Dr.Reddy’s Q,':‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, ilalagarh Road, Bzddi
Disti. Solan, H.P, 173 205, iNDIA
Tel : +91 98166 56001-02

P AU dys.Con

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 1 0of 10/ Crp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: U6yxaun®, TabaeTKH, IOKPITHIE NIeH0YH0i 060,104K0ii, 400 mr + 325 mr

Market/ PpiHOK :Russia / Poccus

Batch No / . Batch Quantity / _~ 800000.0 tab /

Cepus Ne V2402271 O6bem cepuH " 800000.0 Ta6

Analytical Rep0ft No/ - 040002725380 Date of Analysis / - 12.11.2024

AHaguTHYeCKHIT oTyeT Ne JlaTa aHa/u3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpon3BoaCTBA T'ogen a0

Mfg. License No. / MA number: /

IIpousBoaCTBEeHHAN : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)
Homep PY

Junen3us Ne

Analysis performed accord}ng ND: / Anaaus nposegen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

No [Test/ IToxazaTeab

Results/ PesynbTaThl

S[_)ecification / Hopma

Appearance /
1 |OnucaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyJloBUAHOM GopMBI, MOKPEITEIE
nyieHo4YHoH 000JI0UKOH OpaHKeBOro
I[BETA, C PUCKOH Ha OJHOH CTOPOHE;
Ha MOMEPEUHOM paspese — AApo
6enoro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KarncyJoBHAHON
dbopMBbl, TOKPBITHIE TNIEHOUHON 060/104KOH
OpaH>XeBOT0 LBETA, C PHCKOH Ha OAHOMN CTOPOHE;
Ha MOTIEPEYHOM pa3pe3se — AApo Oenoro win
no4td 6enoro UBETA.

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoaykT cooTBeTCTBYeT TpeboBanusaM H/JT

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by /

Maurya

Checked by /

[ToarorosnexHo: Santosh Kumar [IposepeHo: Pawan Kumar

c .

Approved by: Manager/Executive
/On06peHo: Meuemxep /
PykoBoauTens Amit K&mar

- -/'

Reprint Date:
Hara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Reprint Date: {
Hata: 12.11.2024

Registerad Cifice: 8

Tel: +81 £0 ¢

2300, Fax: 91 40 2200

wwwdrreridys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HMpoayxr: Mo6ykaun®, Ta6ieTKH, OKPbITHIE LIeHOYHOI 060/10uK0i, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 800000.0 tab /

Cepus No V2402271 O6bem cepun * 800000.0 Tad

Analytical Repourt No/ - 040002725380 Date of Analysis / . 12.11.2024

AHaauTH4YecKHii oTueT Ne JlaTa aHasu3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa mpou3BOACTBA T'onen no

Mfg. License No. / MA number: /

IlpousBogcTBEHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JuueH3us Ne - ]

Analysis performed according ND: / Anaju3 nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification / Complies as prescribed/ The retention times of the main peaks on the
MoanuHHOCTH CoOOTBETCTBYET chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpeMeHa ylepKHMBaHMs OCHOBHBIX IIMKOB Ha
XpOMAaTorpaMMe UCTIBITYEMOFO PaCTBOPa JOMKHEI
COOTBETCTBOBATh BpeMeHaM YAEP)KUBaHUSA [THKOB
Ha XpoMaTorpaMme pacTBOpa CTaHIAPTHBIX
o6pasiior ubynpodera u napauleramosa (pasaen
«KonuyecTBEHHOE ONpeNeNieHHe»)

3 |Average tablets weight / 968.8 mg / 968.8 mMr 940.9 mg to 999.1 mg
Cpennusst Macca Tal/1eTOK (970.0 mg + 3.0 %) /
Or 940,9 MI Jo 999.1 MI
(970,0 Mr = 3,0 %)
4 |Disintegration / 07 min 31 sec /07 muu 31 cek  |Not more than 30 min /
Pacnagaemocthb He 6onee 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykr cooteTcTBYeT TpeGopauusm HJ 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Santosh Kymar | IlpoeepeHo: Pawan Kumar /Ono6peno: Menemxep /
Maurya (’E_ g Pyxosoaurens Amit Kumar
- f\/ =
Reprint Date: Reprint Date: Reprint Date:
Hara: 12.11.2024 Hata: 12.11.2024 Hara: 12.11.2024

