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'CERTIFICATE OF QUALITY

Dr.Reddy’s €3¢

CEPTUDIKAT AKOCTI

Paged Ciop.tof 736

Product: CIPROLET A, film coated tablets N210 (10x1)
{Hpoaykr: HUTIPOJET® A, Tabnerky, BRPUTI IIBKOROO
Jobosonkoio Neld (10x1)

|1 tablet contains: Ciprofloxacin hydrochloride equivalent to 500
{mg.of Ciprofloxacin and Tinidazole 600 mg

I Tabnerka MicTHTh: IHAPOPAOKCAUMHY MADPOXAOPHRY Y N
{repepaxysansi Ha uunpodiokcannH 500 sr i Tunizasony 600
Mr

Country of manufacturer: India
Kpaina-eupotuuk: Ingin

Batch / Cepia Ne: B2304088

Bafﬁﬁ .Q.uaﬁtit.y.f OS’EM_ r‘kap*rii‘: 57620 .Pacl"{s' )._5'76.2{}

Analytical Report / Anaaiteanuti 3sit Ne: 2002FP23000886

%ﬂlakﬂﬂﬂl{

Date of Analysis / lata poenimmenns: 20-12-2023

Date of Manufacture / laTa BHpo6uBNTBa:. 11/2023

Date of Fxpiry / Tepmiu npuasaraocti: 10/2026

Registration certificate / Pecerpauiiine nNocBiueHns No:
UA/11851/01/01

Valid till / Hifice 10: unlimited / neoSmexenui

Order of MOH No: Ne1345 from 15.12.2016 / Hawas MO3 Yipainu Nel345 pin 15.12.2016

Size and type of the package / Posmip Ta Tun naxysanns:

10 tablets in blister labeled Ukrainian; 1 blister packaging in
a carton with labeling in Ukrainian and English languages /
1o 16 tabnerox y Guicrepi 3 mMa PKYBAHHIM yKpaYHCLKGIO
MoBolo; 1o 1 6aricTepy B ®apronnilt Kepobui 3 MADKYBaHHAM
YERATNCLKOI0 TA aHrAHICLIC010 MOBAME

|Name, address and numbers of the licenses of manufacture and
|quality control / Haitmenypanus, agpeca Ta HoOMep JHIen3ii
BHPOOHNKA Ta KOHTPOAIO KOCTI:.

oKpyr Meguan Manskcaiiripi - 500090, wrrar

Dr. Reddy's Laboratoriés Ltd., FTO - 1

urvey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village; Bachupally Mandal, Medchal Malkajgiri Districl -
500090, Telangana State, ludia, No 63/RR/A P/2003/T/R
p Peugi’e Jlaboparopic Jimn, OTO — Ly isnuus Ne 42p,
s 4dp, 45p, 46p, 53, 54, 83, ¢. Bauynani, Ba qymami Mannao,
Tenanraus, Inpis,)

5

J1inensia Ne 63/RR/AP/2003/F/R

Test / Fecr

Resuit / Peayartar

Specification / Cunenndikauis

Description / Onuc

AJIBKOBOIO  00ONOHKOIO,

White oval film coated tablets with
breakline on -one side and plain on the
other side. / Bim Tabnerky, BKPHTI

POpMHM, 3 pHCKOIO HA opmOMY 6owi. i
{FI3AKOIO ITOBEPXHELO ~ 3 IHIIOTO

White or almost white oval film coated tablets
with breakline on one side and plain on the. other
iside, / Bini abo maibxe 6i TaOneTky, BKPUTI
[J1IBKOBOIO OBOJNIOHKOIO, OBANBLHOT PopMH, 3
PHCKOI0 Ha OIHOMY 001t 1 rafkoro moRepxX el —
3 IHILIOro

OBaIbHOT

Remarks: The product confirms to ahove specification
Upusiirea: [Tponyks sianosinae smmcsasuauenis cnenudikanii

