
CERTIFICATE OF ANALYSIS 
CEPTII «l>IIKA T AHAJIIl3A 

Product: Cetrine film coated tablets, 10 mg 
ITpOilYKT: Ue-rp1rn® rn6JJeTK11, noKpb!Tbre rrneH04HOH o6oJJ04Koi1:, 10 Mr 

Market / PLrnoic : Russia/ Pocc11.11 

Batch No./ 
B2503482 

Batch Quantity / 955 KG I 955 Kr 
CepnH N2 

: 
Pa1Mep cepnn 

: 

Analytical Report No./ 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AHaJIHTH'lec,rnu OT'leT N2 .Ll:aTa aHaJIHJa 
Date of Manufacture / 

10-11-2025 
Date of Expiry / 

31-10-2028 
j(aTa DPOH3B0)lCTBa 

: 
ro)leH JlO 

: 

Mfg. License No./ 
MA number:/ 

ITpOH3B0JlCTBeHHaH : 63/RRIAP/96/FIR 
HoMep PY 

: JIIT-N2(005456)-(Pf-RU) 

JIHUeHJHH N2 
Analysis performed according ND:/ AHaJIHJ npoBe)leH no Hj(: JIIT-N2(005456)-(Pr-RU)-150524 
Labeling and artworks aooroved: / MapicuposKa u MaKeTLI YTBep,KJteHLI: 17.02.2025 

2 

Test/ IToKaJaTeJIL 
Description/ OnucaHne 

LC/ B3)KX 

1Remarks : The Product confirms to ND/ 

I Result/ Pe1yJ1LTaTLI 
White coloured, round, biconvex film 
coated tablet with a breakline on one 

Specification / HopMa 
White or off white coloured, round, biconvex 
film coated tablet with a breakline on one 

side. White core on cross section. I side. White to off-white core on cross section. 
Kpyrnbre .UBOllKOBblTTYKJlble Ta6JJeTKl1, 
noKpblTble nJJeH04HOH o6oJJ04KOH 
~e.noro UBeTa, C pHCKOM Ha OJJ,HOM 

cTopoHe. Ha nonepe4HOM pa1pe3e -
Hapo 6eJJoro use-ra. 

I Kpyrnb1e .UBOllKOBbmyKJJbie Ta6JJeTKl1, 
noKpblTble nJJeH04HOH o60JJO'IKOH 6eJJoro 
HJIH 1104'1'H 01:!JIOl'O UHl:!'l'a, t; (Jl1L:IWA Ha UJ.(HUA 

CTOpOHe. Ha nonepe4HOM pa3pe3e ll.UPO OT 
6eJJoro .uo no4Tl1 6eJJoro useTa. 

!The retention time of the main peak in thdThe retention time of the main peak in the 
chromatogram of test solution complYjChromatogram of test solution should comply 

1with the retention time of the main pea with the retention time of the main peak in the 
'in the chromatogram of Cetirizin chromatogram of Cetirizine Hydrochloride 
iHydrochloride reference tandardlreference standard solution (section "Assay"). / 
!solution. I BpeM$1 y.uep)Irnsatt11ll ocHOBHoro nHKa Ha 

peMJI y.uep)K11BaHHll 0CH0BH0rO n11Ka H xpoMaTorpaMMe 11CTTblTyeMoro pacTBopa 
xpoMaTorpaMMe HCTTbITyeMOro pacTBopJJlO!DKHO COOTBeTCTBOBaTb speMeH11 
COOTBeTCTByeT speMeH11 y.uep)K!1BaH1-1~yn.ep)l{HBaHHll OCHOBHOfO n11Ka Ha 

1
octtosHoro . n11Ka Ha xpoMaTorpaMMdxpoMaTorpaMMe cTaH,uapTHoro pacTsopa 
ICTaHD,aprnoro pacTBopa ueTHpH3HH _ue-rnpH311Ha rn.upoxJ1op11.ua (pa3,ueJJ 
( 11.apoxnopHD.a. :«KOJTH4eCTBCHHoe onpe.ueJ1eH11e»). 

