
•·· Dr.Raddy's ~~• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJilI3A 

-
Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

...... - , ..... , .... _ ...,. 

Hpo)l_y1rr: Ha~h® AKTHBreJib (HHMecyJIHA) reJib .nm1 Hapy)KH0ro npHMeHeHHJI, I %, 50 r 

Market/ Pi.rnoK : Russia / PoccHJI 

Batch No./ 
: V260156 

Batch Quantity/ 23467.0 units/ 
Ceousi x~ Pa3Mep cepuu • 23467.0 e,nHHHU 

Analytical Report No./ Date of Analysis/ 
AHaJlHTH'-leCKHH OT'-leT .N2 

: 040003298970 
)J,aTa aHaJlHJa 

: 27.02.2026 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
: 01/2028 

)J,aTa npOH3B0.l(CTBa ro,neH AO 

Mfg. License No./ 
fipOH3B0.l(CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : JITI-.N~(001336)-(Pf-RU) 
JlHUeH3HSI .N°! 
Analysis performed accordimr ND/ AHaJ1H3 npoBe,neH no HJ(: JIIl-.N2(001336)-(Pr-RU)-090625 

Page 1 of 6 / CTp. 1 HJ 6 

No/ 
.N'!! 

Test / IloKaJaTeJih Result/ PeJyJihTaT Specification / HopMa 

1. Description / Onncaune Homogeneous, transparent, pale­
yellow gel with characteristic odor 
I O,!J,Hopo,!],HhIH npo3pa'-{HbIH reJib 
6ecrweTHoro UBeTa c 
xapaKTepHbIM 3anaxoM. 

Homogeneous, transparent,_ colorless to 
pale-yellow gel with characteristic odor/ 
O,!J,HOpO,!J,HbIH np03pa'-1HbIH re111, OT 
6ecuBeTttoro ,!J,0 6Jie,!J,HO-)KeJ1Toro uBeTa 
c xapaKTepttbIM 3anaxoM 

2. Identification / lmeHTHcj> HKa .. HH 

HPLCIB3JKX The retention time of the main peak 
in the chromatogram of test solution 
corresponds to the retention time of 
the main peak in the chromatogram 
of nimesulide reference standard 
solution. I BpeMsi y,!J,ep)KHBaHHSI 

The retention time of the main peak in 
the chromatogram oftest solution should 
correspond to the retention time of the 
main peak in the chromatogram of 
nimesulide reference standard solution 
(section Assay). I BpeMsi yAep)KHBaHHSI 

0CH0BH0ro TTHKa Ha I 0CH0BH0ro nHKa Ha xpoMaTorpaMMe 
xpoMaTorpaMMe HCTThITyeMoro I HCnb1TyeMoro pacTBopa 
paCTB0pa C00TBeTcTByeT BpeMeHH C00TBeTCTBOBaTb 

,!J,0JDKH0 
BpeMeHH 

y,!J,ep)KHBaHHSI OCHOBHOro TTHKa Ha 
xpoMaTorpaMMe pacrnopa 
CTaH,!],apTH0fO o6pa3Qa 
HHMecym1,!],a. 

y,!J,ep)KHBaHHSI 0CH0BH0ro TTHKa Ha 
xpoMaTorpaMMe pacrnopa 
cTatt,!J,apTttoro 06pa1ua HHMecyntt,!J,a 
(pa3,!J,en «KoJI111.J:ecrnettttoe 
onpe,!],eneHtte» ). 

Remarks : The Product confinns to ND/ Conclusion : APPROVED/ 
UpuMe'-laHue: TTpoJlyKT cooTBeTcTayeT Tpe6oeaH1-u1M HJ( 3a1rn10'-len11e: O)],O6PEHO 

Prepared by / 
Ilo.nrornsnetto: Pravesh 
Rana 

i 
I Date/ 
:JJ:arn: 27.02.2026 

Checked by / Checked by (AQA) I Approved by: Quality Assurance/ AuU1orized 
IlposepeJ-10: Rama Ka11t ITpoBepeH0 (AOK): person/ OJ:J.o6petto: O6ecne4.e~rne 

~ 
Amit Kumar Ka•1ecTaa/OTBeTCTBeH HOC mrn,o: 

.r --- ~~ 
I Date/ Date I !Date I ~-c> '2---- 2--0 1..,--C : JJ:arn: 27.02.2026 JJ:arn: 27.02.2026 JJ:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys .com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
.J~- - J_J 

YYVV IV•'""' ---...,1~•..,_.., 

TTp0llyKT: Haib® AKn,rnreJib (H11Mecym-1A) reJib llJI.H Hapy)KH0ro np11MeHeH11ll, 1 %, 50 r 