Regicterzd Gitlce: 8-2-327, Road Mo, 2, Banjara Hills, Hyderabad - 500024, Jelangana, india
Tel: +21 40 4300 2800, Fax: 30 4500 2999, Email: mail@drraddys,com
CIM: LEE1a5A APLCO04E07
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Dr.Reddy’s €3¢

CERTIFICATE

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Malagarh Road, Badidi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel: +91 98166 56001-02
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OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 3 of 10/ Ctp.3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaykr: MGykaun®, TabaeTKH, NOKPHITHIE IIEHOYHOI 060104K0i, 400 mr + 325 Mr

Market/ Poinok :Russia / Poccus T
Batch No / . V2402271 Batch Quantity / ~ 800000.0 tab/ 4‘
Cepusi N ) O6beM cepun " 800000.0 Tab
Analytical Rep0ft No/ . 040002725380 Date of Analysis / . 12.11.2024
AHaaaTHYecKHil oTuer Ne [Jata aHaynsza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
JlaTa DpoH3BOJACTBA T'onen ao
Mfg. License No. / MA number: /
IIpousBoacTBeHHAsA : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY
Junen3us Ne

Analysis performed according ND: / Anaau3 nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTtBOpeHue
100 % to 105%

100 % to 103%

1
|
I
|

Not less than 70% (Q) of C;3His0: (ibuprofen)
after 30 min/

He menee 70 % (Q) C3H1302 (M6ynpoden) uepes
30 mun

Not less than 70% (Q) of CsHyNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (mapaueramon)
4epes 30 MUH

Remarks : The Product conforms to ND/
Tpumeuanue: [TpoaykT cootBeTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akmwuenue: OJOBPEHO

Prepared by / Checked by /

[Toarotosneno: Santosh Kumar | IIpoepeno: Pawan Kumar /Ono6peno: Menemxep /

Maurya @ /g\ PykoBoauteny Amjit Kumar
= | N

Approved by: Manager/Executive

Reprint Date: Reprint Date:
Hata: 12.11.2024 Hara: 12.11.2024

Reprint Date: |
Hara: 12.11.2024

Registered Office: $-2-337, Poad No. 3, Banjara Hi

ls, Hyderabad - 500024, Telangana, india

Tol: +21 50 G200 2800, Fax: +51 40 49C0 2999, Eniail: mait@direddys.com

Cid: LS 84

PLCCOAE0T

v direddys.com




Dr.Reddy’s ‘,‘:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi.
Distt. Soian, H.P, 173 205, INDIA
Tob:+91 98166 56001-02
prapdrreddys.comn

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 4 of 10 / Crp. 4 n3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoayxr: M6ykaun®, Ta6/1eTKH, NOKPBITHIE NIEHOYHOI 060/109K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab/

Cepust No i Vel O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002725380 Date of Analysis / - 12.11.2024

AHaJTUTHYECKH I oTueT No JaTa aHainsa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JaTa npou3BoacTBa T'onen oo ]

Mfg. License No. / MA number: /

IIpon3BoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Howmep PY

aunensust Ne

Analysis performed accordil_lg ND: / Anaau3 npoeaes no HJ: JII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PojcTBeHHBIE IPUMECH than 0.005% /
Method 1/ Meton 1 4-amyHodeHon (mpuMmech MapaleTamorna) He
6onee 0,005 %
Method 2 / Meton 2 ) Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jiobas enunuuHas mnpuMech (HOynpodeHa unn
napareramona) ue 6onee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1 + Metoa
2) "He bonee 0,7 %
7 |Water / Boaa 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykrt cootBeTcTBYET TpeOoBanuAM HJI

Opinion : APPROVED
3aknwuenne: OJIOBPEHO

Prepared by / Checked by /
[Moarororneno: Santosh Kumar | TIpoepeno: Pawan Kumar
Maurya @_/

Approved by: Manager/Executive
/Opo6peno: Menemxep /
PykoBoauTens An_l'{riljiumar

N =

Reprint Date: !