Conclusion : APPROVED I 
ITpuMe'laHue: ITpo.uyKT CO0TBeTCTByeT Tpe6oBaHl1$1M H,ll laKJIIO'lenue: OjlO6PEHO 

Prepared by/ Checked by/ ITpoeepe1-10: Checked by (AQA) / Approved by: Quality 
ITo.aroTosne110: D. Latha- Quality control- ITpoeepeHO (AOK): Assurance/ Authorized person I 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality O.uo6peHo: O6ecne4CHHe 
control-Team Member w- A ·surance- Team Member Ka4eCTBa/0rseTCTBeHHOe JJHUO: 

~ ~ 
P. Rama Rao- Quality Assurance- Team 
Member -~ 

I Date /)lam: ~D-t),.--l.-81-1 ]-oate /)larn: ~ 'il.-f /A.Pvr-1 Date /,llarn: 1o-\ 1 r1{)1,,,-( lnate /LlaTa: >0 ~1, ,...1..0~ I 



' •·· • Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII«l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
TTpo,llyKT: U:eTpHH® Ta6J1eTKH, noKpb!Tbie TIJleH04HOH o60J104KOH, 10 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
B2503482 

Batch Quantity / 
955 KG I 955 Kr 

CepuH .N"! 
: 

PaJMep cepuu 
: 

Analytical Report No./ 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AnaJJHTH'leCKH.U OT'leT .N"! .LJ:aTa anaJJHJa 

Date of ~anufacture / 
: 10-11-2025 

Date of Expiry / 
: 31-10-2028 

llaTa npoHJBOtlCTBa ro,lleH ,llO 

Mfg. License No. / 
MA number:/ 

TT pOH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JITI-.NQ(005456)-(Pf-RU) 

JJHUeHJHH .N"! 
Analysis performed according ND:/ AnaJJHJ npose,lleH no H.LJ:: JIII-.N"!(005456)-(Pr-RU)-150524 
Labelin2 and artworks aooroved: / Mapi.:uposi.:a u MaKeTbl yTsep~enbi: 17.02.2025 

UV- spectrophotometry/ Complies / CooTBeTcTByeT jThe UV-spectrum of the test solution and the 
Yet>- cneKTpOqJOTOMeTpHll 

I
Cetirizine Hydrochloride reference standard 
olution in the range 200 nm to 400 nm should 

1
exhibit maxima absorbance at about the same 

'

wavelengths with an allowed variation of ±2 
nm. I Y<t>-cneKTpb1 norJJOUleHHll HCnbITyeMoro 
.PaCTBOpa H CTaH,llapTHOro pacTBopa 
uentp113HHa rH,llpOXJJOpHna B 06J1aCTH OT 200 

0 400 HM llOJl)l(Hbl HMeTb MaKCHMYMbl 
nornOUleHHll npH OllHOH H TOH )Ke llJlHHe 
I 
1BOJ1 Hbl C nonycTHMblM OTKJlOHeHHeM ± 2 HM . 
I 

~ jWater content/ Not more than 8.0% / 

1
co,llepmanue BO,llbl 3.1%/3,1% He 6oJiee 8,0 % 

4 Uniformity of dosage units / Acceptance value (AV) should be not more 
O,llHOpOllHOCTb ,ll03HpOBaHHblX 3.6 I 3,6 !than 15.0 I TioKa:rnTeJJb npHeMJJeMOCTH (AV) 
enunuu D.OJl>KeH 6bITb He 60J1ee 15,0. 

' '.5 Dissolution/ PacTBopenue Nol less than 80% (Q) of the labeled amount 
of C21 H2sClN2O3 • 2HC1 ( cetirizine 

100%, 100%, 100%, 100%, 102%, 99%. 
dihydrochloride) after 30 min./ He MeHee 
80 % (Q) OT HOMHHaJibHOro conep)l(aHHll 
,c 21 H2sClN2O3· 2HC1 (UeTHpH3HHa 
1}1Mfl11lPOXJ10p1111) 1IepeJ 30 MI1H. 