Tested by / TecTyRrag: Document Checked by /
D Latha / Quality control — Team Member

o

Meniber

4

N.V, Krishna / Quality control - T

IlepeBipaK

¥
-

[Sign & Date / Migmac/Hara: 21-122003 Sign & Date / e/

ara: 21-12-2023 [Sign & Date / Timno/Tara: 21-135073

A%.Q.i

WLy Cfip 5/ _:ff':s, L/ lﬂ,‘_ )




Dr.Reddy’s €3¢

CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

o Php Crap 2 of 56

[Product: CIPROLET A, film coated tablets Nel0 (10x1)
poaywkr: HUTIPOJIET® A, Tabaerxs, BKPHTI IIIBKOBOO
afonoHkow Nel (10x1)

[ tablet contains: Ciprofloxacin hydrochloride equivalent to 500
mg of Ciprofloxacin and Tinidazole 600 mg

| Tabserka micTHTh: Bunpoduiokcanuny ringpoxaopuayy
Qepepaxysanni ua wHpopnokcannn 500 mr i ranirasony 600
M

Counfry of man ufactﬁrei‘-:. India
Kpaina-gupoGuuk: Iunig

Batch / Cepis Ne: B23 04088

Batch 'Q.;uantity / O6’em mapril: 57620 Packs f57620
YHAKOROIC

Analytical Report / Ananiruunnii 3sit Ne: 2002FP23002886

Date of Analysis / Hara gocnimsenns: 20-12-3023

Date of Manufacture / ata supobuuursa: 11/2023

Date of Expiry / Tepmin npagarnocri: 10/202¢6

Registration certificate / Pecerpauiiine nocsiguerns No:
UA/11851/41/01

Yalid till / Miiicue ao: unlimited / neoSmence i

Order of MOH No: Ne1345 from 15.12.2016 / Haxazs MO3 Ykpainu Ne1345 sip 15.12.2016

Size and type of the package / Po3mip Ta Tan nakyeanus:

10 tablets in blister labeled Ukrainian; 1 blister packaging in
a-carton with labeling in Ukrainian and English languages /
e 10 radaerox y Gaictepi 3 mapkysanaam YKpPa¥YHCbKOI0
MOBOKO; 10 1 GsticTepy B KapTOHNIN Kopobui 3-MApKYBAHUIM
YRPATICHKOIO Ta aHCNICLI0I0 MOBAMHE

[Name, address and numbers of the licenses of manufacture and
quality control / Halimeuysauns, agpeca Ta HOMeD JTiuer3it
BHPODHHMKA Ta KOHTPOIO SIKOCTI;

Dr. Reddy's Laboratories Ltd., FTO - I

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, No 63/RR/AP/20037 F/R

I-p Peaai’e Jla6oparopic Jita, 9T0O — H, Ainmsuanus No 42
43, 44p, 45p, 46p, 53, 54,83, c. Bauynani, Bauynasi Mawsan,
orpyr Meauan Mamwaiiripi - 500090, wrear Tems nrana, liyin,
UTigiersist N 63/RR/AP2003/F/1R

22

2. ldentification / Inentndikanis
a) Ciprofloxacin, Tinidazole (by
HPLC)/ LHNPOQIOKCALINH,

THHIa30 {(MeToa BEPX) BUMOraM

1oy Idestification by UV ..
[spectrometry (usiig an HPL.C L
Bystem with a photodiode matrix) /| 5%
lLrenTH}iKaWig MeTogom V- 2
CHIEXTPOMETPIT (RHKOPHCTOBYION / !
cuctemy BEPX 3 dgoroniognoio § #
MATPHLIEIO) ik

{Complies as prescribed / Bignosinae

Remarks; The product confirms to above specifications
1 Ipumitka: TlpoxykT signosinac BUILC3a3HAYEHIit cneimdixan]

Tested by / Tecrygas:
iD. Latha / Quality control — Team Member

L%/f

Member

Document Checked by / TTepenipit o
N.V. Krishna / Quality controf - S,

Tinidazole peaks in the chromatogram of the

psample preparation corresponds. to that of ‘the
standard preparation as obtained under assay / Yac

