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PECilYliJIHKA KA3AXCT AH 
MHHUCTEPCTBO CEJILCKoro XO3.HHCTBA 

, ' 
nmo ealth 

HOfO KOHTpOJHI ff 
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2022r 

HHC 
no npnMeHeHHIO UOJIHBHTaMHHHOro BeTepunapnoro npenapaTa XnBHT llJIIOC 

JUI Jie'leHHSI n npo4>nJ1aKTHKH la6oJieBanuit, BbllBaHHblX Aecl>HUHTOM BHTaMHH0B y 
~ 6 V 

acpynuoro poraToro cKoTa, yusoJios, Jiowaneit, oseu u K0J. 

(OpraHH3aum1-pa3pa60T11HK : Zenex Animal Health India Private Limited, Zydus 
Corporate Park; Scheme no; 63; Survey no.536; Khoraj (Gandhinagar); NR; Vaishnodevi 

circle, SG Highway, Ahmedabad- 382 481. Hmurn.) 

f Jl383 1 «O6IQHe D0JI0iKeHHSI» 
I.Toprosoe HaHMeHoBaHHe neKapcTBeHHoro rrperrapaTa: XHBHT Ilmoc (Hivit Plus). 
BuelllHHH BH.U. rrpo3patrnblii KpaCH0BaT0-)I<eITThIM UBeTHOii paCTB0p. 
B C0CTaB 1 MJI npenapaTa BX0)VIT .ueiiCTBYIOIUHe semecTBa: BHTaMHH A 1000 ME, 

BHTiiMHH D3 500 ME, HHaUHHaMH.U 10 Mr, THaMHHa rH.upoxnopH.U 10 Mr, IlHpH.U0KCHHa 
fH.llP0XJI0pH.U 5 Mf, pH6oq>naBHH <poc<paT HaTPIDI 5 Mr, UHaHOK06anaMHH 10 MKf, D­
DHOTHH 10 MKr, D-IlaHTeHon 1 Mr, xonHHa xnopH.U 5 Mr, BHTaMHH E 5 Mr, KHCJihIH cpoccpar 
uarpm1 10 Mr, H scnoMoraTeJihHbie semecrsa: M0H0THornttuepon 0,5 Mr, nponHnrannaT 0,2 
Mr, TH0M0tJeBHHa 0,2 Mr, 6eH3HJIOBbIH CITHPT 14,8 Mr, TBHH 80 50 Mr, nponHJieHrJIHK0Jib 50 
Mr, ;nmarpHH 3~TA 1,0 Mr u ao.ua .llIDI HH1>eKUHii .no 1 MJI. 

2. <l>opMa BbirrycKa npenapara: pacraop .UJI.Sl HHoeKUHH. 
3. Ha JTHKeTKe KIDK,UOH e.[{HHHQbl cpaCOBKl1 Ha Ka3aXCK0M 11 pyccK0M j{JbIKax 

npe,ncraBJieua cne.uyiomrui: HHcpopMauug: Toprosoe HaHMeHoaaHHe BeTepHttapttoro 
npenapara; MexmyHapo.uuoe uenaTeHTosauuoe HaHMeHoBaHHe; neKapcTBeHHajl cpopMa; 
,l.l03HpOBKa aKTHBHOH 4>apMaueBTHtieCKOit cy6cTaHUHH; K0J1HtieCTB0 BeTepHHapHoro 
npenapara B ynaKOBKe; rryTI, aae,neumI; HaHMeuoeaHHe HnH noroTHn npaaoo6Jia,naTeJijl 
pemcrpaunoHHoro y,nocroaepeHWI aerepuHapuoro npenapaTa; H0Mep cep1111; .uaTa 
Hcteqeuu cpoKa ro,nHoCTH ("ro,neH ,no ... "). 