Remarks: The Product confirms to ND/ Conclusion : APPROVED/ 
TTpuMe'lanue: TiponyKT COOTBeTcTByeT Tpe6oeaHHl!M H,a 3ai.:moqem1e: O,ll.O6PEHO 

Prepared by/ Checked by/ TipoeepeHo: Checked by (AQA) / Approved by: Quality 
nottrOTOBJleHO: D . Latha- Quality control- TipoeepeHo (AOK): Assurance/ Authorized person/ 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality OLlo6peHo: O6ecne4eHHe 
control- Team Member 

~ 
Assurance- Team Member Ka4eCTBa/0TeeTCTBeHHOe mIuo: q r 

JJ\\i An 

P. Rama Rao- Quality Assurance- Team 

Member ~ 

IDate /,aarn: 3D-f I ,,-,-o~ IDate / .lJ.ara: .z~ -( ,~1 Date /,aarn\ ~-fl,--7<J'2,( lnace /,aarn: >0 r{ /r V,,,½ I 



' ••· • Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine film coated tablets, 10 mg 
ITpo.uyirr: UeTp11H® Ta6neTKH, rroKpbITbre rn1eHO'lHOH 06ono1JKOH, 10 Mr 

Market / PLIHOK : Russia/ Poccm1 

Batch No./ 
B2503482 

Batch Quantity I 955 KG I 955 Kr : : 
CepnH .N'! PaJMep cepnn 
Analytical Report No./ 

: 2002FP25002737 
Date of Analysis / 

: 30-11-2025 
AHaJJHTH'fectrnii OT'feT .N'! ,L{aTa aHaJJHJa 
Date of Manufacture / 

10-11-2025 
Date of Expiry / 

31-10-2028 : : 
,L{aTa npOH3B0,llCTBa ro.ueH ,llO 
Mfg. License No./ 

MA number:/ 
ITpoH3B0,llCTBeHHaH : 63/RR/AP/96/F/R JU1-N!!(005456)-(Pf-RU) 

HoMep PY 
: 

JlHll;eHJHH .N'! 
Analysis performed according ND: / AHaJJHJ npoBe.ueH no H,L{: JIIl-.N'!(005456)-(Pr-RU)-150524 
Labeline: and artworks approved: / MaptrnpoBKa n MaKeTbt yTBep~eHbt: 17.02.2025 

6 Impurities / IlpHMec11 

,Impuri ty A / 
IOp11Mecb A 
Impurity B I 
OpMMecb B 
l 111 p uu Ly C / 
flpwMecb C 
Impurity D / 
flp11Mecb D 
Impurity E / 
flpwMecb E 
Impurity F / 
flp11Mecb F 

Any individual unidentified 
impurity/ Jl!o6all e.u11H111JHall 
He11.ueHTmfmuwposaHHall rrp11MeCb 

ITotal impurities / 
CyMMa rrp11Meceif 

Remarks : The Product confirms to ND/ 

Below Limit of Detection (LOD = 
0.005%) I HmKe rrpe.uena 06Hapy)KeH11ll 
(ITO= 0,005%) 

Not detected/ He o6Hapy)KeHa 

Not detected/ He o6Hapy)KeHa 

Not detected/ He o6Hapy)KeHa 

0.03%/0,03% 

Below Limit of Detection (LOD = 
i°-015%) I H11)Ke rrpe.uena o6Hapy)KeHHll 
(TIO= 0,015%) 

0.07% /0,07% 

0.1%/0,1% 

I 

UpnMe'faHue: flpo.uyKT coorneTcrnyeT Tpe6osaHHllM H,U 

Prepared by / Checked by / flposepeHo : Checked by (AQA) I 
TTo.uroTosneHo: D. Latha- Quality control- OposepeHo (AO K): 
B. Satyanarayana - Quality Team Member V. Prashanth- Quality 

Not more than 0.2 % / He 6onee 0,2 % 

!Not more than 0.2 % / He 6onee 0,2 % 

!Not more than 0.2 % / He 6onee 0,2 % 

Not more than 0.2 % / He 6onee 0,2 % 

Not more than 0.2 % / He 6onee 0,2 % 

Not more than 0.2 % / He 6onee 0,2 % 

1Not more than 0.2 % / 
·He 6onee 0,2 % 

Not more than 2.0% / 
He 6onee 2,0% 

Conclusion : APPROVED / 
3aKJJto'feHne: O,L{O6PEHO 

Approved by: Quality 
Assurance/ Authorized person / 
O1106peHo: O6ecrre1JeH11e 

control- Team Member 

~ 
Assurance- Team Member KaL1ecTsa/OrneTCTBeHHoe nwuo: 

g4r-
lfU..l D 

P. Rama Rao- Quality Assurance- Team 
Member ~ 

joate /)lam: 3 fJ--f(.,-1,,,l) 11' I joate / ,[{am: fo-1/-'~ 
I 

Date /)laTa: <J.()-l kl.-01-AS' !Date / ,[{am: ')6 -l f ... lJYlh I 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
npo.llyKT: UeTp11H® Ta6neTKH, n0Kpb1Tb1e nneHO'!HOH o6onOYKOH, 10 Mr 
Market / PLrnoic : Russia/ Poccm1 