Y TPUMAaHHs [TiKiB UMNpodroKcaunHy i THHIZa3ony

|H& XpOMarorpamax BHIPOOYBAHOTD DPO3UMHY,
{OTPHMAHHX HPH KiJIbKICHOMY BH3HAUYEHHI, TTOBKHHH]

BIATOBIRATH yacy YFPUMaHHA BIQNOBIAHUX MHIKIB
HA XpOMaTorpaMax cCTaHBAPTHOTO PO3YHHY
b) The absorption spectra in the UV range of
Eiproﬂoxacin and tinidazole obtained by
hromatography of the test solution and the
reference standard solution should have absorption
Imaxima at the same wavelengths + 2 nm/ Cnextpy
NOIJIMHAHHA B V®=pmiana3soni LHTpOGIOKcalHY
T2 THHIAA30MY, OTPHMAHI IpH

frph”  rpu

j8) The retention times of the Ciprofloxacin and|

HPOBEHEHH]
XpomaTorpadii -BUTIPOGOBYBAHOTO po3vmMIy Ta

OOHAKOBHX

5z Sidbori Iva Ta Tocaya:
e R0t / Quality Assurance —

i,

Sign & Date / Mignme/ Hata: 21-12-3023

Sign & Date / -l'[ium—:cfjj[a'ra;.:..?,l -1'-‘2.-'2023

Sign & Date / I[Tinnuc/dara; 21-12-2023




TSN P T 9 *® CERTIFICATE OF QUALITY.
Dr. Reddy S Q.' CEPTU®IKAT SIKOCTI

LLaper Cropi 3ol /76

Product: CIPROLET A, film coated tablets Nol0 (10x]) Couwntry of manufacturer: India
[Iponyxt: BUITPOJET® A, Tabaerku, BRPUTI I BKOBOIO Kpatua-papoGuic: Tunis
jobononroro Nell (10x1)

I tablet contains: Ciprofloxacin hydrochloride equivalent to 500
|mg. of Ciprofloxacin and Tinidazole 600 mg

il Tabnerka MICTHTL; unnpodgaokcaguny. rigpoxsopuay y
fiepepaxyBansi Ha uunpopnokcaunn 500 mr i Tuninazony 600

Batch / Cepia Ne: B2304088 Batch Quantity./ O6’em maprii: 57620 Packs / 57620
- OAKOBOK o

[Analytical Report / Amanitianwuii ssiv Ne: 2002FP23002886 Date of Analysis / lata aocnimrenns: 20-12-2023
Date of Manufacture / {ara BupoOHuuTea: 11/2023 Date of Expiry / Tepmin npugarnoeti; 10/2026

Registration certificate / Peccrpauiiine nocsinuenns No: Valid till / Kiticae po: unlimited / neoGmenenni
UA/11851/01/01 L |

Order of MOH No: Ne1345 from 15.12.2016 / Haxaz MO3 Yrpainu Nel345 sin 15.12.2016

Size and type of the package / Poamip Ta Tan NAKYRAHUA: 10 tablets in blister labeled Ukrainiang 1 blister packaging in

a earton with labeling in Ukrainian and English languages /
1o 10 raduerok y Gaicrepi 3 Mapiyssuuam yicpaineb koo
Mooy no L 6aicrepy B kaprouuiit kopobiti 3 MapRYBAHIBIA
e e —__ |YEPEICLKOIO TR auraiicL K00 MOBAMII '
Name, address and numbers of the licenses of manufacture and |Dr. Reddy's Laboratories Ltd., FTO - 11

quality control / HalimenyBauns, anpeca Ta nomep JineHsiy Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
|BHPOOHHKS T2 KOHTPOJIIO HKOCTI: Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, No 63/RR/A P/2003/F/R

H-p Penpi’e Jlabopatopic Jita, ®TO — M, Ainbuuusn Ne 42,
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, bauynani M,
ORpYr Meauan Manakaiiripi - 500090, wtar Tenanrana, Ingis,)
_lJTiucuaiﬂ Ne 63/RR/AP/2003/F/R

