r

CERTIFICATE OF QUALITY
CEPTU®DIKAT AKOCTMI

Dr.Reddy’s @3¢

Product: CIPROLET, film coated tablets, 500 mg, N 10
(10x1) in blister

Iponyxr: HHUNPONE L ®, TabaeTrn, BKDPHTI NAIBKOBOIO
ofoson koo, no S00Mr, No 10 (10x1) B Gaicrepi

Each film coated tablet contains: Ciprofloxacin
Hydrochloride equivalent to 500 mg of Ciprofloxacin

1 TaGaerica MicTuTe HuMpogAOKCannny rinpoxaepuay
\g—cainanen'moro 500 mr uunpoduIokcauHHy

Country of manufacturer: India
Kpatua-supobumic: Ingis

Page /Crop. 1 0f/35

Batch / Cepis No: B2301243

Batch Quantity / O6’em naprii: 77320 packs / 77320 YHaKoBoxK

Analytical Report / Avanituuani a8iT Ne: 2002FP23001042 |Date of Analysis / lata pocninmenns: 20-04-2023

Date of Manufacture ! Mara BUDOGHMUTBA: (03/2023

Date of Expiry / Tepmin npuaarrocri: 62/2026

Registration certificate / Peccrpauiiine noceizqenns No
UA/2034/02/02

Valid till / Ajitcunii go: unlimited / ueobmexennii

_
Order of MOH No: Nej 128 from 13,05.2020 / Hakaz MO3 Vipainu Ne

1128 Bia 13.05.2020

Size and type of the package / Posmip ta Tun MAKYBAHN!

10 tablets in blister; 1 blister packaging in a carton with
labeling in Ukrainian and English languages / no 10 TabieTox
¥ Gaicrepi; no 1 OaicTepy y nauni 3 MApPKYBANHAM

YKpaiHCR K010 Ta anriiichroro MOBaMH

and quality control / Hafimenysanns, azpeca Ta momep
Niuensii BHpoGHKKa Ta KOHTPOMNO AKOCTE:

Name, address and numbers of the licences of manufacture |Dr. Reddy's Laboratories Ltd.,, FTO- 11

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/2003/F/R

J-p Penai’c JlaBoparoepiec JItn, ®BTO - IL, Ainbuuna No 42p,

43, 44p, 45, 46p, 53, 54, 83, ¢. Bauynauni, bauynani Maupan,
oKkpyr Menuan Masucaiiripi - 500090, wrat Tenanrana, lnpia,

| Mlivensis Mo 63/RR/AP/2003/F/R

Ne Test / Teer

Result / PesyartaT

I. |Description / 3osmimnig BUIAAL

White, round, biconvex film coated tablets
bini, kpyrni nsoomykni TaBneTiu, BrpuTi

Specification / Coenungikauin
White or almost white, round, biconvex, film
coated tablets / Binoro abo matixe Ginoro

MIIBKOBOIG 0GOI0HKOW

KOALOPY, Kkpyral  gmoonykni Tabnetky,
BKPUTI NNIBKOBOIO 0GONOHKOIO

2. Identification / loentudikanis
a)by HPLC / BEPX

BUMOTaM#u

Complies as prescribed / Binnorizaelsolution obtained by assay should correspond

a)The rvetention time of the peak off
ciprofloxacin in the chromatogram of the resy

to the retention time of the peak in the|
chromatogram of the standard solution / Yag
YTPHMaHHA  Dika UHRpodRoKcaluuy  Ha
XpomaTtorpami  runpoGysaHoro - PO34KHHY,
OTPUMAaHIi 11in vac kinskicHoro BH3HAYCHHA,
TOBMHEH  BIANORIAATH  wacy  yTpumawus
BinnoeinHoro  mika  ma XpomMartorpami
CTaHNAPTHOTO PO3UMHY

Remarks: The product confirms to above specifications
Mpumirka: Npoaykt signopizae BALIE3AIHAYEHIH Cueundikali

Prepared by / TecTygag:
D. Latha / Quality Control-Team

Member \({’? _ Member )

Document Checked by / llepenipas:; 4
A.Susmitha/ Quality Control — Team :

Sign & Date / [lianue/ Hara: 15-05-2023 Sign & Date / [linnuc/Hara: 15-05-2023 %05

D arn (596 bip 48 /123 ﬁ"/




@+ CERTIFICATE OF QUALITY

CEPTU®DIKAT SIKOCTMI

Dr.Reddy’s Q_:.'