Batch No./ 
B2503482 

Batch Quantity / 955 KG I 955 Kr 
CepuH N2 

: 
Pa3Mep cepuu 

: 

Analytical Report No. / 
: 2002FP25002737 

Date of Analysis / : 30-11-2025 
AHaJ1uT11qecic11i1 OPieT N2 )laTa aH3JIH3a 

Date of Manufacture / 
10-11-2025 Date of Expiry / 31-10-2028 

)laTa npOH3B0,llCTBa 
: 

roL{eH L{O 
: 

Mfg. License No./ 
MA number:/ 

fipOH3B0L{CTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: Jlfl-NQ(005456)-(Pf-RU) 
JIHUeH3HH N2 
Analysis performed according ND:/ AnaJIH3 npose,lleH no H)l: JITT-N2(005456)-(Pr-RU)-150524 
Labeling and artworks approved:/ Mapic11posica H MaKeTbl YTBep)K,llenhl: 17.02.2025 

7 jAssay / KoJIH'feCTBennoe Not less than 9.0 mg and not more than 
onpe,lleJien11e 11.0 mg C21H2sCIN2O3·2HCI (cetirizine 

dihydrochloride) in tablet (between 90,0 % 
9.96 mg I 9,96 Mr -and 110,0 % of label claim)./ OT 9,0 Mr .llO 

99.6% I 99,6% 
1
11,0 Mr C21H25ClN2O3·2HCl (ueT11p11311Ha 

:;:u-1r11n.poxnopHJl) B Ta6JleTKe (OT 90,0 % D.O 

I 

1110,0 % OT HOMHHaJlbHOro co,i:ep)KaHml). 

8 Microbiological purity* / I MHKpo6HOJIOrHqecKaH 
qffCTOTa* 
a) Total aerobic microbial count I Not Applicable Not more than 1000 CFU/g / 
O6mee '!11CJ10 a:ipo6HblX He 6onee 1000 KOE/r 
M11KpoopraHH3MOB 

Not Applicable 
re,) Total combined yeasts and ~ot more than 100 CFU/g / 
mould count I O6mee '!Hcno He 6onee 100 KOE/r 
~pO)K)KeBblX 11 nnecHeBb!X rp1160B Not Applicable 

c) E. coli Shall be absent in I g / OrcyTCTBHe B 1 r 
9 

!
'Subdivision of tablets / Complies I CooTBeTcTByeT ·The tablets comply with the test, if not more 
illenenne Ta6JieT0K than 1 individual mass is outside the limits of 

85 % to 115 % of the average mass. The 
tablets fail to comply with the test, if more 
!than 1 individual mass is outside these limits 

br, if 1 individual mass is outside the limits of 
I 5 % to 125 % of the average mass. / 

/H
;aoJleTKH COOTBeTCTByK)T Tpe6osaHHJIM, ecm,i 

I e 6onee 1 e1111HHYHaJ1 Macca OTKJ10HJ1eTCJ1 3a 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTp11Meqan11e: ITponyKT cooTBeTcTByeT Tpe6osaHHllM H.[( 3aKJIIO'fClUte: 0 O6PEHO 

1:==========ir=============;;:::========:::::: 
Prepared by / 
TTon.roTosneHo: 
B. Satyanarayana - Quality 
control- Team Member 

Checked by / flpoaepetto: 
D. Latha- Quality control­
Team Member 

Checked by (AQA) / 
ITpoaepetto (AOK): 
V. Prashanth- Quality 
As urance- Team Member 

1:=====t;t===::::::~========::=::::====~~==:::::: 
Date /JJ,aTa: -ZO-t ( ,,-£_.e; Date / L(aTa: 3 o-l r, 

Approved by: Quality 
A surance/ Authorized person / 
On.o6peHo: O6ecneYeH11e 
Ka'!eCTBa!OraeTCTB HHOe m1uo: 
P. Rama Rao- Quality Assurance- Team 
Member ~ 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
npoLtyKT: UeTp11H® rn6JieTK11, n0KpbITbIe nJietto'IHOH o6oJI04KOi1, 10 Mr 

