinae

BucHoBok: 3pasok npenapaty 3NTPOKC, Tabnetwn; skputi obonerkow, no 500 mr, no 3 Tabnetkn y
cTpuni, no 1 cTpuny y xapTousin ynaxosui, o AAP23018 supobHuurso Maxkneoac apmackioTukanc
flivitea, lHais, sinnosinae sumoram MKS 40 p.n-3e” UA/3160101/02 1o nepeaspeHuM NOXasHuKkam
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