Page/Crop. 2 0f /35

ﬁoduct: C]PROLET, film coated tablets, 500 mg, N [(
(10x1) in blister

Mponyicr: HUHITPONET®, Tabneriu, BKPHTI DNIBKOBOIO
oBonoukoie, no 500mr, No 10 (10x1) B fmierepi

Each film coated tablet confains: Ciprofloxacin
Hydrochloride equivalent to 500 mg of Ciprofloxacin

1 Ta6nerica mictursn UHIPORhIoKCALHHY riapoxnopuny
exsiBanenTHoro 500 Mr uunpohaokcaunny

Country of manufacturer: India
Kpaina-supoduuk: Iugis

Batch / Cepin Ne: B2301243

Batch Quantity / O6’em naptii: 77320 packs / 77320 YNaKoBOK

Analytical Report / Ananitunnug 3BIT No: 2002FP2300 1042

Date of Analysis / Tata Aocaigmenun: 20-04-2023

Date of Manufacture / Rata supobuuurea;: 03/2023

Date of Expiry / Tepmin npMaatuocri: 02/2026

Registration certificate / Peccrpaniiine HocBiguenns Ne
UA/2034/02/02 :

Valid till / iiicunii no: unlimited / neoGmemenuii

|Order of MO M:

Ne1128 from 13.05.2020 / Hakais MO3 Yxpainn Nel 128 Big 13.05,2020

Size and type of the package / Pozmip ta Tun OAKYBaNUs;

10 tablets in blister; 1 blister packaging in a carton with
labeling in Ukrainian and English languages / no 10 radaerox
¥ bnierepi; mo 1 Baicrepy y nauui 3 MapKyBawHIM
YRPATHCLKO10 Ta anrifichKkoio MOBamMH

Name, address and numbers of the licences of manufacture
and quality control / Hafimenyranns, aapeca ra womep
Jiuenii Bupobuuia a KOHTPOJIIO AKkoCTi:

L_

Dr. Reddy's Laboratories Ltd.,, FTO - 17

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupaily,
Village, Bach upally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, M 63/RR/AP/2003/F/R

VI-p Peani’e JlaGopatopic JIta, ©TO - I, Ainsouus Ne 42p)
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynani, Bayynani Manaan,
OKpyr Menuan Maanraiiripi - 500090, witar Tenauraua, Ingis,

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

biby TLC/ TCX Complies

BrMoOramMu

cYChloride / Xnopuau
BUMOramu

as preseribed /  Bianosinaeltest solution should correspond intensity and

chromatogram  of  standard solution
Octosha cMmyra HA  XpoMmarorpami
BHAPOOYBaHOIo po3yUHy NOBHHHA
BiNNORizaTH 3a iHTeHcuBHiCTIO i
nonoernuam  (Rf)  ocHorHii CMy3i  nal
XpomaTorpami eTaHRapTHOrO PO3UMHY
Complies as  prescribed / Bianoeinaelc)Qualitative  reaction for chlorides (g

b)The main band in the chromatogram of the

position (Rf) to the main band in the

precipitate is formed with silver nitrate]
solution) / Sikicna peakuis Ha Xnoprau (3
POMHHOM  Hitpaty cpifna  yreopioeThes
ocan)

Remarks: The product confirms to above specifications

Mpumirica: Mpoaykr signosigac BHHIe3a3HaY eIt cneumdikayil

Prepared by / Tecrysan;
D, Latha / Quality Control-Team
Member

Document Checked by / [lepesipus:
A.Susmitha/ Quality Control — Team

\%/ = Member (;\9(

me and Position /
M5 Ta Tocapa:
Quality Assurance-

Sign & Date / Miznuc/Jfara:15-05-2023 | Sign & Date7 Minnuc/Rara: 15-05-202 R4S

_




CERTIFICATE OF QUALITY

CEPTU®DIKAT

AKCCTHI

Dr.Reddy’s €3¢

Page /Crop.30f/35

Product: CIPROLET, film coated tablets,
(10x1) in blister

Mpoaywer: UHITPOJIET®, TabnerKn, BRPUTI MIiBKOEDO
oGononkoew, no S00mr, No 10 (10x1) B 6nicrepi

Each film coated tablet contains: Ciprofiloxacin
Hydrochloride equivatent to 500 mg of Ciprofloxacin

