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CERTIFICATE OF ANALYSIS

CEPTU®DIKAT AHAJII3Y
1. Name of Product Moximac 400 GFG2202 2. Manufacturer Country | India
(Moxifloxacin 661
. 400 mg tablets) | | _
HaliMenyBanng Moxcumax 400 Date: Hepxasa-BupoGani Ingis
RDOAYKIT (Moxcupnokearma | 18/10/2022
| 400 mr Tabjaerkn) | JMara:
18.16.2022 | | e e
3. Registration 4, Strength/pniency of 400 mg
Certificate No | _the medicinal product
T Homep peeerpauniii- | UA/T7579/01/01 Cuna nii/ akrusnicrs, 400 mr
. HOI'0 FOCBiqUeHng | | [ | JiKkapeskoro 3acoby |
i 5. Dosage Form Film coated tablets 400 mg 6. | Pack Size No. 5 (5x1) in blisters
- i in carton box
Jdikapersxa dopma Tabnerru, Bpuri IVIIBKOBOIO Posmip i Tun Ne § (Sx1) y 6aicr. y
000J0HKO00, To 400 M | _YIakoBKH, KAPTOHHIH ymakosuj
7. Batch No ‘8. | Date of Manufacturing
| Ho»ep cepii _BI\“IM52201A | Mara BupoGaunTsa 09/2022
| Batch Size 113000 tablets (22600 packs) 9. | Date of Expiry
Po3mip cepir 1130600 Tadneror Jara aaxinyennsn 08/2026
o (22600 y 1aKOBOK) | TepMiHy npupaTHOCTI
10. | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Village Theda, Post Office Lodhima jra, Tehsil Baddj,
District, Solan, Himachal Pradesh, 174101, India
SR e e e MNB /07/594, MB /07/593 |
| Hafimenyna HHH, MiCHe3IHaX0MmKReH ST Ta HOMepH Maxneosne DapmacsroTHrAIC Jimiren
JHIEH3IN BeiX ginsgnok FIO BHPOOHUUTBY i KOHTpoOJTIO Binemwx Txeaa, O Jloaximaiipa, Texein bayi,
AROCTI AictpikT Conan, Ximaran Mpanew, 174101, Tupia
| _ | |.MNB /07/594, MB /07/593. N
| 11. | GMP Certificates No / Date 087/2022/C-168 Valid fili 31.12.2022
Ceprudikary BiANORiAHOCTI GMP M BCIX alsinox 087/2022/C-168 Tepmin aiv 31.12.2022
o BHpOOHULTBY i KOHTPOIIO stkocTi 200 (npu
HAIBHOCTI) HOMeDa nocHIans B Oasi panux Endra
__| GMP
12. | Result of An alysis/ PesynnraT IPOBERCIHHA aHAJII3Y,
| Sr. | T Specifications Results
| Creundikanis Pesyarraru
Pink  colour capsule shaped | Pink colour capsule shaped biconvex,
biconvex, film coated tablets | film coated tablets debossed with «T 75» |
debossed with “T 75” on one side | on one side and Plain on other side.
and plain on other side, ’ | | _. L
ABoonykni Tadnersn KAancyJsonog- _,[[BOUHFI_?&LJ‘_@@J]BTKII KancyJ1ono-
AiB1of hopmu, BrPETI mAiBKROBOI Ai6uoY hopmn, Brpuri maiskonoro
000JIOHKOI0, pokeBoOTo KOIbOPY, 3 | 06GHOHKGTO, Dossear:

[
MACLEODS Ukraine Yipaina || ©
PHARMACEUTICALS Kiey Kuis v,
LIMITED Zdolbunivska str., 7-D RYJI. 31000y
02081 02081

