
Dr. e dy's 

Product : Nise gel I%, 50 g . 
---

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAJ1~3A 

Ilpo.i:rv1CT: Halh°", renh ,11,1u1 Hapyi1rnoro npHMeHem111 1 %, 50 r 

Market/ PblHOK : Russia I PocCHj{ 

Batch No./ 
: V250764 

Bntcl1 Quantity/ 
Cep1rnX2 Pan,ep cep11H 
Analytical Report No. / 

: 040003081434 
Date of Analysis / 

AuanHTH'fecKuii OT'feT N~ .l{aTa 3H3JIH33 
Date ofMII.Ilufoeturc / 

~ 09/2025 
Date of Expiry / 
roaeu ao 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalc1garh Road, Baddi, 
Distt Solan, H.P., ;J.73 205, INDIA 

T·~! : +S·1 S2155 55001-02 
vJww.drreddys.corn 

23530.0 units / 
: 

23530.0e,UHHIIU 

: 29.09.2025 

: 08/2028 
~ ll0113B0)1CTB{I -Mfg. License No./ 
IlpOH3B0JlCTBCHH3H : MNB/05/263 MA number: / HoMep PY : Jin-N~(00l 198)-(Pr-RU) 
JIHUCH31UI N2 -Analysis performed acco1·din~ ND '.','o / A 11 .lJ1113 nnoocnc11 ao HJ.l .";h: JIII-.N"e.(00H98)-(Pr-RU)~0S0525 

.N'2 - - Test/ Ilo1came.rrb­

Appearance / Onucauue 
Result / P03 ·m,TI!Tbl _____ Specification/ Hop,rn 
' lt:or homogenous yellow gel, free JromCh:ur -- homogenolis ligh 
articulate matter / O,AHopoA111>11l ellow to yellow gel, free fro 

1po3pa41ibJH reJib )l(eJIToro ~ocrn,pnrticuf nt<: matter I O,nHopo,nHbltt npo3paqHhtii 
eofi Jl flb!H. OT rrocTopomrnx qacnn.i rem, OT caeTno-)l(eJIToro ,no )l(eJJToro 

coo60,n11bri1 oT nocTO 111111x '-!acnru 

eITTnlj>n1-a1urn 
1e retention time of the main peak in the 
rom:11 m of test solution should 

r he retention time of the main peak in 1h 
chro nram of test solution sh0t1l 

lC I B3)f(J{ 
orresponds to the retention time of the 

~

nnin peak in the chromatogram of 
tm<.:sulidc reference standard solution I 

BpCM.11 y,nep)l(HBaHH.11 OCHOBHOro IU!Ka Ha 
P<lM3TOrpaMMe HCTTbIT)'eMoro paCTBOpa 
om Bl!TC I 8 CT apeMeHH y.n,ep)lo-tBaHH.11 

)CHOBHOro 0HKa Ha xpoMaTorpaMMe 
pacTBopn crnH,napTHoro o6pa:n.ia 
H11Mecvm1,ua I . . 

1
c rrespond 'tO the retention time of the m in 
peak in the chromatogram of nl111e ulide 
reference standard solution (section Assay). / 
BpeM.si y1.iepiKnuamr.11 ocuounorn n11Ka 11a 
jxpoMaTorpaMMe HCilbITyeMoro pACTBOp 

1.IJ,OJDKHO C0OTBeTCTB0BaTI, 

)';Uep)l(HBAMIUI OCMOBHOro 

xpoMarorpaMMe pacTBopa 
:o6paJUa H11Mecym111a 

1111Ka 

C1 11 • OpTIH'I" j 
(pa3nen 

l<<Kom1'lecrne1rnoe onpl!JleJ1eH11e») 

jRomarks : The Product confirms to ND/ Coodusion: APPROVED/ 
Ilpm,e ... auHe: npo.ny,,-r: cooTI1e-rcuyeT TfJC6oenHllllM H.II. 3:H..JJ IO'ICHUC: O)J.06PEHO 

Prepared by/ 
no}lrOTOIIJlCHO: 

Pmv"hRmo j 
Date/ 
,naTa: 29.09.2025 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
)lpuBCpCHO: 11pOllCJlCHO (AOK): IOAoGpcno: O6ecneL1cH11e 1-aqccTBa/Oraci:CTaemme m1uo: 
Pnrdcep Kumar Amit Kumar __ ( V~l l ~\/~-W\rl--