1 TabieTka MicTuTn unnpoguiokcaunny rigpoxaopuay
EKBiBaseHTHOTO 500 Mr uHnpodrokcaunyy

S00 mp, MNe 10

Country of manufacturer; India
Kpaina-supotung: Inaig

Batch / Cepin Ne: B2301243

Bateh Quantity / 06%em naprii: 77320 packs / 77320 ynakosoxk

Analytical Report / Auanitaaimii ssir Ne- 2002FP23001042

Date of Analysis / lata nocnizscenns: 20-04-2023

Date of Manufacture / {ata BupofuuuTRa: 03/2023

Date of Expiry / Tepmin npuxarnocri: 02/2026

Registration certificate / PeceTpaniitne mocsinuenus M
UA/2034/02/02

Valid till / Qifiennii go: unlimited / HeoGmexennii

Order of MOH Ne: No1128 from 13.05,2020 / Hakas MO3 ¥

paitin Ne1128 ia 13.05.2020

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

10 tablets in blister; 1 blister packaging in a carton with

labeling in Ukrainian and English languages / no 10 tagnertox

y Gnicrepi; no 1 Gnicrepy y nauni 3 MADKYBAHHAM
KPATHCLKOIO T4 ANNTIHCLK00 MOBAMK

Name, address and numbers of the licences of manufacture
and quality control / Haitmenysannn, afipeca Ta HomMep
Ninensii BupoBunka Ta KOHTDON0 AKOCTI;

Dr. Reddy's Laboratories Ltd., FTQ - 1l

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 ‘& 83, Bachupally
Village, Bachupally Mandai, Medchal Malkajgiri Distriet -
500098, Telangana State, India, No 63/RR/AP/2003/F/R

U-p Peaai’e Jlaboparopic Jiva, ®TO ~ I, Ninsuuna Ne 42p),
43, 44p, 45p, 46p, 53, 54, 83, c. Bauynasi, Bauynaai Maunaan,

OKpyr Meauan Mamcaﬁri;)i - 500090, wrrat Teaanrana, Iugin,
Wlineusist Ne 63/RR/AP/2003/F/R
3. [Dissolution / Pozumnuens 101%, 101%, 101%, 99%, 99%. 101% Not less than 80% (Q) of the labeled amoun(j
(Calculated as / Po3paxosyeTnes wa of Ciprofloxacin  should dissolve in 30
CiaHisFN;03) minutes / He menwe 80% Q) sig
HOMIHANBHOTG  BMicTy uMnpodmokcaunny,
- NOBUHHA BUBITLHATHCS BHPoIoEXK 30 Xa,
4. |Uniformity of dosage units 1.1 AVZ]5.0
(By weight variation method) 7
Onropinnicrs aosorapux R TTIT
{po3paxyHkoBo-garornii MeTon)
5. |Assay 4942 mg/ 4942 yr At release / Ha momenT BUMYCKY:
Each tablet contains: Ciprofloxacin | 98.8% From 480.0 mg 10 520.0 mg (from 96.0% td
Hydrochloride equivalent to 104.0% of the labeled amount) / Bin 480.0
Ciprofloxacin / Kinoxicre Mrono 520.0 mr (siz 96.0% no 104.0% Biz|
BHIHAMCHHS KOXKHA TabneTka HOMIHARLHOT KiflbkOCTi)
MICTHT! nunpodnokcaunyy During  shelf-life / YIporosx  cTpoky)
FIAPOXNOPHA eKBIBAIEHTHO NPUAATHOCTI:
Lmnpotakecauiny (Calculated as / From 450.0 mg to 550.0 mg (from 90,0 % to
po3paxosyeTbes na Ci7H sFN;05) 110,0 % of the labeled amount) / Big 450.0
Mr o 550.0 mr (Bia 90.0% 1o 110.0% sin
HOMiHaTLHOT KinbKocTi)
6. |Average weight / Cepenns maca 6713 mg/ 671.3 mr 670.0 mg = 3.0% (from 6499 mg to 690.1
tadnerok mg) / 670.0 mr + 3.0% (Bix 6499 mr o
690.1 mr)
7. |Water / Bona 5.8% Not more than 8.0% / He bibie 8.0%
8. |Disintegration time / Posnaganim 01 Minute 37 sec / 0l xs, 37cek. N an 30 on 5 / He Gincine 30
Remarks: The product confirms to above specifications O E®
N pumiTka: TponykT sianorinae BhluesasHaueHiit cneundirawii i IC: N TH
Prepared by / TecTygas: Document Checked by / Tepegipus: Teo 0 IR M B me and Position /
D. Latha / Quality Control-Team A.Susmitha/ Quality Control — Team HE  Z34fPEAA! FEENIMCA 1a [Nocana:
Member &g ) Member ( 8% M&% { §Quality Assurance-
- A 228 e S/ Nun
Sign & Date / {lianne/fTara: 15-05-2023 Sign & Date / Minmic/Tata: 15-05-2023 2o b%;[%g. oY gfannc/Nata: 15-05-2023




CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTHUI

Dr.Reddy’s @3¢

Product: CIPROLET, film coated tablets,
(10x1} in blister

Itpoayier: HUNTPOJET®, TalJaeTKH, BRPHTI N1iRKOBOI0
050101 K010, N0 500Mmr, No 10 (10x1) B 6aicrepi

Each film coated tablet contains: Ciprofloxacin
Hydrochloride equivalent to 500 mg of Ciprofloxacin

l Tabnerra micTaTs unnpoduokcauuny rizpoxnopuny
CKBIBANEHTHOTO 500 Mr wanpodIoKcauny

500 mg, No 10

Page/Crop. 40f73 5
Country of manufacturer: India :
Kpaina-euposunx: Ingia

Bateh / Cepis No: B2301243

Batch Quantity / O6’em mapriic 77320 packs / 77320 YNAKOBOK

Analytical Report / Ananituunmii sair Ne: 2002FP23001042

Date of Analysis / 1ara aocaizmenns: 20-04-2023

Date of Manufacture / Jlara spobavuTea: (3/2023

Date of Expiry / Tepmin npuaatHocri; 02/2026

Registration certificate / PeecTpauiiine nocsinuenns Ne
UA/2034/02/02

Valid titl / Qisicanit ao: unlimited / HEODMEKeHU

Order of MOH No: Ne1128 from 13.05.2020 / Hakaz MO3 Y,

cpair Nel128 gix 13.05.2020

Size and fype of the package / Poamip ta Tun NaKyBaHus:

10 tablets in blister; 1 blister packaging in a carton with
labeling in Ukrainian and English languages / no 10 ta6nerox
¥ Baicrepi; no 1 Outicrepy y navui 3 MAPKYBATIHAM
YKPATHCLKOK TA AHCTIRCEK00 MOBAMH

Name, address and numbers of the licences of manufacture
and quality control / Haitmenysanus, anpeca Ta HoMep
AiUen3il BnpoGrnka Ta KOHTPONIO STK0CTi:

Dr. Reddy’s Laboratories Ltd., FTO- 1l -
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District
500090, Telangana State, India, Ne GI/RR/AP/2003/F/R
VI-p Peani’c JaGopartopic Jite, GTO - i1, dinsanna Ne 42p,
43, ddp, 45p, 46p, 53, 54, 83, ¢. Bauynani, bauynani Maugaa|
oKpyr Menuan Mankagiripi - 500090, wyrar Tenanrana, luais,

a)Ciprofloxacin Ethylenediamine 0.02%
analog (Impurity C) /

Uunpoduioxcanmn

erunenaiaMinosuti ananor

(MToMmiwka C) 0.06%
b)Highest Individual Impurity

/ Halibinbiua inausityansha noMitmga

¢)Total Impurities {Excluding Impurity

C)/ Cyma nominiok, (3a BUHATKOM 0.17%

nomiiuky C)

litensis Ne 63/RR/AP/2003/F/R
[ XB.
9. |Fluoroguinolonic acid / Less than 0.2% / Menwe i 0.2% Not more than 0,2% / He Sinpe 0.2%
DropxinonoHoEa KHCIoTA
10. Impurities / [Tomiluxn

ajNot more than 0.5% / He Sinbwe 0.5%

byNot more than 0.2% / He Ginsie 0.2%

c)Not more than 0.5% / He Sinsite 0.5%

. |Microbial Enumeration /
MikpoGionoriuna smctora

a) Total Aerobic Microbial count /
3araihma kinbkicrs aepoBuux
MiKkpoopranismis (TAMC)*

b) Total Combined yeasts and
Molds count / 3aransua Kinbkicrs
APBKIKOBUX TA NAICHABUX rpuGis
(TYMC)

KYO/r

Less than 10 CFU/
KYO/r

Less than 500 CFU/g / Menwe Hix 500

a) Not more than 500 CFU/g / He 6inbue
500 KYO/r

b) Not more than 50 CrU/g / He 6inbwe 50

Remarks: The product confirms o above
[pumitia: MpoayxT nianosinae suimesas

specifications

Hateuifi cneumdirauii

Prepared by / Tectysan;
D. Latha / Quality Control-Team

Member !‘-g- v&‘_ﬁ

Member

Docuiment Checked by / Ieperipus:
A.Susmitha/ Quality Control - Team ¢

k-

g / Menwe nix [Q[KYO/r
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3 [ ET ST H

o S H'»:.n; § &&me and Position /
i VAT
H % AR Alv g 12 MNocana;
S% : ¥ HQuality Assurance-
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Sign & Date / Tlinnue/Mara; 15-05-2023