Ha BTOpff11Hon ynaICOBKe (KapTOHHruI Kopo6Ka) BeTepHHapHoro npenapaTa Ha 
KalaxCKOM H pyccKOM Jl3YIC8X YKa3YBaeTCJI cne,ny10mru1 HHq>OpMaum1: T0proBoe 
BlHMeHoBaHHe BeTepBHapHoro npenapaTa; MC)K.ll)'Hapo.uttoe HenaTeHT0BaHH0e 
BllfMeHoBaHue; H8HMCHOBaitim ~na,naTeJIJI pemcTpaQH0HH0ro y .[(0CT0BepeHHH H 
OJ)oH3BO.ztHTeJIJI BeTepmiapaoro di :ra; a,npec npasoo6na.uarenjl perHcTpauttoHttoro 
YJ.tOCToBepeHHJ1 H 111ml apeoro napaTa; neKapcTBeHHaH cpopMa; 
AOlHpOBKa aKTHBR py6 KOJIHtJeCTB0 BeTepttHapHoro 
npenapaTa B ynaxo oro npenapaTa; HOMep cepun; 
Aata npoH3ao.zxcma· ,no ... 11); ycnosttH xpatteHIDI 
II ' n npu Heo6xo,lUBii eHHj[; YCJI0BIDI 0TrrycKa; 

PeAYnpenU"ll'Am'"·" apHoro npHMeHeHIDJ»· 
PeruCTJ>&IUlo ' 
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4. BbinycKaIOT XHBHT Ilmoc 8 CTeKJHIHHbIX cpnaKoHax JIHTapttoro uscTa (USP Typc­

JII) no 100 ~JI. <l>naK~Hbl 3aey~opeHbl cepoif 6yTHJIKayt.zyKOBOH rrpo6KOH 20 MM M 
aJ}JOMl1tHiCB0H OTpbIBHOH KpblllIKOH 20 MM. Ka}K,LI.hIH q>JiaKOH yrraKOBbIBalOT B KapTOHH)'lO 

iopo6KY· V 

BeTepHHapHbHf npcrrapaT xpaHHTCR B TIJIOTHO 3aKphITOM ynaKOBKC B cyxo.M, 

:3aUlJHUeHHOM OT CBeTa MeCTe OT,LI.eJibHO OT TIHI.IJ;J,I H KOpMOB npH TeMneparype OT 5°C ,no 
300c. CpoK ro,UHOCTH JieKapCTBeHHOro npenapaTa rrpH co6n10.n.eHHH ycJIOBHM xpaHeHHJI: 18 
~ec.s1ueB c ,uaTbl npoH3B0,l(CTBa. . 

He 11cnOJib30BaTb rrperrapaT fIOCJie HCTeqeHHJI cpoKa fO,UHOCTH. TTpenapaT cne.uyeT 

xpatnffb B MeCTaX, He,UOCTYTIHbIX ,LI.JI.SI .n.eTeH. BeTepHHapHbIH nperrapaT XHBHT IlJIIOC 
JIBJl.ffeTCH HeonacHblM ,l(JI.SI TJ)aHcnopTHpOBKH. TpaHcrropTHpyeTC.SI rrperrapaT BCeMH BH,UaMH 
JCPblTOfO TpaHcnopTa: aBTOM06HJibHbIM, )l(eJie3HO,UOp0)1(HbIM, MOpCKHM H 

as»aTPaHCilpOpTOM, corJiaCHO rrpaBHJI nepeB03KH rpy30B, .n.eHCTBYlOIUHMH Ha Ka)K,LI.OM H3 
yKa3aHHbIX BH,Ll.0B TJ)aHCTIOpTa. 