~ ---.,..--,- -<~~J 
!Date / Date/ !Date/ 2-. 4--c)'}-~ )-~--
)J,aTa: 29.09.2025 J(aTa: 29.09.2025 ;D.a-ra: 

Regi5tered Office: 8-2-337, Road No. 3, Banj2ra Hills, Hyderabad - 500034, Tel3ngana, India 
Tel: +9140 4900 2900, r-.. x: +9140 4900 2999, Email: mail@drreddys.com 

CIN:L85195AP1984PLC004507 
www.drreddys.com 

I 



Dr. eddy's ~~-

Producr : Nise gel I%, 50 g 

CERTIFICATE OF ANALYSIS 
CEPTlf1<l>"'1KAT AHAJWl3A 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii . Khol, Nalai::arh Road, Bade\ 
Distt. So1an, H.P., 173 205, lNDIA 
T2! ; ·! 91 9S16G 56001-02 
WW\V.cirredciys.co:n 

fipoayirr: Hai:1300
, renb .ll)UI f!apY)I.H0ro npHMeHeHl-tll 1 %, 50 r 

Market/ PblHOK : Russia/ Pocc1-tll 

tBatch No./ 
: \'250764 

Batch Quantity/ 23530.0 units / 
Cco,rn N2 PaJMep cepm1 

: 
23530.0CJlllHIIU, 

Analytical Report No./ 
: 040003081434 

Date of Analysis / : 29.09.2025 
AHaJJHTH'leCKHH OT"leT N2 11.aT!l auamna 
Date of Manufacture/ 

; 09/2025 
Date of Expiry / 

08/2028 
llaTa npo111BOJlCTBa roiteH AO 

: 
--

Mfg. License No./ 
IlpOl-13BO.llCTBCHH3ll : MNB/05/263 MA number: / HoMep PY : JlTI-Ng(00l 198)-(Pf-RU) 
JlHUeHJHH .N'2 --
Analysis performed nccordin!! ND No/ A,rn.1113 n1>onc.1tc11 110 lt.il .N'2: Jlfi-.N!(001198)-{Pr-RU)-0S0525 

--
3 !Weight of package contents :Ac rding to the requirements. Not less than 

11 Macca co~ep:lKnMoro 51g/5lr :50 g I B cooTseTcTs1m c 1'pe6osattm1M11. He 
vnaKOBKH :Mettee 50 r 

4 pH 5.7 4.6 to 6.0 / OT 4,6 L\O 6.0 
5 

Related substances IPoACTBeHHble npnMec11 

1) Impurity A/ flpHMech A Not detected/ He o6Hap)')KeHa 1) Not more than 02 % I He 6onee O 2 % 

'l) Not more than 0.2 % / He 6011ee 0,2 % -1) Impurity B / TTpHMecb B Not detected I He o6mipy)f(eHa 

3) Impurity C / TipHMech C Below LOQ (LOQ = 0.04 %) / HmKe npe.u,ena 3) Not more than 0.2 % I He 6onee U 2 %-
Konw,ecTBeHHOro onpe.a,eneHHll (ITKO = 0.04 

%) 

14) Impurity DI I1p11Mech D Below LOQ (LOQ = 0.04 %) I HmKe npe.u,ena 14) Noc more than 0.2 % / He 6011ee 0,2 % 

/C0JJH4ecTBeHHoro onpe.u,enett1-t11 (ITKO = 0.04 
1/o) 

15) Impurity E / flpnMech E 0.09% 5) Not more than 0.2 1/o I He 6onec u,2 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe<tllHHC: IlponyKT CO0TBCTCTByeT fpe6ollaHl1RM HJ( 3aKJ1m"lc1111c: O)J.OliPl£HO 

Prepared by / 

JTo.nroTOBnCl l01. 
Pravesb Rana 

1 

Dale/ 
}la1'n: 29.09.2025 

Checked by/ !Checked by (AQA) I Approved by: Quality Assurance/Authorized person/ 
ni,oocpetm: npooepolto (AOK): OJ106pcmo: O6ecne4ett11e Ka4ecTBa!OTBCTCTBCHHOC JIHUO: 

Pardee Kumar IA mi1Kumor ' '-..\('11Jtl. K'.lt"'-1 ~fL.. 