Hara: 12.11.2024

Reprint Date:
Hara: 12.11.2024

Reprint Datezv
Jara: 12.11.2024

2

Fezistered Office: 8-2-337, Road Ne. 2, Banjain
Tal: +01 20 260C 29C0, Fa

o
i

SAPLCOOIECY
wedireddys.com

Hills, Hyderabad - 500024, Telangana, india

natl: mail@direddys.com




Dr.Reddy’s Q_':‘

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Viil. Khol, Malagarh Road, Bz 4di.
Distt. Sofan, H.P,, 173 205, ii4DIA
Tol: 491 88166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 5 of 10/ Crp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: U6ykann®, Ta6eTKH, NOKPLIThIE MIeHOYHOH 006010uK0ii, 400 mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2402271 O0nem cepun " 800000.0 Tab

Analytical Repourt No / - 040002725380 Date of Analysis / . 12.11.2024

AHaguTHYeCKHI oT4yeT Ne JlaTa aHanu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa npon3BoJcTBa I'ogen 1o

Mfg. License No. / MA number: /

IpouzBoacTBeHHASA : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

auneH3us Ne

| Analysis performed according ND: / AHau3 npoBe/ieH no HJ: JITT-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OnHOpPOAHOCTD
JIO3HPOBaHUS

- ibuprofen / ubynpoden

- paracetamol /
apaueTamot

1.9

1.9

Acceptance value (AV) should be not more than
15.0 /Tlokazatensb npuemnemoctu (AV) nomkeH
ObITE He OoJee 15,0

Acceptance value (AV) should be not more than
15.0 /IMokasatens npuemiaeMoctd (AV) nomkeH
ObITH He Ooiee 15,0

Remarks : The Product conforms to ND/
ITpumeyanue: [IpoaykT cooTBeTCcTBYET TpeOOBaHUAM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IMoaroroeneno: Santosh Kumar

Checked by /
[Tposepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Jarta: 12.11.2024

Harta: 12.11.2024

Maurya /{ PyKOBO,H,l/ITE&a AJ{li_[ Kumar
== N i il
Reprint Date: Reprint Date: Reprint Dat¥:

Hara: 12.11.2024

Registered Officer §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tl +91 40 4500 2800, Fax: +91 20 £9C0 2999, Email: mail@drredays.com

CHM: L3E295AP1984PLCCO4SEY
v drreddys.com




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Dr. Reddy's L.aboratories Lid.
Formulation Unit-6

vill. Khol, Nalagarh Road, Badidi,
Disti. Solan, H.P, 173 205, INDIA
Tol: +91 98166 56001-02

I R L et AT
I N O

Page 6 of 10 / Ctp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponyxr: H6ykann®, TabaeTKH, HOKPBITHIE MIEHOYHOI 06010uK0i, 400 Mr + 325 Mr

Market / PbiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne V2402271 O6nem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002725380 Date of Analysis / © 12.11.2024
AHagaTHUYecKHii oTueT Ne JlaTa aHaJM3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa mpou3BoJcTBA T'ogen o

Mfg. License No. / MA number: /

IIpousBoaCcTBeHHAS : MNB/05/263 Howmep PY ¢ JITI-Ne(003654)-(PI'-RU)

JIMIIeH3us Ne

Analysis performed according ND: / AHa/IM3 NPOBEJ€EH 110 H,Zi: JIII-Ne(003654)-(PT° -liU)-101123

9 |Microbiological purity* /
Mukpobuonornyeckas

ygeTrora®

IIpumeuanne: [TponykT cooTBeTcTBYeT TpeboBanusam HJI

3axkmouenue: OJOBPEHO

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1iee uucio He 6onee 1000 KOE/r
a3poBHBIX
MHKPOOPTaHH3MOB
b) Total combined yeasts NA Not more than 100 CFU/g /
and mould count / Ob1ee He 6onee 100 KOE/r
YHCJIO JPOXOKEBBIX H
TIECHEBLIX TPUbOB
¢) E. coli NA Shall be absent in 1g / OtcyrcTBHe B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
[MToarorosneno: Santosh Kumar

Maurya ﬁ

—

Checked by /

Fa

[Tpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menenxep /
PykoBoautens Amit LIglmar

/z\-\(’"'"://

Reprint Date:
Jara: 12.11.2024

Reprint Date: |
Hara: 12.11.2024

Reprint

Hara: 12.11.2024

Date: ¥

Pegistered Office: $-2-337, Read Mo, 2, Banjara Hills, Hyderabad - 500024, Telangana, india

Tel: +81 44 4308 2500, Fax:

140-

Cliid: L

WL drreddys.com

2009, Fniail: mail@driaddys.com

4P1984PLCCOME0T




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tal: +91 98166 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 7 of 10/ CTp. 7 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoaykr: M6ykaun®, Ta61eTku, NOKPHITHIE IIEHOYHO# 060os10uKoii, 400 mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepnst Ne g Ngager O6bem cepunu " 800000.0 Tab