5.YHHqTO)KeHHe 6paKOBaHHOro HJIH HeHCTIOJib30BaHHOro BeTepHHapHoro npenapaTa 

BbITIOJIWleTC.SI B COOTBeTCTBHH C Oq>HU.HaJibHbIMH cpe.n.epaJibHbIMH, rocy .n.apCTBeHHbIMH HJIH 
MeCTHhlMH npoue.uypaMH. 

f JI a Ba 2 «IIopui:.oK npnMeueuuu BeTepuuapuoro npenapaTa». 
1. no.n.roTOBHTeJibHbie npoue.n.ypbl nepe.n. HCJ10Jlb30BaHHeM BeTepHHapHoro 

npenapaTa, BKJIIOqag: 

I1pHMeHJITblHCTIOJib30BaTb npenapaT ,l(JIJI JieqeHI151 ueJieBbIX BH,UOB )I(HBOTHbIX 

HMelOT npaao KBaJIHq>HUHpOBaHHbie BeTepHHapHbie cneu;HaJIHCTbI; 

-npoue.n.ypy rrpe,neap11TeJibHoro KJIHH11qecKoro o6cne,nosaHHJI 
)KHBOTHOro/norOJIOBbJI )KHBOTHhIX C ueJihlO IIOCTaHOBKH ,LI.HarH03a Ha Hai'111lJHe 
rHilOBHTaMHH030B npOBO,L(JIT KOMilJieKCHO C yqeroM aHaMHe3a, KJIHHHqecKHx rrpH3HaKOB H 

pe3yJILTaTOB na6opaTopHOfO HCCJie,noBaHHJI KpOBH; 

- nopg,noK no,nrOTOBKH HHCT))yMeHTOB ,nng npHMeHeHHH BeTepHHapHoro rrpenapaTa 
(HO>KHHUbl, MHoropa30Bble mnpH:QLI, eeTepHHapHLie HrJihl H ,npyrwe HHCTpyMeHTbI), 
0CHOBLIBaeTC51 Ha o6menpHH51ThlX cnoco6ax HX CTepHJIH3aU.HH (B noJieBhIX ycJIOBHHX 

CTepHJIH3aung npOBO,UHTC~ B ,ne3HHtj>eKUHOHHOM KHilBTHJihHHKe B ,LI.HCTHnJIHpOBaHHOH 
BO,ne. B na6opaTopHbIX ycnOBIDIX HHCT))yMeHTLI no.n.aepraIOT o6pa6oTKe napoM 
(aBTOKJiaanposaHHe) HITH npOKaJIHBaHHIO B cyxoiKapoBOM IIIKacpy). 

- nepe,ll np11MeHeH11eM seTep11HapHoro npenapaTa cne.n.yeT TIUaTeJibHO oq11cTHTb 
Mee-to ero BBe,lleHHJI, npoH3BeCTH BldCTpHI' mepcTH H o6pa6oTaTb MeCTO HH'beKU.HH 70% 
3THJIOBLIM CilHpTOM H BBO,llKI'I, npenapaT CJICJlYeT c co6mo,neHHeM TJ)e6yeMbIX YCJIOBHH 
aceOTHKH H aHTHceDTHICH. 

- nop~JlOK DO.l(I'OTOBICH )l(HBO'I'BlalX n-BBe,neHHeM npenapaTa 3aKJI10qaeTCSI B TOM, 
1ITO H3 qHcna 6oJI:&HLIX XCHBOTJl¥X OT,llen:&HaJI rpynna, KOTopaR B TeqeHHe 
Bcero nepuo,lla neqeHIIJI :&HOM Q&¥eiueH1111, 06ecrreq11BaeTcH 
kOpM OM H IlHT:&eBol B 

2. npoQeeypw 

IlpenapaT eeo 
npenapaT cne.zo,er 11 

~03LI H cnoco6 

:~ >kHBOTHLJX 

Oa naLiii raTLIA c 
~l:al 8 IC03b1: 



r r I SAdmln Office: Zydus Corporate Park, Scheme No 63 ~~ 
urvcyC~oj 53

8
6, Kho~aj (Gandhinagar), Nr. Vaishnode~ ... • • 

ire e, • G. Highway, Ahmedabad 382 481 India 1111" A 
Phone: +91•79-71800000, +91-79-48040000 