~ I 
__,.., __ (_ L,t.•1 

I 
Date/ 
JJ.:m-n: 29.09.2025 I Date / 

om: 29:09.2025 
!Date/ 
Aan; 

.2._c;,..-1) 4 r-·-x_ 0 J.--· r -

RegistNed Office: S-2-337, Road No. 3 .. Sanj.tra Hills, Hyderabad - 50Oo; .;, Telane«n;;, l1u:i,1 

Tel: +9140 4900 2900, Fox: +9140 4900 2999, Email : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



r. e dy's 

Product : Nise gel 1 %, 50 g 

CERTIFICATE: OF ANALYSIS 
CEPT~C%>111 KAT AHAJW13A 

lipO/lVlrr: Hai13 reJJb J]Jl/1 H8P}')l(H0ro nPlfMeHeHHSI l ¾, 50 r 

Market/ P1.1HOK : Russia/ Pocc11J1 

Batch No. / 
: V250764 

Batch Quantity/ 
Cepm1 .Nt PalMC!p puu 
Analytical Report No. / 

: 040003081434 
Date of Analysis/ 

AHaJIHTH'leCKHii 0T'leT .N! AnTa auaJIHJa 
Date of Manufacture/ 

: 09/2025 Date of Expiry/ 
,ll:aT:\ llD0lllB0JlCTBa ro11eu AO 

Mfg. License No./ 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. l~hol, ~la!rJ3arh Road, Baddi, 
Distt. Soi an, H.P., 17 3 205, INDIA 

i't;I: +Sl 9:;1Gt 56001-02 
www.cin e_;av.s.corn 

23530.0 units / 
: 

23530.0t11111rnu. 

: 29.09.2025 

: 08/2028 

Ilpo111so11cTBeHH8H : MNB/05/263 MA number: / HoMep PY : JJIT-N2(001198)-(Pf-RU) 
J1HU.eH3HH .N! 

Anlllysis performed according ND No / Att1rnm D J)tmc ll'II no I U .N2: Jlil-,'\ii(U01198)-(Pf-RU}-OS0S25 

Impurity FI ITpHMecb F Not detec~ed / He o6ttapy*eHa 

7) Highest Unknown 
Impurity / EAHHHlfHas! 

HeH,ll,CHTH~H~HpoeaHHru! 

elow LOQ (LOQ = 0.1 %) / HH)Ke npc en 
0J1lt'~eCTBe11aoro orrpe.D;em;ttl-UI (ITKO = 0.1 11 ) 

0.1% 

Microbial contamination*/ MuKpo6HoJioruqecKaH 'IHCTOTa* 

otal aerobic microbial count 
O6mee KOJU{lfCCTBO 

ii<113Hecrroco6 HbTX 8.3po6Hb1X 

otal combined yeasts/molds 

lc oun t / O6mee '-iHCJI0 

p O)IOKeBhl X H n11ectteBblX 

I' HGOH 

Rcm11r~ : The Product cuulilws lu ND/ 

NA 

NA . 

[lpuMe'latme: I1po11y1n CO0l'BCT~i'ByeT -rpe60BR1-IFIAM HJ1 

Prepared by/ Chcd,cd by/ Checked by (AQA) / 
D W TOBJlCHO: .. TTpon pc 110: TTpoeepeHO (AOK): 
Prave. h Rana fl Pru-deep Kumar !Amit Kumar 

~ A-·--
Date / 

'

Dute/ Date/ 
D,1rra: 29.09.2025 .narn: 29.09.2025 ,D.an1: 29.09.2025 

Not more than 101 CFU/g / 
He 6onee 102 KOE/r 

Not more than 101 CFU/g / 
He 6011ee 10 1 KOB/r 

onr:lusion : APPROVED / 
lltCJllO'ICllllC: 0,1.1,01>¥.1!:HU 

IAppm •e<l by: Quality ssurance/Autborized person / 
OJ106pe110: O6ecrreGeHHe Ka'!eCTBalOTBeTCTBeHHOe JlHl.l0: 