3. [Chlorides / XJIOpRAN Complies as prescribed / Binmosigae A whiie cuicly precipitate is formed / ITosuuug
BHMOFaM | CIIOCTEPIFATHCS YTROPEHHS 3CiIOF0 6iNoTo ocagy |
4. |Titanium dioxide* / Turany Complies as prescribed / Binnosimae |Yellow tfo orange-red coloration is ohserved /
MOKCHI* BHMOTam (Crocrepiractica 3abapsnesns Bif JKOBTOTO Jio)
B | | | _OPAHMKEBO-HCPROHOTD KONbOPY
5. jAverage weight / Cepemts Maca 13227 mg / 1322.7 mr 1330.0 £5.0% (from 1263.5 mg to 1396,5 mg) /
| | N {1330.045.0% (Bin 1263.5 mr no 13965 MIr)
6. |Water / Bona 3.4 % wiw / 3.4% INot more than 7.0 % w/w / He 6irnnmie 7.0% m/m
7. {Uniformity of dosage units / Ciprofloxacin / upnpodnokcanue - 0.8 IAV: should be less or equal 15.0 / TpuitManesue
(ONHOPIEHICTS 1030BAHKY Tinidazole / Tutigazon : 1.7 {0 (AV) mae Syt mene abo nopisHiosaty)
OAHHHLD T — ‘ 150
8. [Dissolution / Posunuenus '
| a) Ciprofloxacin (calculated as y. a) Not less than 80% (Q) of the labeled amounit iy
HC17THsEN3 O3} / nunpoduioxcariug 30 minules-/ we menme 80% (Q) zaarieno)
(B MepepaxysaHyi Ha 7, KLTHKOCTE Briponoei 30 Xauny
[CiHisFN: ) 12

b) Tinidazole (calculated as
ngH];;NjO:;S)f THHi,ﬂ;ﬂBBJIy (B L 1 Ay |
{repepaxysanni va CgHi3N3048) ) % b) Not less than 80% (Q).ebthe labeled amoiiiit i
30 minutes { ne wme s B0% (Q) sassichol
i MBHATIN |

" Remarks: The product confirms to above specifications

| Hpumitka: [Iporyxr Bignosiaae suinesastaqeis crienudixarii

1Fested by / Tecrynas: Document Checked by / Tlepesip f‘
D. Latha / Quality control — Team Member [N,V Krishna / Quality control —

| g Member tg

'- Sign & Date / Hmnﬂcfl{am 2Iil~ 12-2023  [Sign & Date / I"['i.nnﬂcf,l[ma: 21-12-—2023 _ISi.gn & Date / ITignnc/dara: 21-12-2023

Fcri Im’a ra [Tocana:
wamy /[ Quality Assurance —




Product: CIPROLET A, film coated tablets Ne10 (10x1)

job0nonKkor0-Ne10 {10x1) |
|1 tablet contains: Ciprofloxacin hydrochloride equivalent to 500
|mg of Ciprofloxacin and Tinidazole 600 mg

|quality control / Haltmenyramnns, agpeca Ta Homep stiuensil
[BUPOOHHKE T KOHTPOAIO AKOCTI:

CERTIFICATE OF QUALITY

Dr.Reddy’s €3

CEPTUDI

KAT AKOCT!

Pogse / Crop, 4 06716

tipoaykt: HUITPOJIET® A, Tabierxku, BKPUTI UIIBKOBOIO

1 Tabnerxa micrurs: nunpodioKeauHHy riapoxiopuny y B
nepepaxyBasHi na munpodaokeamny 500 mr i Tunizazony 600
M

Country of ma nufacturer: India
Kpatua-supoduux: Ingin

Batch / Cepia Ne: B2304088

Batch Quantity / O6’em maprii: 57620 Packs / 57620
HAKOBOK

Analytical Report / AnaiTnunuit 38it Ne: 2002FP23002886

Date of Analysis / laTa pocaigxenns; 20-12-2023

Date of Manuflacture / lata supobunurna: 11/2023

Date of Expiry / Tepmin npagatHocti: 10/2026

Registration certificate / Peccrpaniiine nocsizyenns No:
UA/11851/01/01

Yalid till / Jificne no: unlimited / HeoBmencermii

Ovder of MOH No: Nel345 from 15,12.2016 / Hawas MO3 Yep:

1 Nel345 pijg 15.12.2016

Size and type of the package / Poamip Ta Tan NaKYBaHHs!