Animal Health 

3 noKaJaHHHMH ,AJUI IlpHMeHeHHH IlOJIHBHTaMHHHOro BeTepwttapttoro npenapaTa 
lfl'. f1JIIOC, Ha OC~OBe BHTaMMH0.!3 A, ,ll, E M rpyIIIlbI B .SIBJI.SleTC.SI HaJIHqHe y KpynHOfO 

Xli
13 oro cKora, 5y1-rnonos, JIOllla.u.cH, oscu. H K03 3a6oncBaHHH BbI3BaHHhIX ,uccpHUHTOM 
rar (6 ' po a3a1JJ-lblX BH)lOB BHTaMHHOB ~CIIJIOL(He, 3a,nep)KKa nnaueHThI; MOJioqHa.SI JIHXOpa,nKa, 

yi C 3a.uepiKKa pocTa, atteMIDI, o6mrui CJia60CTh IlOCJIC attT116aKTCpHaJibHO.H TCpanHH; 
~;eallC qJyHKUIUI neqeau U noqeK H penponyKTHBHhIX qlyHKUl!li lKIIBOTHhIX 11,up.); 
11aP 4. Co,uepiKaHHe H HCilOJib30BaHHe )KHBOTHbIX, BKJIIOqa51 nep110;::i; )];0 cne.uy10mew 
o6pa6oTKH )l(HBOTHblX6 .npyr~MH BeTepHHapHblMH npenapaTaMH, npoBO)];.SITC.SI Ha OCHOBe 
06lllenp1nUITblX Tpe OBaHHH, xapaKTepttbIX IIOCJie np11MeHeHH.SI IlOJIHBHTaMHHHOfO 

enapara; 
np 5. B pe,uKHX cnyqa.Six nocne yrroTpe6neHHSI 3Toro nperrapaTa MoryT B03HMKH)'Th 
atta$unaKTHqeCKHe peaKUHH. He cne.nyeT npHMeH.SITb )KlfBOTHbIM C IlOBbIII.IeHHOH 
qyecTBHTenbHOCTblO K HHrpe,nHeHTaM rrperrapaTa; 

6. Bo 1n6eiKaHHe B03M0)1(HbIX OCJIO)KHeHHH, CB.SI38HHbIX C np11MeHeH11eM 
serep1rnapHOfO nperrapaTa, Heo6XOL(HMO HeyKOCHHTCJibHO cne;::i;oaaTh yKa3aHHSIM, 
uMeJOIUHMC.SI B HHCT})YKUHH no npHMeHeHHIO; 

7. M.Sico 11 MOJIOKO )l(HBOTHbIX, KOTOpbIM npMMeH.SIJIH ;::i;aHHbIH npenapaT, MO)l(HO 
ucnonb3oBaTh B n11meBhIX uen.Six 6e3 orpaHHqett11ii. 

8. Tiocne 11cnonhJOBaHHR nperrapara ocpopMn.Sierc.SI aKr c no;::i;po6tthIM on11catt11eM 
scex :nanoB BbIIIOJIHeHHhlX pa6oT. AKT 3aBep.SieTC.SI neqaThIO 11 no;::i;nHCbIBaeTCSI BCeMH 
serepHHapHbIMH crreuHarrHCTaMH, rrpHHHMaBllIHX yqacTHe B JieqeHHH )KHBOTHbIX. 
QrqeTHOCTb IIO rrpHMeHeHHJO BeTepHHapHoro rrperrapara rrpe;::i;ocTaBJISieTC.SI B COOTBeTCTBHH 
C rpe6oaaHIDIMH MeCTHblX 3aKOHO,AaTeJibHbIX aKTOB B o6JiaCTH BeTepHHapHH. 