"iVtJI l. ~\lvv'I p.e__ 
~~~ 

'Date / 
Aa-rn: 

2 ~--r/l-" o 1-r 

Regist2red Office: S-2-337, Road No. 3, Banjara Hills, Hyderabad · 500034, Telangan.i, lndi ,; 
Tel: +9140 4900 2900, Fax: -+9140 4900 2999, Email: inail@drreddys.com 

CIN:L85195A~1984PLC004507 
www.drreddys.com 

I 



r. eddy's 

Product : Nise gel I%, 50 g 

•• •• • . 

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAfl~3A 

Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. IZhol. Na!ac;arh Road, Baddi, 
Disll. Soiail, H.P., 173 205, iNDIA 

T:c! : +91 98! 66 56001-(J'! 
www.cirreddy~.com 

IlPO)lyKT: HaH3110
, reJJb JlJlll Hapyl!CHOro npHMeHeHttll 1 ¾, 50 r 

Market/ P1,rnoK : Russia/ Pocc1-1J1 

Batch No./ 
V250764 

.Batch Quantity/ 23530.0 units / 
Cenusi N'2 

: 
P113Mep cepun 

: 
23530.0eJ.IHHHU 

Analytical Report No./ 
: 040003081434 

Date of Analysis / 
: 29.09.2025 

AHaJIHTH'fecKHii 0T'feT N2 ,lJ;aTa 8H8JIH38 
Date of Manufacture / 

: 09/2025 
Date of Expiry / 

08/2028 
)],flTll '1P0ll3BOACTDI\ roJICH /IO 

: 
-Mfg. License No./ 

1JpOH3BO/lCTBCHH3H : MNB/05/263 IM A number: / HoMep PY : JITI-N2(001198)-(Pf-RU) 
JHl ll.CI IJ IIR }(~ - -- - -A nalysis performed accordinl.! ND No/ .-\Hamn npo1H!JICII no 11,U N~: JIIl-.M(001198)-(Pr-RU)-050525 

Pseudomonas aeruginosa 

---~ 
h lococcus aureus 

ssay I KonuqecTseuuoe 
loape.a;encrmc 

NA 
Absent in 1 g/ O1cyrcTB11e B 1 r 

Absent in 1 g/ Orcyrcr s 11e a 1 r 
- ----------1-9._0_t_o_l_l __ O_m_g_o_f _C, 13H1J-r2OsS (nimesulide) 

NA 

9.96 mg I 9.96 Mr 
er 1 g of the product I 

Or 9,0 AO 11,0 Mr CuH12N2OsS 
__ /cH11Me yi111.n) B 1 r n ._e_n_a_,___aT_a _____ --1 

50 g in a laminated aluminum tube ~O g in a laminated aluminum tube equipped PackagcTYnaKosKa 
quipped with tamper-evident membrane. :vith tamper-evident membrane. 1 tube and 

1 tube and patient information leaflet anent information leaflet (package insert) in 
(package insert) in a carton. I carton. I I 
ITo 50 r B Ty6y H3 JJaMHHHposaHHOro O 50 r B Ty6y H3 J18.MHHHpOBaHHOJ'O 

llOMIIHH.11, CHa6)1(eHHYIO MeM6paHOH ,!1,ml JU0MMII.HH, cttafoKeHHYfO MeM6paHOH ,!],nJI 1 
KOIITpOM J rrepsoro BCKpb!THH. TTo 1 Ty6e B KOHTpOJUI rrepsoro BCKpblTHH. ITo 1 Ty6e s 
n aqKy KapTOHHYfO c HHCTpyKu11eil KapTOtttty10 c HHCTpyKUHeli no 

----'-- ---------~rrpm,1er1c11mo (JJJICTICOM-IJKJlO}].l,IWeM . TT nMeHeHUIO JH!CTKOM-Bl<Jl 8.,llbl WCM)_. __ _, 

Remarks : The Product confinns to ND/ Conclusion : APPROVED/ 
flpHMC'faHHe: ITpOAYKT C00TBeTCTByer rpe6oBaHHJIM H)]. 3aKJ11o'leHHe: O)J:OBPEHO 

Prepnrcd by / 

n olll'OTOIIJICHO: ( 
l>rnvesh Rana 

( 

)t 

Oat~ / 
,!lnra: 29,092025 

Checked by I Checked by (A-QA)/ Appro ed by: Quality Assurance/AuthoLized person/ 