Market / Pbrnoi.: : Russia I Poccm1 

Batch No./ 
B2503482 

Batch Quantity / 
955 KG I 955 Kr 

CepuH .N"2 
: 

PaJMep cepuu 
: 

Analytical Report _No./ 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AHaJIHTH'leci.:uu OT'leT .N"2 .LI:aTa aHaJIHJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 
31-10-2028 

L{aTa DPOHJBO,llCTBa 
: 

ro,lleH LIO 
: 

Mfg. License No./ 
MA number:/ 

ITpOHJBO,llCTBCHHaH : 63/RRIAP/96/F/R 
HoMep PY 

: J1TI-N~(005456)-(Pf-RU) 

JIHUeHJHH .N"2 
Analysis performed according ND:/ AHaJIHJ npoBeLteH no HL{: JITT-.N'2(005456)-(Pr-RU)-150524 
Labelin2 and artworks annroved: / Mapi.:upoBKa H MaKeTbl YTBep,K11eHbI: 17.02.2025 

I 
lnpeD.eJibI 85%-115% OT cpeJJ.Heti Maccb1. 

a6JieTKl1 He COOTBeTCTBYIOT Tpe6oBaH11llM, 
ecn11 6oJiee '!eM 1 HH.!lHBH.UyaJibHal! Macca 

IOTKJIOHlleTcl! OT 3THX npeLteJioB HJIH, ecJIH l 
11H.D.HBHJJ;YaJlbHal! Macca OTKJIOHJleTCJI 3a 
tnpe11eJ1bl 75%-125% OT cpe,llHeH MaCCbl. 

10 Package/ YnaKOBKa 10 tablets in PVC/PVDC//aluminum IO tablets in PVC/PVDC//aluminum blister. 2 
blister. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. / ITo 10 rn6JieToK B a carton. I 
TIBX/IT.[lBX//anioMHHHeBoM 6JI11cTepe. !no 10 Ta6JieToK B 
ITo 3 6JIHCTepa BMeCTe c JIHCTKOM- ITIB TI.UBX//an10M11H11esoM 6m1cTepe. ITo 2 
BKJia,llbIWeM ynaKOBaHbl B rra'IKY 11.JIH 3 6JIHCTepa BMeCTe c JIHCTK0M-
KapTOHHylO. BKJia}lblllieM yrraKOBaHbl B rra'IKY KapT0HHylO. 

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent 
from the Company's certificate of analysis./ ITpoao,llH.TCll npomB0.llHTeJieM np11 BbmycKe neptt0.llH'!ecK11: .llJlll Ka)KJlOH 20-011 cep11H 
11.JIH. He Mettee 1 paJa B ro}].. l loKa3aTeJlb MO)KeT 6bITb He BKJIIO'leH B CepT11qrnKaT aHaJIH.Ja qrnpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
TTp11Me'lauue: Tipo.!lyKT C00TBe-fCTByeT Tpe6osaHHllM H.[l l3aKJIIO'leuue: O.LI:OliPEHO 

Prepared by / Checked by I TTpoeepeHo: Checked by (AQA) / Approved by: Quality 
TToArOTOBJieHo : D. Latha- Quality control- ITpoeepeHo (AOK): A urance/ Authorized person / 
B . Satyanarayana - Quality Team Member V. Prashanth- Quality OJlo6petto: O6ecrre'leH11e 
control- Team Member 

~ 
A ssurance- Team Member Ka'lecrsa/OTeeTCTBe~IHOe JIHL(O: 

0r~ ~D 
P. Rama Rao- Qual ity Assurance- Team 
Member ?14_ 

I Date /)].am: 3o-t(,---U, '1,,j~ Date / ll,arn: 2,o -{ 1--1-P'fjtoate / ll,arn: <J.o.-fk~ IDate/ll,arn: ')O ~I/-- t,.-O VS- I 



' •·· • Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH «l>HKA T AHAJIH3A 

Product: Cetrine film coated tablets, 10 mg 
TTponyicr: UeTp11tt® rn611eTK11, noKpbITbre n11eH04HOH o6ono4KOH, 10 Mr 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
B2503482 

Batch Quantity I 955 KG I 955 Kr 
Ceous1 .N'2 

: 
PaJMep cepun 

: 