Market/ PbIHOK : Russia / Pocc1rn 

Batch No./ 
: V260156 

Batch Quantity/ 23467.0 units/ 
Cepm1 .N'! Pa3Mep cepMH " 23467 .0 e,ll.11HHU 
Analytical Report No./ 

: 040003298970 
Date of Analysis/ 

: 27.02.2026 
AHaJI11T111-1ecK11it OT'teT .N'2 ,l(aTa aHaJIH3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry / 
: 01/2028 

,l(aTa DP0l13B0l{CTBa rol{eH llO 

Mfg. License No. / 
IlpoHJBOllCTBeHHaH : MNB/05/263 MA number: / HoMep PY : J1IT-.N2(001336)-(Pf-RU) 
JJHUeHJHH .N'2 
Analysis performed accordinl! ND/ AHaJIH3 npoBe,neH no H,ll.: JITT-.N'2(001336)-(Pr-RU)-090625 
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UV spectrophotometry I UV absorption spectrum of the test UV absorption spectrum of the test 
Y (/)-cneKmporjJomoMempuR solution has absorption maximum at solution should have absorption 

397±5 nm. I Y <l>-cneKTp maximum at 397±5 nm. / Y<l>-cneKTP 
norJI0I.l.(eHH51 HCTThITyeMoro nornomeHH51 HCTThITyeMoro pacTBopa 
pacTBopa HMeeT MaKCHMYM )].OJI)KeH HMeTb MaKCHMYM norJIOI.l.(eHH51 
nornoll.(eHH.H npH 397±5 HM. npH 397±5 HM. 

3. Weight of package 50 g I 50 r According to Rus. Ph. / B cooTBeTCTBHH 
contents / Macca c Tpe6oBaHH.HMH f<l> P<l> 
coi:.epJKHMOro ynaKOBKH 

4. pH 3.18 2.5 to 4.5 I OT 2,5 .n.o 4,5 

5. Viscosity / BHlKOCTb 956.2 centipoise / 400 to 1,200 centipoise / 
956,2 CaHTHnya3 OT 400 .n.o 1200 caHT11nya3 

6. Impurities / IlpuMecu 

1. Impurity C / Not detected/ He o6Hapy)KeHa Not more than 0.50 % / 
TTp11Mech C He 6oJiee 0,50 % 

II. Impurity D / Not detected/ He o6Hapy)KeHa Not more than 0.50 % / 
TipHMeCb D He 6oJiee 0,50 % 

Any other impurity / 0.03 % Not more than 0.50 % / 
JI106a.11 .n.pyra51 npHMeCh He 6oJiee 0,50 % 

111. 

!Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
1IlpnMe'!aHne: Tipo,nyKT coorneTcrnyeT TPe6oaaHH.HM H.[.I; 3aKJIIO'!eu11e: O,l(O6PEHO 

Prepared by / 
TToii.roTOBJJetto: Pravesh 
Rana 

i 
Date/ 
,UaTa: 27.02.2026 

Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTpoeepetto: Rama Kant nposepeHo (AOK): person / O.no6peHo: O6ecne1IeH11e 

¥ 
Amit Kumar 

,asecm/OroeTCTII~ / 

.~~ 
Date I Date I !Date/ ~g ~ 2-----~ M 
)].aTa: 27 .02.2026 .[.l;arn: 27.02.2026 .[.l;arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel: +9198166 56001-02 
.J---- .J.J 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 
".V .... ...... , .... 

npoay-.rr: Halh® AKnmrenb (HMMecvmrn,) reJJb ,ll)l ll 1-1aov)lrnoro noHMetteHHll, 1 %, 50 r 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: V260156 

Batch Quantity/ 23467.0 units I 
Cep1rn N2 PaJMeP cepIrn • 23467.0 etI,HHHI..1 

Analytical Report No./ 
: 040003298970 

Date of Analysis / 
: 27.02 .2026 

AHaJ1HTu<1ecKHH OT'leT N2 )],aTa aHaJitt3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ 
: 01/2028 

)],aTa npOH3B0,l(CTBa fo,neH ,no 
Mfg. License No./ 
n p0H3B0ACTBeH H3SI : MNB/05/263 MA number: / HoMep PY : JITT-N2(001336)-(Pf-RU) 
JIHQeH3MH N2 
Analysis performed according ND/ AHaJIH3 nposeti.eH no H)],: JITT-N2(001336)-(Pf-RU)-090625 
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lV, Total impurities/ 0.1 % Not more than 1.50 % I 
CyMMa npHMeceti He 6011ee 1,50 % 