npoeepei!o: Tiponopr.:110 (AOK): On 6pcHo: O6ecnettett1-1e KattecTBa!OTBeTcTBeHHOe mmo: 
P rdccp Kumar AmitK'Funar . , {S V i-J r L ~ \JV1 l<l r'2__ 

=+-=- _L~L/ • --
Dnte / D ate/ ~ate/ .2 4--01 ~;._cJ J.-S--
I(ern: 29.09.2025 ,il.aTS: 29.09.2025 ~aTa: 

Registered Office: S-2-337, Road No. 3, Banj<1ra Hill:;, Hyderabad· 500034, Tclang;ma, India 
Tel: +9140 4900 2900, Fax: -+9140 4900 2999, Email : rrnil@drreddys.corn 

CIN : L8519SAP1984PLC004507 
www.drreddys.com 

I 



•·· Dr. Reddy's ~• 
Dr; Reddy's Laboratories Ltd 
Formulation Unit-6 
\/ill. Kh ol, Nal;;earh Road, Baddi, 
Distt. Soian, H.P., 173 205, INDIA 

T:e! : +91 9&166 55001-02 
vvww.cin eddys.com 

CERTIFICATE OF ANALYSIS 
CEPT~~~KATAHAfl~3A 

-Product : Nise gel .1 %, 50 g . 
llPOJ.l}IJCT: HnnJ ... renb W IR HBP)'i!itJOro np1mc.:HCHIIR I'} •. 50 r 

Market/ Pt.lHOK : Russia/ Pocc11x 

Batch No./ 
: V250764 

Batch Quantity / 23530.0 units/ 
Cepnff .N'2 Pll3Mep cep1rn 

: 
23530.0ep,11111m. 

Analytical Report No./ 
: 040003081434 

Date of Analysis/ 
: 29.09.2025 

AH3JIHTH'leCKHH OT'ICT }(2 .L{aTa amtnu3a 

Date of Manufacture / 
: 09/2025 

Date of Expiry/ 
08/2028 

LlaTa npou3so.acTea ro~ n .ao 
: 
-

Mfg. License No./ 
JlpOH3BO~CTBCHHRSI : MNB/05/263 MA number: / HoMep PY : JITT-N£(00ll98)-(Pf'-RU) 
JlHL{CH3HSI Jlf~ 

!Analysis performed according ND No I AHll.llln npOB WlC.11 no l-l)l.N'~N2(001198)-(Pr-RU)-050525 

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at 
least once a year). The test may be absent in the in-house certificate of analysis./ 
* TTpOBO,ll;HTCJI npOH3BO,ll;HTeJieM npH BbITTYCKe nepHO,ll,HqeCKH ( c HHTepBaJIOM B O,UHO HCTTbITaHHe Ha 20 
cepHK HJUf He MeHee I pa3a B ro,n;). TTOKa.3aTem, MO)KeT 6hlTb He BKJJl:O'leH B CeJ)THq>HKaT aHaJIH3a qrnpMbl. 

API name/ HaHMeHoBaHHe Arf>C: Nimesulide / HHMecyJrnJJ. 
INN /MHH: Nimesulide /HH.Mecym1)l. 
API manufacturer batch number/ 

MS-lA-243031-Ml 
HoMep cepmr rrpoH3BOJJ;u.Tem1 A(l)C: 
FPManufacturer API Batch number/ 

FERA00717 
HoMep ccpmt cy6cTaHl\lfH UPOH3llO)UITeJlSI r JI(!): 
API Manufactured by & country/ Mangalam Drugs and Organics Ltd., India / 
Upou3B0)].IITeJJb A<I>C, c.Tpana: MaHranaM ,Upar3 3HJJ. Opram1Kc JlTJJ.. , HH,n;11si ---
Nnme, address authorjzation No for FP Formulation Unit-6, Vill . Khol, NaJagarh Road, Baddi, Distt. Solan 
manufacturing site / Control site / Release site / (HP) 173205, India (license No MNB/05/263). / 
HaHMeHOB3HHe, a,llpec H HOMep JlHQeH3UU IIpoH3_BO.D.CTBeHHoe no.n.pa.3,nenem1e-6, Bmm. Kxonh, Hanarapx 
OJIOII{ll)].Im, ocyll{eCTBJlJIIOll{eii Poyµ, EaMH, ,U11CTl)HKT CoJiaH, x.n., 173205, m -1,n1rn (Jlr,n~en3~1R 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