9. HaHMenonan11e, a,llpec opraHH3aUHH, npHHHMa1omeH npeTeII31n1 OT rro'Ipe60Ten51: 
Zenex Animal Health India Private Limited, Zydus Corporate Park, Scheme No.63, Survey 
No. 536, Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Sarkhej - Gandhinagar Highway, 
Ahmedabad- 382481, HH.AIDI 
10. 11HCTpYKUIDI pa3pa60Tatta: Zenex Animal Health India Private Limited, Zydus 
Corporate Park, Scheme no. 63, Survey no.536, Khoraj (Gandhinagar), NR. Vaishnodevi 
circle, SG Highway, Ahmedabad- 382 481, HH.llIDI. 
11. HaHMeHOBaHHe H a,npec npOH3B0,ACTBCHHbIX IIJIOlllMOK npOH3B0,UHTeJISI BeTepHHapHoro 
npenapara: Zenex Animal Health India Private Limited, Plot No.70/1, GIDC Estate, 
Kansari - 3 88630, Khambhat, Dist. Anand, Gujarat, Mu,nm1. 
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~JJllE no 1iE30~CHOCTH IIH~EBLIX IlPO,lJ;YKTOB H JIEKAPCTBEHHl>IX 
yfll' cTB, rEHEPAJll,HLIB )];HPEKTOPAT ME)UW;IrncKoro 3,l(PABOOXPAHEHIDI H 
C~ococTO}IIIIDI CEMhll, CAXACTP A)U(Ap A-POY)]., )].EXP A,!J.YH, YTT AP AKXAH)]. 

~ 
. 2611/Drug/91/2020/ 4918 rr . 19 2022 .., JI No.. C ffi ~aTa. anpeJJH 

cPll11 epTH'l'HKaT Ha,[(JJeiKaI.Qeii npOH3B0.Z.CTBeuuoii npaKTHKH 
,.. icaT No: .: 26/1/Drug/91/2020/ 4918 

Cepflhr11 ~ 
saHHH cosMeCTHOM MHCileKU.MM, npose.n.eHHOH 12-04-2022 Mbl 00)].TBep)K)l.aeM 4TO yYaCTOK c1a 0cHO th ' , , 

fl a3aHHblH B HacTOHlll,eM cepTH....,~MKaTe, COOTBeTCTByeT Ha)l.Jle)l(aUJ,ew npOH3B0)].CTBeHHOH npaKTHKe )].JI~ 

y¥. seHHblX cpopM, KaTeropHM M BM)l.OB .n.esneJibHOCTM, nepe1,mcneHHblX B Ta6m1ue 1 . 
Jle'l.3pcr eoosaeue u A.z.pec yqacTKa: 

1- ll~M ex Animal Health India Private Limited ( 

Mfs.J{oe;l/1, Sector-6B, IIE, SIDCUL, 
Pit H;aap _ 249403 YTTapaKXaH.n. (MH,l{.IDI) 
; ~oMeP JIHUeH3HH npOHJBO.Z.HTeJJH: 

Form 25- 30/UA/2016 
Form 28-31/UAISC/P-2016 
3-Ta6JIHU8 1: 

JleKa cTeeuuae Ma (LI) 
BeTe H KI.J.M 

,z:t:eeTeJibHOCTb H 

M TT 0113B0)].CTBO 

TT OM3BO)l.CTBO 

)l{H,D.KHe O aJlbHbJe He 6eTa naK M TT OM3B0)].CTBO 

c M n 0113so.n.cTso 

OrBeTCTBeHHOCTb 3a Kal.feCTBO OT)l.eJibHblX cepMH cpapMau.eBTHl.feCKOH npOJl.YKUHM, npoH3BO.QHMOH B 

paMKax JToro npouecca, Jie)KMT Ha npoM3BO.ll.MTene. 