7. Microbial purity* / MuKpo6uoJioruqecKaH qucrnTa* 

1. Total Aerobic Microbial NA Not more than 102 CFU/g / 
Count / O6w.ee 'lHcno He 6011ee 102 KOE/r 
a3po6HblX MHKpo-
opraHH3MOB 

11. Total Combined Yeast and NA Not more than 101 CFU/g 
mould count / O6mee '-lHCJlO He 6onee 101 KOE/r 
APO)K)J(eBbIX H nnecHeBbIX 
rp1160B 

111. Pseudomonas aeruginosa NA Should absent in 1 g / 
OTcyrcrnHe B 1 r 

iv. Staphylococcus aureus NA Should absent in 1 g / 
OTcyrcrn11e B 1 r 

8. Assay/ KoJiuqecTneuuoe onpe;::i:eJieuue 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHHe: npoJzyKT C00TBeTCTByeT Tpe6oBaHHllM HJ]; 3aKJIIO'leuue: O)],O'6PEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
TTo,nroTOsneHo: Pravesh IlposepeHo: Rama Kant IlposepeHo (AOK): person / Ot1.06peHo: O6ecneqetttte 
Rana 1 ~~ 

Amit Kumar KaYeCTBa!OTBeTCTBeHHOe m-111-0 : 

./\~ -- ~ 
Date/ Date/ Date / !Date/ 0--1s ·-Z:, 1..--?.eJ't---b 
)];am: 27.02.2026 )];am: 27 .02.2026 )];am: 27.02.2026 )];aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys .com 
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•·· Dr. Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <l>HKAT AHAJIII3A 

Product: Nise Activgel (nimesulide) gel for external use, 1 %, 50 g 

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

Tel : +91 98166 56001-02 
........ __ ..J ... t. 

\IV',jl 1 \IV+U 1~1,,,1-...iy.J, .... V 

Ilpo,uyICT: Hath® AKTHBreJib (HHMeCVJIH)l) reJih )lJI51 Hapy)l(HOro IlPHMeHeHH51, 1 %, 50 r 

Market/ PbIHOK : Russia / Pocc1,rn 

Batch No./ 
: V260156 

Batch Quantity/ 23467 .0 units / 

CepHH .N2 Pa3Mep cepuu • 23467.0 e)lHHHU 

Analytical Report No./ Date of Analysis / 
AHaJ1HTH'tec1mu OT'IeT .N2 

: 040003298970 
)laTa aHaJ1H3a 

: 27.02.2026 

Date of Manufacture/ 
: 02/2026 

Date of Expiry/ 
: 01/2028 

)laTa UPOH3B0,UCTBa ro,ueH ,UO 

Mfg. License No./ 
IlpOH3B0)lCTBeHHaH : MNB/05/263 MA number: / HoMep PY : JU1-.NQ(001336)-(Pf-RU) 

JIHQeH3HH ,N'Q 

Analysis performed according ND/ AHaJIHJ npoBe,ueH no H)l: JITT-.N2(001336)-(Pr-RU)-090625 

Nimesulide / 
HHMecym-1)]. 

9.90 mg I 9,90 Mr 
(99.0 %) 

Page 4 of 6 I CTp. 4 HJ 6 

9.0 mg to 11.0 mg ofC13H12N2OsS 
(nimesulide) (90.0% to 110.0% of label 
claim) in 1 g of gel / 

OT 9,0 Mr )],O 11,0 Mr C13H12N2OsS 
(HHMecyJlH,lJ,) (OT 90,0 % )],0 110,0 % OT 
H0MHHMbH0ro CO)],ep)l(aHIDI) B 1 r rem, 

9. Dimethyl sulfoxide / 
,l(uMeTUJICYJib~OKCH,U 

102.6 % 90% to 110% of C2H6OS ( dimethyl 
sulfoxide) of label claim / 

OT 90 % )],O 110 % C2H6OS 
(,lJ,HMeTHJICYJib!pOKCH,lJ,) OT 
HOMHHMbHOro CO)],ep)l(aHIDI 

10. Package/ YnaKOBKa 50 g in a laminated aluminum tube 
equipped with tamper-evident 
membrane. Each tube and a patient 
information leaflet in a carton. / ITo 
50 r B Ty6y H3 JiaMHHHp0BaHH0ro 
MIOMHHH51, CHa6)1(eHHYIO 
MeM6pattoii )],JI51 K0HTpon51 nepBoro 
BCKpbITH51. Ka)l()].yIO Ty6y BMeCTe C 
HHCTpyKu,Heii no Me)],HU,HHCK0MY 
npHMeHeHHIO noMern,aIOT B naLJ:KY 
KapT0HHyIO. 