ITpHMe11a11He: IIpo.ayKT cooTBeTcTByeT -rpe6osaH1111M H,[( 3aK.111011euue: O,L(06PEil0 

Prepared by / 
noitrO'f'OBRCHO: f 
Pra csh Rana /( 

,,,,-

Dnle/ 
)laTn: 29.09.2025 

Ch ked by I Checked by (AQA) / .\ppl'ov.;d by: Quality Assurance/Authorized person I 
llponepcHo; ITpoeepeHo (AOK): O11.06pc1m: O6ecne'leHHe Ka'1eCT1JalOTBeTCTBCHHOe JIH.IJ;O; 

Porclc..:p Kumar Amit Kumar i.S l),-JJ ~ K i.J"'1 fl (L._ 

c:4-::- __,(v"-1 
,□ole / 
:f!;:rrn: 29.09.2025 : L(ara: 29.09.2025 

I Date/ !Date / 
,[(ara: 

2-1 ---c, 1---)JJ2-S----

Registered Office : S-2-337, Road No. 3, Banjara Hills, Hyderabad 500034, Telangana, lndi3 
Tel : +9140 4900 2900, Fax: ~9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 

I 
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r. ed y's 

Product : Nisc gel I%, 50 g 

CERTIFICATE OF ANALYSIS 
CEPTl,1Cl>1,1KAT AHAfl"13A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Naiagarh Road, Baddi, 
Distt. Soiail, H.P., 173 205, INDIA 

T2I: +91 98166 56001-02 
www.drreddys.com 

Ilpo,a:y1rr: Hatl3°'\ renb ,1:urn Hap}')l(Jioro rrp1~Me11eH1-rn J %. 50 r 

Market/ PblHOK : Russi a / Pocc1-u1 

Batch No./ 
V250764 

Batch Quantity/ . 23530.0 units / 
CepHH .N"2 

: 
PuMep ceprm 

: 
23530.0e,llHHHU 

Analytical Report No./ 
: 040003081434 

Date of Analysis / 
: 29.09.2025 

AHaJIII TRLfeCJrnif 0T'leT .M )J.aTll a HaJIH33 

Date of Manufacture/ 
09/2025 

Date of Expiry / 08/2028 
)J.sTa npoH3BO,!lCTBa __ _ 

: 
ro,lleH ,llO 

: 

Mfg. License No. / 
-

IMA numb.,, / H•••P PY [J pOH3B0,llCTBeHH3H : MNB/05/263 : JUl-N!!(OOl 198)-(Pr-RU) 
.1111ue11311n N!! 

!Annl:vsis performed according ND No/ AnivmJ npoacae1t no li) l.N"2: Jlll-.M(00J 198)-(Pr-RU)-050525 

N!! MNB/05/263). 

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»./ 
3aKJJIO'leHHe O C00TBeTCTBHH: «HacT0.1111\HM .II OO.Z1TBep)!{Jl.a10, qTO npnae.n;eHHaJI Bblllie HHq>OpMa1..111Jt JtBJlJleTCJI AOC'fOBepHOH H TO'IHOH. 
3ra cepHll npo.u,yKI..IMH npOJol3Be,11,eHa (BKnl()'!all ynaKOBKY (MapKHpOBKy) H KOHTpOnb Ka'leCTBa) Ha BbIUleyK33aHHOH np01i3BOACTBeHHOH 
nno1..1.1a.n;Ke (nnoll.laAKax) B nonHOM COOTBeTCTBHH C Tpe6oeaHHJIMH Ilpamrn Ha.n;ne>Kaw:ei1 npOH3BO.D:CTBeHHOH npaKTHKH Eapa3Httcisoro 
3KOHOMH'!eCKOfO COI03a H Tpe6oeaHH.IIMH KOHTpOnJI Ka'-leCTBa JleKapc-raeHHblX cpe.D;CTB, a TilK>Ke 8 COOTBeTCTBHH co cnel.J,Hq>HKal.J,H.IIMH, 
co.zi;epJKall.lHMHCJI B perHCTpal(HOHHOM ,a:ocbe c-rpaHbI-J.tMnOpTepa. 3amtCH no npOH3B0,llCTBY, ynaKOBKe H aHanH3Y rrpoaepettbl, H 
ycTaHoeneHO HX COOTBeTCTBHe Tpe6oeaHltJIM ITpaBHJI Ha)l.lle)KalI_\eH npOH3BOACTBeHHOH npaKTHKl1 Eepa3MHCKOro 3KOHOMH'leCKOfO 
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