10 tablets in blister Iabeled Ukrainian; 1 blister packaging in|
a carton with labeling in Ukrainian and English languages / |
no 10 Tabnerok y Gaicrepi 3 maprysanHsm YKpaiichLrow
MOBOIO; 110 1 OicTepy- B XapTOHNIR KOPOGUi 3 MApKYBAHKHANM
YKpailchLKOI0 Ta AHMTIHCE K00 MOBAME

Name, address and numbers of‘t'l.l-é'licéh"ses of manufacture and

Dr. Reddy's Laboratories Ltd., FTO - I1

Survey No. 42p, 43, 44p, d5p, 46p, 53, 54- & 83, Bachupally
Village, Bachupally. Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/2003/F/R

JI-p Penni’c JlaGopaTepic JIta, ®TO — 11, Ninbuuns Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, c. bBauynaani, ba gynani Mawnjgan,

E]prr Meauan Manxkaiiripi - 500090, mrart Tenanraua, Innis,

inen3in Ne 63/RR/AP/2003/F/R

((eTanenniamizoBuit ananor) y.
b) Unknown highest impurity / #/hiom
HaiiOLtbIa HesifoMa fomimxa §f & &/
c) Total impurity (excluding &
Ethylene diamine analog ) / cym S\
NOMIIIOK (32 BHHITKOM LGN
_letrnenaiaMisoBoro ananory)

Assay / KinbKicHe BH3HAYCHHA
a) Ciprofloxacin (calculated as |
C17H18FN303) / nunpodinoxcannn| 491.2 mg/tab / 491.2 mr/ta6. a) from 4750 to- 525.0 mg/tablets fisin 475.0 5o
(B nepepaxysauHi ua 525.0 mr/Tat. |
C17H1sFN1O3)
b) Tinidazole (calculated as
CsH13N3048)/ trizazony (8 |
nepepaxysanti ua CeH3N3048) | 584.2 mig/tab /5842 wmr/tad b) from 570.0 to 630.0 mg/tabléts / eig 570.0 mo|
| . 1630.0 Mr/Ta6.
10. {Impurities / Homimku
2} Known (Ethylene diamine 0.06%. 1) Not more than 0,2% / "e 6ibiue 0.2%
analog) / Bizoma s

£ RN H A

:f}) ‘Not miore than 0.2% / ze 6insue 0.2%

"-c)' ‘Not more than 0.7% / He Ginsze 0.7%

" Remarks: The product confirms (0 above specificati'ons

Ilpumirka: [TpopykT Binnorinac prmesasHaueHi cnenudikanii

Tested by / Tecryban: Document Checked by /
[). Latha / Quality control — Team Member

o

Meimber

%

N.V. Krishna / Quality control — T

TTepesiphn 3

Sign & Date / Hignhc/ﬂaﬁ: 21-12-2023 Sign & Date / ITigmac/[]

arta: 21-12-2023 [Sign & Date / I'Ii,zmmc/ll{a*ra: 21-12-2023

[
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Dr.Reddy’s €3¢

CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Pages Crop Sof 246

{Product: CIPROLET A, film coated tablets Ne10 (10x1)
{Hponywr: QUIIPOJIET® A, Tabaericn, BRpuTI I1iBKOBOIO
olusouicoe Nel10 (10x1)

il tablet contains: Ciprofloxacin hydrochloride equivalent to 500
nig of Ciprofloxacin and Tinidazele 600 mg

|t rabaerka micTuth: unApodNOKeaUuHy FigpoxaopRay y
nepepaxyRadi Ha uanpodaokcannn 500 mr i Trninazony 600
ML