Tel/fax: +38 044.574.42 64

Ten/Maxt: +




HACLEODS
I

) T THCHEHHAM «T 75» ua oxniii THCHEHRAM «T 75» Ha oaniii CTOPOHI
cTopoui i ragki 3 inuoro Goxy. | Pk 3 iHLoro Goky
2. IDENTIFICATION
1. For Moxifloxacin
A, By HPLC ‘The retention time of the principal. | Complies
peak in the chromatogram of
1 sample preparation should
correspond to that of the principal
peak in the chromatogram of
standard preparation as obtained
in the “Assay”, I
B. By UV The UV absorption spectra of sample Coniplies
and standard preparation should be
I concordant. |
2. For Titanium Dioxide A yellow colour should develop Complies
| immediately.
3. For Iron Oxide | A blue colour should develop Complies
| immediately.
Inenrudikauis
1.Moxcugaoxcanun. Hac yrpamysauns ocHoBHOrO niky | Bignosigae
Ha XpoMaTorpaMax BHIpoly-
BAHOTO | CTAHJAPTHOTO PO3YHIR,
OTPHMAHNX B X04i KinbRicHOFO
BH3IHAYCHHSA MOBHHHO 30iraTicy, o
Y®@-cnekrpy BunpoGysanoro i Bianosiaae
CTZHIAPTHOrO POIYHHIB HOBHH NI
. (.36irarucs. )
1 2. Turany gioxeuy ITosisa xoBTOro 3a6apsaenna Bixnosigae
{1 3.3aniza okcup YTBOPEHHS CHHBOTO 3a6apBaenna | Binmosinac
13 | Average weight 700 mg + 5.0 % 699.8 mg
Cepennsa maca 700 mr+ 5,0 % 699,8 mr
4 LOSS ON DRYING At Releqse;
| (% wiw, determined on 1 g | Not more than 7,0 % 4.5 %
of sample at 105° CHlor3 h) | Atthe end of expiration date:
Not more than 8,0 %
Brpara B maci npn Hpu eunycky:
BHCYNIYBAHHI He 6inbe 7,0 Yo (M/M) 4,5 %
Hanpurinui mepsiny npuoamnocmi;
i o He Ginpiue 8,0 % (M/m)
5. DISSOLUTION
(In 0.1 N HCL; 900 ml; padd- | Not Jess than 80% (Q) of the (1) 91 (2) 93 (3) 94
le; 50'rpm; 30 min; by UV) labeled amount 4) 92 (5) 93 (6) 94
| Poesunuenuns He menme 80% (Q) six 3asisaenor (1) 91 (2) 93 3) 94
Kinskocriaa 30 xa. 4y 92 (5) 93 (6) 94
MACLEODS | Ukraine
PHARMACEUTICALS Kiev
LIMITED Zdolbunivska sir,, 7-D

(02081




RIACLEODD
T

DOSAGE UNITS
1 (By weight variation, as
Moxifloxacin

- Acceptance value (%)
 (for 30 dosage units)

UNIFORMITY OF

[Ca Hy FNSO-i]) -
- Acceptance value (%)
(for 10 dosage units)

{ Less than or equal to 15.0'and no
1 'individual content of any dosage

unit is less than 0.75 M and not
more than 1.25 M

(1) 100 2) 99 (3) 99 (4) 100
(5) 100 (6) 100 (7) 99 (8) 100

| (9) 100 (10) 99

Max ;100
AV 1.3

Min ::99
Mean : 995

Not Applicable.

OnnopignicTs 1030BaHNX
OAHHI L

HAna 10-mu dozoearnux OOUHIINL:

HpuiiManbre yuceno (AV) < 15,0 % ,

Hnn 30-mu d0s06anux odunuyy: N
Hpuiimaneue uncno (AV) < 15,0 9%

1wopnuit inpuBinyaneuuii smicr
KOKHO1 1o3oBanof ogununi ne

menwe 0,75M i ne Ginbure 1,25M. e

[ (9) 99 (10) 101

Mawce: 101
AV : 44

Min 1 95
Cepenuc : 98,54
He 3acrocoByernen

RELATED COMPOUNDS
(Yo w/w, By HPLC)

Any individual

degradation product
Total degradation products

—Not more than 0.2 %

~Not more than 0.3 2

Below Limit of Quantitation
Beiow'_Limit of Quantitation

- % Label ¢laim

(By HPLC, as Moxifloxacin
[C21H24FN304))
~mg per tablet

Not less than 380.0 and not more
than 420.9
Not less than 95.0 and not more

than 105.0

CynyrHi nomimky Byno-akof ingnpiayansmoi Huxye mexi xinpkicuoro
NOMILIKH — He GiAbIIe 0,2 % BH3HAYCHHSI
Cyma pomitox - we Ginbme 0,3 % Huzxwe mexi kinskicnoro
- BH3HAYCHHA
ASSAY

Kinukicie BH3HAYCHHS]

Bix 380,0 mr no 420,0 mr
MOKCHANIOKCAURHY y TabaeTi
(95,0 % - 105,0 % Bix 3asBircHnO}
KIJbROCTI).