20 g, 50 g or 100 g in a laminated 
aluminum tube equipped with tamper­
evident membrane. Each tube and a 
patient information leaflet in a carton. / 
ITo 20 r, 50 r HJIH 100 r B Ty6y H3 
JlaMHHHpOBaHHOro MIOMHHH51, 
CHa6)1(eHHyIO MeM6paHOH )],Jl51 KOHTp01151 
nepBoro BCKpbITH51. Ka)l()].yIO Ty6y 
BMeCTe C HHCTpyKu,HeM no 
Me)],Hl.l,HHCKOMy npHMeHeHHIO 
noMell.laIOT B naLJ:KY KapT0HHyIO. 

1 Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'-!aHue: ITpoJlyKT coorneTcrnyeT TPe60BaHH51M H.lJ: 3aKJ110<teHue: O)lO.liPEHO 

Prepared by / 
noArOTO~JieHo: Pravesh 
Rana 

f 
Date / 
,lJ;arn: 27.02.2026 

Checl<ed by / ''Checked by (AQA) / 
flpoaepetto: Rama Kant npoaepeH.o (AOK): 

Amit Kumar 

~ I"_/\--

Date / Date / 
;r{aTa: 27.02.2026 Aarn: 27 .02.2026 

Approved by: Quality Assurance/ Authorized 
person / O)lo6peHo: O6ecrre11em1e 
Ka<1ecTsa!OTBeTCTBeHHOe JJHQO : 

!
Date / 
.[(am: 

0~ 
~'c::>2----~7--b I 

Registered Office: 8-2-337, Road No. 31 Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIII3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 
VVVVV\/,Ul r c uu y.::,,-..,,.u I 

Ilpo,11,yKT: Haih® AKn1sre11b (HHMecvm1,11,) reJih ,nm, ttapy)lrnoro ITPHMettemrn, I %, 50 r 

Market/ Pbrnoie : Russia / Poccm1 

Batch No./ 
: V260156 

Batch Quantity I 23467 .0 units / 
Cepttsi .N'2 PaJMep cepHH ' 23467 .0 e,nttHHU 

Analytical Report No./ 
: 040003298970 

Date of Analysis/ 
: 27.02.2026 

AHaJlHTHqecKHH oTqeT .N'! )laTa aHaJltt3a 
Date of Manufacture / 

: 02/2026 
Date of Expiry/ 

: 01/2028 
LI_aTa nooHJB0ACTBa ro,11,eH ,11,0 

Mfg. License No./ 
IlpouJBOACTBeuuasi : MNB/05/263 MA number: / HoMep PY : JIIT-.N2(001336)-(Pf-RU) 

Jl111..{eH3HSI .N'2 
Analysis performed accordinl! ND/ AHaJIH3 npose)],eu no H)l: JIIl-.N'2(001336)-(Pr-RU)-090625 
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*The parameter may not be included in the manufacturer's Certificate of Analysis. The 
manufacturer guarantees the quality of the product for these parameters. 
*IloKa3aTeJib MOm'.eT OTCYTCTBOBaTb B cepTucl>nKaTe auaJIH3a npOH3B0,IJ;HTeJIH. IlpOH3B0,IJ;HTeJib 
rapauTupyeT Ka11ecTBO npenapaTa no :nuM noKalaTeJIHM. 

API name (INN) I HauMeuoeauue A<I>C Nimesulide / H11Mecym:1,ll, 
(MIDI): 
API manufacturer batch number/ NMS/125110965 
HoMe_p_ cepuu D_l!_OHlBO,IJ;HTeJIH A<I>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaun:uu npou1so,11;uTeJIH FESA00645 
r .JI<I>: 
API Manufactured by & country / Aarti Drugs Ltd., India / 
IIpou1eo,11;uTeJIL A<I>C, cTpaua: AapTH ,lJ;_Q_arc JIT,11;., l1tt,ll,H51 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Name, address, authorization No for FP Nalagarh Road, Baddi, Distt. Solan H.P. 173205, India (license No 
manufacturing site / Control site / Release site 

MNB/05/263) I 
I 

,[(-p PeMtt'c Jia6opaTop11c JlT,lJ,., l1H,ll,H51, Ilpott3BO,ll,CTBeHHOe 
HauMeuoeauue, a,11;pec, Jiun:eu1uH )];JIH no,ll,pa3)],enett11e-6, B11nn. Kxonh, Hanarapx Poy)],, EaMH, ,[(11cTpHKT 
IlpOH3BO,l],CTBeuuaH DJiom;aJJ;Ka / 