3ToT cepn1q>MKaT OCTaeTCSI J].eHCTBHTeJlbHblM .n.o 18-04-2025 ro.n.a, .no HCTetJ:eHIDI cpoKa ,neHCTBH~, 

ecJIH BH,l),bl .n.eBTeJlbHOCTM WHJIM KaTeropHH, cepTMcpHU.HpoeaHHbie HaCTOBI..U.HM ,lJ.OKyMeHTOM, 6y JJ.YT 

H3MeHeHbl HRH eCJIM yl.faCTOK 60J1bWe He Cl.fMT8eTCSI COOTBeTCTBYIOW.MM TPe6osaHH~M GMP. 
<l>HpMa npM.n.ep)KHBaeTCSI Ha.Jl)le)Kameif npOH3BO)l.CTBeHHOH npaKTMKM B COOTBeTCTBHH C 

pyKoBO.D)IIUHMH npMHU.HnaMH TRS BceMHpHOH opraHM3au1irn 3,npaeooxpaHeHM~ (B03) np11 npo113so.ncTee M 

HCnhITaHHH YKalaHHblX KareropHH npoJJ.YKTOB H H3,lleJ1HH, B OTHOllleHHH KOTOpblX 6hlnH S.bl,naHbl 

cepTHlf>HICan,1 Ha q>apMaJ..teBTHlfeCKHe npOJJ.YKTbl. 

AApec cep-rHq>HUHpyiomero opraHa: 

YnpaBJ1eHHe no 6e1onaCHOCTH TIHU{eBhfX npoJJYKTOB H neKapCTBeHHblX cpe,nCTB. 

r Jl3BHOe ynpaBJieHHe MeJJ.HUHHCKoro 3.ZJ.OpOBbJI H 6naronOJJY1fH.SI ceMbM, 

yn.CaxacTpa,nxapa, .z:texpa.nyH (YTrapaKXaH.ZJ.) Hll):UUI. 
liMJI H .ll.On>KHOCTI, OTBeTCTBeHHOro JJHua: 

f-H XeMairr CHHrx Hern 
YnpaBJieHue no JIHQeH3HpOBaHHIO H KOHTpOJIIO 3a JJeKS.pCTBeHHblMH cpeJlCTB8MH 
Ynapa~. 
Email: drugcontroluk@mnail.com 
Ten.No. NA 

.2021 
gh Negi 
38 nercapcTBOIIRWMH cpeACTBaMH (npoH38) 
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Ko..,mttT Betep11Hap11oro IWlflll<':tll II ua.:nopa 
M1tHll~TL•f'l•'n1.a Cf''ll.n,nro ,1h11iic1R.'\ P.-,~nyii 1111, 11 Kn·uixr-rau 

P~1 ucTpnm101111oe ~'JIOCTOscpcuue Al PK-Bfi-4-4060-19 ---

81.uiuro 11acT1.~nucc ~.1oc1oncpc1 11-~~adil:I llcaltbcarc Limited>•• H11.1m1 
- - - -- -

lll 

B 1\)'l, •rro npemipnr. Mp:-.10 blC .J00.1111,;H 8 COO'TiSC!Clll'lll.: I Ir· 1m.1ilMII npoBUCllll!I 

T1>cy;tapcnie1111o{i pctllClfl: 1·. 11 ~· 1 Ill , ..... , •II 'truk. r p IOBl,l.t !toooUOI.: 

X111sH·r~ 0.uoc (Hivit11 Plus) 

r ., .. npcnapaT ... ~HOBe BHTHIIIIIOB AH !}J.11.11• JIC11('1111A 

N 11potu;1a1CTHICN -1a60.1eaaHHH.BW1"""~ ~•J actJp.u,1TO:\I - --

Opouuw.,u~c.,-1, _ t<C~dila Healthcare Limit~»,Jlum_1H ______ _ 

3Jper1tcrympo~:1H .I! Pci:-uy6:1mcc J( JaXCT!IH 'h'\ ,"t. - PK-!Jn~-406_0-_1_9 ___ _ 

or<{ 09 .> --~t~ttnfip• :!O l~o:1a, ,'lo ~:09.202_4 ___ _ 
,. ,. I 

crc.11 o6ir,.·nc:n,cr OM no 1:rny::i:c 

T. K■6Jl)'~1■BOB 
"'• UI 'l~IIIO ( llj'\11 11;!.1\1'11111)) 
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