02081

MICROBIOLOGICAL

PURITY

MICROBIAL

ENUMERATION TEST
MACLEODS Ukraine Yxpaiua
PHARMACEUTICALS Kiev Kuis o
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RIACLEODS
T

(POUR PLATE
TECHNIQUE)

- Total aerobic microbial
count (TAMC) (cfu/ g)

- Total combined molds
and yeast (TYMC) (cfu/ 2)
Test for specified microorg.
- Escherichia coli / g

Not more than 1¢°
Not more than 10*

Should be absent

| Less than 100 CFU/ g
Less than 100 CFU/ g

Absent

| Mixpo6ionoriuna unerora

3arajibHe THCJI0 aepofHHX

MIKpoopranisamis (TAMC)
- He Ginbwe 10° KYO/r;

IVHCHEBHX rpuGin (TYMC)
~ne Gissiue 10 KYO/T,

Y 1 rapenapary

B npenapari nonyckaerpes:

3arajibHe YHCJIO APINYIKeBHX T4

He nonyckaersea Escherichia coli

He 6inbme 100 KVO/r.

He 6ismure 100 KYO/r
Biacytui

| Cominents (i.fa'ii.y). |

113,

Komenrapi (npu HAABHOCTI),

{ 14, | Ap plication for Certification "I hereby certify that the above
products have be
quality control o
requirements of GMP, set by
with the specifications contaj

country of the manufactu-re
file specifica-tions in preparatio

| duction, packaging and testi

th

en produced (including packaging /labeling) and conducted
n the above mentioned stations in.

ned in the registration dossier or trade license of the
F or importing country if the products imported or

g were reviewed and the correspondence G MPs.

information is true and accurate, This series of

full compliance with the
e local regulatory authority, and in accordance

n for the investigational product. Minutes of pro-

|-3asBa npo cepTrgikaio, «l{um 51 niarsepasxkyro, wo |
Liro. cepito nmpoayieniy Gyseo

NPeBEACHO KOHTPOE 1T siK

BHPO

OpranoMm, a TAKOK y BLanosinso

NPENApaT ANA AOC/HAKYBAHOTO.
YHMAKOBKH T2 anasnizis Gy.10 nep

laneaena snule inopmanis e NOCTOBIP~HOIO | TOYHOW

0¢Tl Ha B
BiANOBIAHOCT 3 Bamoramu GMP,

peecrpauiiinomy aoénc ato peectp
Rpai'mi»imnapTepa, ARKUEO APOAYIK

dseto (Braroualoyn YMAKOBKY / MapKyBauns) i
HIIE 333HAYeHIN Zuanui B noBpisi
BCTAHOBNEHUMHE MiCUEeBHM: peryasropHnm

¢1i 31 erenngirawinm s, o MICTATHCH B
AUIHHOMY HocBixYeHH] KpalHu-BupoBHuKa 560
Hi:! iMnopToesana; yu Aocke cenudikauiit nn
JHKRpeLROro 3aco0y. Hpotoxoan BHPOOHHUTBA,
CTIIAHYTO | BCTAHOBIIEHO Bitnoinni ety GMP», |

Name and pdsitiun / title of the per's
pissaue Ta IOCana / 3BavHs ocol

on issuing the permit issue series /
H, SIKQ BHOAJIA NO3Big Ha BHIIYCK Cepif.

Prepared by Miarotosieno Checked by/Ilepesipeno Approved by/3aTeepmkero
H(010974 H006560 HO18111
Jeet Ram Zakir Hussain Rudresh Kumar
18.10.2022 16:31:16 19.10.2022 12:01:35 19.10.2022 13:43:58
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