Analytical Repourt No/ . 040002725380 Date of Analysis / - 12.11.2024

AHanuTHYeCKH oTueT Ne JlaTa ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

Jarta npousBoacTBa T'onen no

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAsN : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

JHueH3nd Ne

Analysis performed according ND: / Anaju3 npoegen no HJI: JIII-Ne(003654)-(PI’ -RU)-iOl 123

10 |Assay / KonnuecTBeHHOE

omnpejaejeHne

403.4 mg / 403.4 mr

324.90 mg / 324.90 mr

360.0 to 440.0 mg of C3Hi302 (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C3H 302 (ubynpoden) B
TabieTke

292.5 to 357.5 mg of CsHoNO- (paracetamol) per
tablet /

Ot 292,5 mr mo 357,5 mr CgHyoNO, (napateramon)
B TabneTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tabletsin PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / Ilo 10
leaflet in a carton. / ITo 10 tabnetox |tabaerok B [IBX/Al 6mucrep. Ilo 1, 2 wnu 20
B [IBX/Al 6nuctep. [To 1 6nuctepy |6nucTepoB B NadKy KapTOHHYIO BMECTE ¢
B Mayky KapTOHHYIO BMECT€ C |HHCTPYKLHEH N0 NPUMEHEHHUIO.
HUHCTPYKLHEH N0 IPUMEHEHHMIO.
12 | Labeling / MapxupoBka |According to ND. /B cootBerctsuu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne Ilpu Temnepatype He Bbiie 25 °C.
14 | Shelf life / Cpox 5 years / 5 net
TOHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT coorBercTByeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /

Maurya

ITonrorosneno: Santosh Kumar

&

Checked by /
[Ipoeepeno: Pawan Kumar

Approved by: Manager/Executive

/Ono6peHo: Menemxkep /

PykoBoautens Amit Kumar
fx\—f‘_l‘-L:"/f

Reprint Date:
Jara: 12.11.2024

Reprint Date: '

Jara: 12.11.2024

Reprint Date:
Hata: 12.11.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +01 40 41500 2900, Fax: +91 40 41960 2999, Email: mail@d:ireddys.com
CIN: LS51954P1984PLCO0IS07

www.drreddys.com




Dr.Reddy’s €3¢

L

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 8 of 10/ Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaykr: M6ykaun®, Taéerku, NOKpbITbIE MUIEHOYHOH 060104K0#, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / Batch Quantity / 800000.0 tab /

. ’) .

Cepust Ne Ve O6bem cepnu " 800000.0 Tab
Analytical Repovrt No/ - 040002725380 Date of Analysis / - 12.11.2024
AHaauTHyeckuii oT4eT Ne Jata apainza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa IpoH3BOACTBA I'open go

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAA : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)

Homep PY
JuleH3Hs Ne
Analysis performed according ND: / Ananu3 npoegen no HJI: JIIT-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

IMpumevanue: CCblIKH B HOPMATUBHOM AOKYMEHTaLUMH nipHBeaeHbl Ha 'O PO XIV.

* TIpOBOAMTCS IPOU3BOAUTENEM MPHU BbIIYCKE NEPUOIUHEcKH: s kaxaol 20-oi cepuu UM He MeHee 1 pasa B
roa. [TokasaTens MOKET ObITh HE BKIIOYEH B cCepTH(hUKAT aHAIM3a QUPMBI.

API name / Haumenosanue ADC: Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon
| INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number / PIBM240160 0541/24-25

Homep cepun nponssoauteas ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIMM NPOU3BOAUTEISA FERAQ0525 FERAO00530
IJd:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa OkTHB Limited, India / lllpu Kpuiuna
IIponspogurens ADC, cTpaHa: ®apma Caliencus Jlumuren, dapmacerotikanc Jlumuren,
WNunus WUunus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeyanne: [TpoayKT cooTBeTCTBYET TpeboBanusam HII 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moaroroeneno: Santosh Kumar | [Ipoepeno: Pawan Kumar /Onobpeno: Menemxep /
Maurya QL /‘?_R PykoBopnrens Amit Kumar
| g — ]J. e \//-"’
Reprint Date: Reprint Date: Reprint Date¥
Harta: 12.11.2024 Hara: 12.11.2024 Hara: 12.11.2024