Conatt, X.Il., 173205, 11HJJ;H51 (Jim~eH3m1 N2 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 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpttMeqautte: ITpo,nyKT coorneTcrnyeT 1'pe60BaH11J1M H.U 3aiemoqetttte: O)lOliPEHO 

Prepared by/ Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
n o.u;roTOeneHo: Pravesh npoeepeHo: Rama Kant nposepeHo (AOK): person/ O.no6petto: O6ecrre'!ett11e 
Rana 

{ ~ 
Amir Kumar Kasecrn~OraeTCrne~ ~ 

~~ 
!Date / I Date / Date/ IIDate / 'L-----g 'C) 2--~ ~ 'l----b 
:)],aTa: 27.02.2026 : ,lJ,aTa: 27.02.2026 )],am: 27.02.2026 )],am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 

www.drreddys.com 

I 



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

CEPTH<I>HKAT AHAJIH3A 

Product: Nise Activgel (nimesulide) gel for external use, I %, 50 g 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Tel : +91 98166 56001-02 
_, - -- ... _. . .. -- --

, ..... " ..... - ·,~-

JlpOJl,YKT: Haifa® AKTHBreJlb (HHMCCYJlMJl) feJlb )lJUI HaPY)KHOro np11MeHeHHH, I %, 50 r 

Market/ PblHOK : Russia / Poccllil 

Batch No./ 
: V260156 

Batch Quantity/ 23467 .0 units I 
Ceom1 Jf!! Pa3Mep cep11u • 23467.0 e}ll1HHU 

Analytical Report No./ 
: 040003298970 

Date of Analysis/ : 27.02.2026 
AHaJlUTJ.f'ICCKUH OT'ICT Jf!! ,llaTa aHaJ1u3a 

Date of Manufacture / 
: 02/2026 

Date of Expiry/ : 01/2028 
.l(aTa n P0U3B0,ll,CTBa ro,ll,eH )lO 

Mfg. License No./ 
IlpOU3B0,ll,CTBeHHaSI : MNB/05/263 MA number: / HoMep PY : J1TT-N2(001336)-(Pf-RU) 

J111UCH3USI .N"2 
Analysis oerformed according ND / AHaJ1J.f3 npoae]leH no HA: JIIl-.N"2(001336)-(Pr-Rm-090625 

Page 6 of 6 / CTp. 6 01 6 

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 Manufactming Practice of the Eurasian 
Economic Union is established». 

3aKJII0'1eHHe O COOTBeTCTBHH: «HacT05Illl,HM 5I rro.nrnep)K)];aIO, qTQ rrpHBe)].eHH85I BbUIIe HmpopMaUH5I 5IBJI5IeTC5I 

,UOCTOBepHO.H H TOl.fHOH. 3Ta cepM npo.a;yKUHH npoH3Be)leHa (BKJIIOqa51 yrraKOBKY (MapKHpOBKY) H KOHTpOJib 

xa-.:reCTBa) Ha B&nney1<roaBHOhl npOR3BOL(CTBeHHOH IIJIOill,8JJ;Ke (IIJIOill,8)].Kax) B IIOJIHOM COOTBeTCTBHH C 

Tpe6osaHIU!MH ITpaBHJl HaJJ;Jie)J<amew rrpOH3BO)].CTBeHHOH rrpaKTHKH EBpa3HHCKOfO 3KOHOMHLJeCKoro COI03a H 

Tpe6oBaRllilMM. l(OHTPOJUI' KaY'eCTBa JieKapcTBeHHblX cpe.ncTB, a T8K)Ke B COOTBeTCTBHH co crreumpHKaUH5IMH, 

co,uep)K8Ill,HMHC5I B pern:cTpaUHOHHOM )J,OC:&e CTpaHbI-HMIIOpTepa. 3anttCH no rrpoH3BO)].CTBY, yrraKOBKe H aHaJUl3Y 

rrpoBepeHbI, H ycTaHOBJieHo HX COOTBeTCTBHe Tpe6oBaHH5IM ITpaBirn Ha,n.rre)Kalll,eH IIpOH3B0)].CTBeHHOH rrpaKTHKH 

EBpa3HHCKOro 3KOHQM.HqecKoro COI03a». 

1Remarks: The Product confirms to ND/ Conclusion : APPROVED / 

1Op11Me'lattue: rTpo11yKT coorneTcrnyeT Tpe6osa1-11111M HA 3a1m1o'!eHue: O,llO6PEHO 
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