Sign & Date / Tlinnue/Tara: 15-05-2023
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CERTIFICATE OF QUALITY

CEPTU®DIKAT GKOCTMI

Dr.Reddy’s Q::"

Page/Crop.50f /3%

Product: CIPROLET, film coated tablets,
(10x1) in blister

lpoaykt: UIHOPOJIET®, TABMETKY, BKPRTI NAIBKOROO
ofostonKow, no S00mr, Ne 10 (10x1) B Onicrepi

Each film coated tablet contains: Ciprofloxacin
Hydrochloride equivalent to 500 mg of Ciprofloxacin

1 TaGaeTra MicTuTs unnpodurokcauuHy rigpoxsopuny
eKBiBaneuTHore 500 My unnpodaokcaumny

500 mg, Ne 10

Country of manufacturer: India
Kpaina-supotnnk: Inain

Batch / Cepin Ne: B2301243

Batch Quantity / O6’em naprit: 77320 packs / 77320 ynaxosox

Analytical Report / AnajiTnunuii 3iT Ne: 2002FP23001042

Date of Analysis / Jata aocaipskenns: 20-04-2023

Date of Manufacture / lara BupobuuuTea: 03/2023

Date of Expiry / Tepmis npunathocti: 02/2026

Registration certificate / PeecTpaniiine nocsinuenns No
UA/2034/02/02

Valid till / Mdiitcamii a0: unlimited / HeoOMemenuii

Order of MOH Ne: Nol128 from 13.05.2020 / Hakas MO3 Yipainu Nol128 sia 13.05.2020

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

10 tablets in blister; 1 blister packaging in a carton with
labeling in Ukrainian and English languages / no 10 Ta6aerox
y GuticTepi; mo 1 6aicrepy y nasui 3 MAPKYBaHHIM
YKPATHCHLIOIO T4 aHNNIHCHEKO0 MoBaMu

Name, address and numbers of the ticences of manufacture
and quality control / Hafimenynanus, agpeca ta HOMED
JTilteH3ii BUpoBhuKa Ta KOHT[OJII0 HKOCTi;

Dr. Reddy's Laboratories Ltd., FTO - [1

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Me 63/RR/AP/2003/F/R
JI-p Penai’c JlaGopatopic JIta, ®TO — N, Jincavua Ne
43, 44p, 45p, 46p, 53, 54, 83, c. bauynani, Bavynanai Mannan,
Oxpyr Meauan Mankaiiripi - 500090, wrart Tenanrana, Inais,

42p,

¢) E. coli®

Absentin [ g / BigcyrHi

c) Should be absent in [ g / Mosunna
BiICYTHE B I T

*~ Jor persistent forms of bacteria / Qs cmidicux Dopm Garxmepid

Declaration of certification:
manufactured, including packaging/]
requirements of the local Regulatory
reviewed and found to be in compliance with GMP.»
Nexnapauis npo ceprudikani: «

“I hereby certify that the above information is auth
abelling and quality control at the above m
Authority and with the specifications in the
or product specification file for Investigational Medicinal Products,

linenzig No 63/RR/AP/2903/F/R

entic and accurate, This batch of product has been
entioned site(s) in full compliance with the GMP
Marketing Authorisation of the impotting country
The batch processing, packaging and analysis records were

Llum saceinuyto, uie BHuesninasena tHopMaLLin cnparkus i Toua, Ha cepis npoaykry Gyna
BKMIOUAIOYH ynakoBKY/MapKyBAHHA Ta Nepesipky skocti Ha BHLIE 3raganoMy ca
puvoramu GMP micueeoro Peryastopuol oprany i BiANORIAHO 10 criewmpikanil, wo micTAThCA
abo y nocse cneumtbikanii MPOZYKTY NS AOCNIIKYBaHUX Jikap
HEPErMANYTE Ta BCTAHORNEHO BIANORiANiCTL GMP.™

ATi {ax) y noewilt BianoginnocTi 3
B PEECTPALIHHOMY N0CHE [
CeKHX 3ac006i8. JlokymeHTH

Remarks: The product confirms to above specifications
Ipumirea: MpoaykrT siamosizac srnesaznaveni cneunpirauil

Prepared by / TecTynas:
D. Latha / Quality Control-Te?y
-

Member k Member

Document Checked by / Mepesipus: £
A.Susmitha/ Quality Control — Tean |

ame and Position /
[M'a Ta [Tocana;
Quality Assurance-

Sign & Date / Mianuc/Mara: 15-05-2023