Dr. Reday's Labhoratories Lt
e Formulation Unit-6
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: Moykann®, TaGneTKH, NOKPHIThIE IIEHOYHOH 060/10uK0ii, 400 Mr + 325 Mr
Market / PoinOK :Russia / Poccns
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus No - V2402271 O0bem cepun * 800000.0 Tabd
Analytical Repovrt No/ - 040002725380 Date of Analysis / - 12.11.2024
ApanuTHyeckuii oTyeT No JaTta anayiusa
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa HpoM3BOACTBA I'onen no |
Mfg. License No. / MA number: /
IponzBoacTBeHHAs : MNB/05/263 ) : JIIT-Ne(003654)-(PI'-RU)
Homep PY
| IHueH3Ha Ne -
Analysis performed according ND: / Anasnu3s nposeger no HJI: JITII-Ne(003654)-(PI'-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HauMeHoBaHHe, agpec, JULEH3Us AJIs I-p Penau’c Jlaboparopuc JIta., Uanus, Iipoussoacteentoe
IIpousBoacTBeHHas miomagka / Ilnomaaka nojpasenenne-6, Bunn. Kxons, Hanarapx Poyn, bagau, Iuctpuxr
KOHTpoJIA kadecTBa / ILTomaaka BhilycKa Conan, X.IL., 173205, Muaus (nuuer3us Homep 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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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».

3aKII0YeHHe 0 cOOTBeTCTBHM: «HacTosimum s MOATBEPXKIAt0, YTO MPUBEAEHHAs Bbille MHPOpPMAIMs SABISETCS
JOCTOBEPHOM M TOYHOMN. DTa cepusi MPOAYKLMH MPOU3BEJeHA (BK/IIOYas yMakoBKY (MAapKMPOBKY) U KOHTpOJb
KauecTBa) Ha BhINIEYKA3aHHOHW IPOM3BOACTBCHHON mijowaake (IUIOLA@nKax) B IIOJIHOM COOTBETCTBHH C
Tpe6oBanuaMH [IpaBun Hajulexxawiedl NpoM3BOACTBECHHON MpakTMku EBpasuiickoro skonomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) 1 TpebOBaHUAMH KOHTPOJIA KayeCTBa JIEKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Tpoaykt coorsercTBYeT TpeboBanuam HJI 3axmovenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosieno: Santosh Kumar | Ilposepeno: Pawan Kumar /Ono6peno: Menemxep /

Maurya ’@ ’AL PykoBoauTe /i Amit Kumar
Reprint Date: Reprint Date: ' Reprint DateV

Hata: 12.11.2024 Hata: 12.11.2024 Hata: 12.11.2024

NEGIztEraa JiTice

Larreddys,.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hponykr: U6ykann®, Ta6eTKH, NOKPITHIE IJIEHOUHOH 060/104Ko0ii, 400 Mr + 325 Mr

Market / PelHOK :Russia / Poccus

Batch No / - Batch Quantity / ~ 800000.0 tab/
Cepnst Ne § V2402271 Ob6bem cepHH " 800000.0 Tab
Analytical Report No / - 040002725380 Datsotanalysis . 12.11.2024
Ananurtudeckuii order Ne JlaTa aHaJn3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BOICTBA I'onen go

Mfg. License No. / MA number: /

IIpouszBoacTBeHHas : MNB/05/263 ) . JII-Ne(003654)-(PT'-RU)

Homep PY

anueH3us Ne _ N
Analysis performed according ND: / Ananu3 nposeaexd no H/I: JIII-Ne(003654)-(PI'-RU)-101123

a TaKXK€ B COOTBCTCTBHUH CO Cl'[e]_lI/I(bI/IKaL[I/IHMPI, COACPKKANUMHUCA B PErMCTPALIMUOHHOM J0CHE CTpaHbI-HMIIOpTEpPA.
YCTaHOBJICHO NX COOTBETCTBHE TpC6OBaHI/I}IM HpaBHJ'[

3arnucu 1o NpoU3BOACTBY, YIIAKOBKE U aHaJIU3y MPOBEPEHBI, U

HaJexalnei HpOl/I3BO,IICTBeHHOI\/’I NPAKTUKH EBpa3m"4c1<oro 9KOHOMHYECCKOIo COr3a».

Remarks : The Product conforms to ND/
IIpumeyanne: [Iponykr coorsercTByet TpebopanusiM HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneHo: Santosh Kumar [IpoBepeno: Pawan Kumar /OnobpeHo: Menenxep /
Maurya /gf PyxoBoautejin Amit Kumar
— | /&f,- :_/,-—
Reprint Date: Reprint Date: Reprint Date
Hara: 12.11.2024 Jara: 12.11.2024 Jarta: 12.11.2024