Country of manufacturer: India
Kpafaa-supoéunx: Ingis

Batch / Cepin Ne: B2304088

Batch Quantity / O6’em naprii: 57620 Packs 7 57620
’yllﬂKﬂBDK

Analytical Report / Ananitnuuuii 3sit Ne: 2002FP23002886

Dafe of Analysis / Jata gocaigaccuns 20~12i§023

Date of Manufacture / Havy supoGiniarrsa: 11/2023

Date of Expiry / Tepmin npugarnocri: 10/2026

Registration certificate / Peccrpaniiine nocpiguennsn No:
UA/11851/01/01

Valid till / Kiiicre ro: unlimited / neo6Mmence 1 aii

Order.of MOH No: Nel345 from 15.12.2016 / Haxas MO3 _Ykpa'l'llll'-ﬁé1345_ﬁin 15.12.2016

Size and type of the package / Poamip Ta Tun nakyBanua:

|2 carton with Iabeling in Ukrainian and English Ianguages /

|Moro10; o 1 Gaictepy B wapToHNil kopoGui 3 MapyBaausvM

16 tablets in blister labeled Ukrainian; 1 blister packaging in
no 10 Tabaerox y GricTepi 3 MapKyBauHAM YRpalHCLKOI0

YEpalHenKoio Ta aHrjiiics koo MonaMn

Name, address and numbers of the licenses of manufacture and
quality control / Haltmenysauus, appeca Ta HOMCD JTiNCHAIT
BHPOGHKKA Ta KOHTPOIIO AKOCTI:

Village, Bachupally Mandal, Medchal Malkajgiri District -

Wi-p Penai’c JIaopaTopic JIta, ®TO - IJ, Hursnuus Ne. 42;}'4_
143, 44p, 45p, 46p, 53, 54, 83, c. Bauynaui, bauymani Mangan,|

. Mlinewsia Ne 63/RR/AP/2003/F/R

Dr. Reddy's Laboratories Ltd., FTO - II
[Survey No. 42p, 43, 44p, 45p, 46p, 53, 34 & 83, Bachupally|

500090, Telangana State, India, Ne 63/RR/AP/2003/F/R

lokpyr Meguan Manxaiiripi - 500090, mraT Tenaurauna, huzia,

111, |Microbiological purity /
Mixpobioioriuna uncrora

a) Total aerobic microbial count
(TAMK)/ 3arajnnHa KinbkicTs
jaepoburx MikpoopranisMis

b} Total Combined yeasts/mold
count (TYMK)/ 3aransua
KiIBKICTh JPiRIKOBUX T4
IUTICHABHX IpHOiB

¢} Escherichia coli

Less than 100 CF Ulg/
{Menure mix 100 KYO/r

|Less than 10 CFU/g /
Mcume mix 10 KYO/r

Absentin 1 g/Bincytaiy 17

a} Not more than 1000 CFU/g / ue Gimpime 1000|
KYO/r

b) Not more than 100 CFU/g / e 6inbwe 100
K¥O/r

c).Absentin 1 g/ Biacyrniy 1 v

| Remarks: The product confirms to above specifications
Hpsmitea: Tpouykr Binnosinae sumesasnavenil cneuudixauii

l'ested by / Tecrynas: |
I3, Latha / Quality control — Team Member

A

Member

N.V. Kristina / Quality control — 8¢5

¥ocTti IM’s Ta ocaga:
Wamy / Quality Assurance —

MY

Sign & Date / Tlignuc/Tata: 21-12-2023

Sign & Date / immc/arta: 31-13-2023

Sign & Date / Hinnue/Mara: 21-12-2023




Dr.Reddy’s ‘:. CERTIFICATE OF QUALITY

|l tablet contains: Ciprofloxacin hydrochloride equivalent to 500
mg of Ciprofloxacin and Tinidazole 600 mg
|1 Tabneria micTaTh: uunpoduioxcaunny rigpoxaopuay y