Analytical Report No. I 
: 2002FP25002737 

Date of Analysis / 
: 30-11-2025 

AuaJIHTH'leCKHH OT'leT .N'! )];aTa auaJinJa 

Date of Manufacture / 
10-11-2025 

Date of Expiry / 31-10-2028 
)];aTa ITPOH3B0.llCTBa 

: 
roneu no 

: 

Mfg. License No./ 
MA number:/ 

TT pOH3B0.llCTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JU1-N2(005456)-(Pf-RU) 
JIHUeHJHH .N'! 
Analysis performed according ND:/ AuaJinJ nposeneu no H)];: JITT-.N'2(005456)-(Pf-RU)-150524 
Labeling and artworks aooroved: / MapKnposKa n MaKeTbl yTsep,KJieHb1: 17.02.2025 

API name/ HanMeuosaune AcJ>C: Cetirizine dihydrochloride / Uernp11311Ha n11rnnpox11op11n 
INN /MHH: Cetirizine / Uernp11311H 
API manufacturer batch number / BT00-25041 & BT00-25043 
HoMep cepnn nponJBO.llHTeJIH AcJ>C: 
FP Manufacturer API Batch number / FBSA00206 & FBSA00207 
HoMep cepnn cv6cTaHUHH npOH3B0.llHTeJIH r JlcJ>: 
API Manufactured by & country / Glochem Industries Private Limited, India/ 
UponJBO.llHTeJib AcJ>C, CTpaua: r11oxeM I-1HnacTp11ec flpafis11T Jl11M11Ten, I1H.lll151 
Name, address, authorization No for FP manufacturing Formulation Tech Ops - II, Survey No, 42p, 43, 44p, 45p, 46p, 
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Manda!, Medchal 
HanMeuosaune, anpec, JIHUeHJHH .llJIH Malkajgiri Distrist - 500090, Telangana State, India (license No 
TTpOH3B0.llCTBeHH3H nJIOIU3)lKa / TTJIOIU3.llKa KOHTpOJIH 63/RR/AP/96/F/R), I flpo113soncTsettttoe nonpa3ne11eu11e-II, 
Ka'-leCTBa / TTJIOIU3)lKa BbmycKa Y4aCTKl1 N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, fia4yna111111 

B111111a,rpK, fia4yna111111 Mauna11, Men4a11 Ma11aKa.ll)KrHp11 
.LJ:11cTp11KT - 500090, wrnT Temttraua, I1H.lll151 (J111uett31151 N2 

63/RR/ AP /96/F /R). 
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing 
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with 
Good Manufacturing Practice of the Eurasian Economic Union is established». 
3aKJIIO'leHne O COOTBeTCTBHH: «HacT051llll1M 51 ITO.llTBep)K.lla!O, 4TO np,,rneneHHa51 Bb!We 11Hq>OpMaU1151 51BJ151eTC51 .llOCTOBepHOH 11 
T04HOH, 3Ta cep1151 nponyKU1111 npo113seneHa (BKJ1!04a51 ynaKOBKY (MapK11pOBKY) 11 KOHTp011b Ka4eCTBa) Ha BblWeyKa3aHHOH 
lllJUl1JHU).J,l: lllt:HHUH IJJIUW,a).J,l,e (1u1umaJ.J,Kax) H IIUJIHUM l:UU'l'Ht:'l'l:'l'Hl111 t; 1-µt:GuHaHl1>lMl1 ITµaHl1Jl Ha).J,Jlt:)Kalllt:H lllJUl1JISU).J,l:l lSCHHOH 

npaKTl1Kl1 Espa311HCKOro 3KOHOMl14eCKOfO C0!03a 11 Tpe6osaHl151M11 KOHTp01151 Ka4eCTBa JleKapCTBeHHblX cpe.llCTB, a TaK)Ke B 
COOTBeTCTB1111 co cneu11cp11KaU1151Ml1, conep)Kalll11Ml1C51 B per11cTpau110HHOM .llOCbe CTpaHbl-11MITOpTepa, 3an11c11 no npOJ.-1380.llCTBY, 
ynaKOBKe 11 atta11113y nposepeHbl, 11 ycTaHOBJleHO 11X COOTBeTCTBl1e Tpe6osaHl151M flpas1111 Ha.llJle)KameH np0113BO.llCTBeHHOH 
npaKTl1Kl1 Espa311HCKOf0 3KOHOM114eCKOro C0!03a». 
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