CEPTU®IKAT SIKOCTI
e e _ i P G 6 0F P36
Product: CIPROLET A, film coated tablets No10 (10x1) Country of manufacturer: India -
|Dponyxr: HUIIPOJIET® A, tadaerkn, BKPHUTI HIBKOBOIO Kpaina-supotuux: Inpyis

obononkow Nel0 (10x1)

fepepaxysansi Ha uunpodaokeawun 500 mr i Tuninazony 600

Batch / Cepis Ne: B2304088 Batch Quantity / 06’ em rapriit 57620 Packs /57620

» | [YHaKoBoK N |
Analytical Report / Ananitnuuuii ssir Ne: 2002FP23002836 %ate of Analysis / {ata goenimskenna: 20-12-2003
Date of Manufacture / Iata snpoGuymursa; 11,2023 Datc of Expiry / Tepmin npeaarnoeris 10/2024
Registration certificate / PeecTpaniiine nocsiguenust Ne: Valid till / Miiicue no: unlimited / HeoOMekeH i
UA/11851/01/01

|Order of MOH No: .R'91345 from 15.12.2016 / Haxas MOS Yxpatuu Ne1345 gin 15.12.2016

1Size and type of the package / Po3mip Ta Tun naxysanus: 10 tablets in blister labeled Ukrainian; 1 blister packaging in

& carton with labeling in Ukrainian and English languages /
o 10 rabnerok y 6nicrepi 3 MADKYBAHHAM YKPaTHCLKOIO

MOBOI; nio-1 GaricTepy B KapTOHHIH KopOGI 3 MapRYBAHHGM
YRPaTHCHLKO10 Ta A IHCHKOI0 MOBAMY

| Name, address and nuﬁbéi‘s of the licenses of Iil.ﬁm'l.faétﬁre and Dr, Reddy's La boratories Ltd., FTQ - 11

quality control / Haiimenysanns, ajpeca Ta HoMep Niuensiy Survey No, 42p, 43, 4455, 45p, 46p, 53, 54 & 83, Bachupally

BHDOOHHKA T2 KOHTPONI0 AKOCTI: Village, Bachupally Mandal, Medchal Malkajgiri District -

500090, Tetangana State, India, Ne G3/RR/AP/2003/F/R
11-p Pegui’e Jagoparopic Jvn, ®TO — H, Ainsnans Ne 42p,)
13, 44p, 45p, 46p; 53, 54, 83, c. Bauynani, Bauynani Maugzad,
orpyr Mejuna Maaaiiript - 500090, urrat Teaumrama, I,

| Hpumitia; Nponykr BIINOBINAC BUIIS3a3HAYCH]}] Crieuvpikaiii . i A M
{Vested by / TecTysag: Document Checked by / ITepegip} N

Wlinensist No 63/RR/IAP/Z003/F/IR

* Titaniym dioxi_de-identiﬁcation.test.is_perfm-med only for validation batches / TeCT IACHTHdIKALIT THTaHY AIoKCHIyY
TIPOBBOJUTLCA THINE AN BaIi KA HEHEX cepill.

Declaration of certification: “I.hereby'certify' that the 'a'b'o've'-'infé'l*m'a'tion_is;'.authentic"a'nd' accurate. ‘This batch of product has be
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in fill compliance with the GM
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country
product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were review-

and found to be in compliance with GMP.”
Hexnapauis npp... epTHdiKaio: “Ilum zacsiguyro, uo BULICBUMKNIANEHA 1HGOpManis crpasxkns i Touya. Lis cepis nponyxry 6y

SHG I N TAKOBKY/MApKyBAHHA T4 Meperipky AKOCTI Ha BuLie 3rajlaHoMy cauTi (ax) y mosHiit Bignmorignoct
‘ N_YIATOPHOT Opramy i BifnmosigHo fo creuHdikauii, 110 MicTATECT B peecTpauiiioMy nocse / Topro:
¥ NOChE CienU@Ikanii NpOayKTY s goc LIDKYBaHHX MiKapchbKuX 3acobiB. HokymenTu no obpo6

SOEYRAHYTI T2 BCTAHOBNEHO Bignosiagicts GMP.”

Remarks: The product confirms to above specifications

1, Latha / Quality control — Team Member IN.V. Krishna / Quality control —

I é Member

Sign.& Date / Iinnwc/Mata: 21-12-2023 Sign & Date / Hi;ﬁnac/l(aﬁ*ﬁ: 21-—12—2023 Sign & Date / ITignuce/Nata: 21-12-2023




